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I. Introduction 

Design patents, those that are granted on the ornamental design of an article 
of manufacture, are a close relative of utility patents. In both utility and design pa
tent infringement litigation, courts first construe the claims and then the fact-finder 
compares the accused infringing product to the construed claims.2 However, due to 
design patents' morphed nature and their history of ambiguous case law, the test for 
determining design patent infringement remains problematic. At first blush, the en 
banc decision in Egyptian Goddess, Inc. v. Swisa, Inc. by the Court of Appeals for 
the Federal Circuit clarified the test for determining design patent infringement. 3 

Yet, only two years after the Egyptian Goddess decision, the Federal Circuit deci
sion in Richardson v. Stanley Works, Inc. shed light on the numerous inconsisten
cies and fallacies of the current design patent infringement test once courts at
tempted to account for functionality issues in their infringement analysis.4 

The Federal Circuit in Richardson affirmed a district court's claim construc
tion, where the district court "filtered out" the functional aspects from the ornamen
tal aspects of the patented design.5 The Federal Circuit also affirmed the district 
court's application of the ordinary observer test, which discounted and ignored in
dividual functional elements of the claimed design.6 After the Federal Circuit panel 
decision, Richardson filed a petition for rehearing en banc, arguing that it is impro
per to make functionality determinations as a question of law during claim con
struction and equally improper for the fact-finder to filter out individual functional 
elements of a claimed design when comparing the accused device to the patented 
design.7 This petition was supported by amicus briefs from the American Intellec
tual Property Law Association (AIPLA)8 and from Apple, Inc.9 The AIPLA brief 
argued that functionality is not a question of law for the court to decide during 

See 35 U.S.C. 171 (2006) (stating that generally the provisions relating to patents for inventions 
also apply to patents for designs).  

2 See Elmer v. ICC Fabricating, Inc., 67 F.3d 1571, 1577 (Fed. Cir. 1995) (citations omitted) (dis
cussing the procedure for determining infringement in design and utility patents).  

3 See Egyptian Goddess, Inc. v. Swisa, Inc., 543 F.3d 665, 683 (Fed. Cir. 2008) (en banc) (address
ing the appropriate legal standards in claims of design patent infringement).  

4 See Richardson v. Stanley Works, Inc., 597 F.3d 1288, 1295 (Fed. Cir. 2010) (discussing the in
fringement analysis for design patents), reh 'g en banc denied, (May 24, 2010).  

5 Id. at 1296.  
6 Id 

7 Petition for Rehearing En Banc at 6, Richardson v. Stanley Works, Inc., 597 F.3d 1288 (Fed. Cir.  
2010), reh'g en banc denied, (May 24, 2010) (No. 2009-1354).  

8 Brief of Amicus Curiae American Intellectual Property Law Ass'n in Support of the Petition for 
Rehearing En Banc, Richardson v. Stanley Works, Inc., 597 F.3d 1288 (Fed. Cir. 2010), reh'g en 
banc denied, (May 24, 2010) (No. 2009-1354).  

9 Brief of Amicus Curiae Apple Inc. in Support of Plaintiff-Appellant's Petition for Rehearing En 
Banc, Richardson v. Stanley Works, Inc., 597 F.3d 1288 (Fed. Cir. 2010), reh'g en banc denied, 
(May 24, 2010) (No. 2009-1354).
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claim construction, but is a question of fact best left for the fact-finder to assess.  

The AIPLA amicus brief also argued that the Federal Circuit erroneously created a 

"points of ornamentality" type of claim construction, similar to the recently rejected 

"point of novelty" test and counter to the idea that a design patent protects a de

sign's overall appearance.11 The petitioners argued that the ordinary observer test 

announced by the Supreme Court in Gorham Co. v. White12 should apply to the pa

tented design as a whole, even when the design has individual functional ele

ments. 13 The Federal Circuit subsequently denied the petition for rehearing en 

banc; 14 therefore, the issue remains an open topic for debate.  

This note investigates the current debate surrounding the role of functionality 

in the design patent infringement analysis. The first section discusses the Federal 

Circuit's en banc decision in Egyptian Goddess and the test for design patent in

fringement after the court's decision.15 The note then discusses the recent decision 

in Richardson and the current debate over the role.of functionality in infringement 

analysis.16 Finally this note argues that, contrary to the holding in Richardson, 

functionality issues should not play a role in claim construction. Moreover, the 

fact-finder should not filter individual functional elements of a claimed design 

when comparing the accused design to the construed claim for substantial similari

ty.'7 This note then concludes by delineating the proper role of functionality in the 

design patent infringement analysis and recommends that the Federal Circuit finds 

an opportunity to clarify the role of functionality in the infringement analysis of de

sign patents and reverse case law to the extent that it conflicts with this proper role.  

II. Design Patent Infringement Analysis After the Egyptian Goddess En 
Banc Decision 

The analysis for design patent infringement is similar to the analysis for utili

ty patent infringement. The analysis is two-fold: first, a court must construe the pa

tented design claim and second, the fact-finder must compare the accused design to 

the construed claim to determine if there is substantial similarity.'8 The Federal 

10 Brief of Amicus Curiae American Intellectual Property Law Association in Support of the Petition 

for Rehearing En Banc, supra note 8, at 9.  

"1 Brief of Amicus Curiae American Intellectual Property Law Association in Support of the Petition 
for Rehearing En Banc, supra note 8, at 2.  

12 Gorham Co. v. White, 81 U.S. 511, 528 (1871).  

13 Petition for Rehearing En Banc, supra note 7, at 8; Brief of Amicus Curiae Apple Inc. in Support 

of Plaintiff-Appellant's Petition for Rehearing En Banc, supra note 9, at 2.  

14 Richardson v. Stanley Works, Inc., 597 F.3d 1288, 1288 (Fed. Cir. 2010), reh'g en banc denied, 
(May 24, 2010).  

15 Egyptian Goddess, Inc. v. Swisa, Inc., 543 F.3d 665, 668 (Fed. Cir. 2008) (en banc).  

16 Richardson, 597 F.3d at 1294-96.  

17, See id. at 1293-96 (discussing analysis of functionality).  

18 See Elmer v. ICC Fabricating, Inc., 67 F.3d 1571, 1577 (Fed. Cir. 1995) (citations omitted) (dis

cussing design patent infringement analysis).

311



TEXAS INTELLECTUAL PROPERTYLA WJOURNAL

Circuit granted rehearing en banc-in Egyptian Goddess in order to settle the debate 
on the proper standard for design patent infringement.19 The court addressed sever
al key questions apropos of this two-part analysis including whether a district court 
should perform formal claim construction in design patent cases and what the stan
dard should be for determining substantial similarity between an accused design 
and a construed claim.20 These two issues are discussed separately in the following 
sections.  

A. Design Patent Claim Construction After Egyptian Goddess 

By granting rehearing en banc in Egyptian Goddess, the Federal Circuit con
sidered whether district courts should continue formal claim construction with de
sign patent claims similar to the claim construction analysis associated with utility 

patents.2 Design patents frequently claim the designs as shown in the patent draw
ings, which courts then adapt for trial.22 For example, in Contessa Food Products, 
Inc. v. Conagra, Inc., the Federal Circuit affirmed the district court's claim con
struction of the design claim-."the ornamental design for a serving tray with 
shrimp, as shown and described" 23-to mean "a tray of a certain design, as shown 
in Figures 4-5, containing shrimp arranged in a particular fashion, as shown in Fig
ures 1-3."24 On the other hand, some courts attempt to provide a detailed verbal de
scription of a claimed design, similar to what would normally occur with a utility 
patent.25 For example, the district court in Egyptian Goddess construed the design 
claim-"[t]he ornamental design for a nail buffer, as shown and described" 26-to 
mean: 

A hollow tubular frame of generally square cross section, where the square has sides of 
length S, the frame has a length of approximately 3S, and the frame has a thickness of 
approximately T = 0.1S; the corners of the cross section are rounded, with the outer cor
ner of the cross section rounded on a 90 degree radius of approximately 1.25T, and the 
inner corner of the cross section rounded on a 90 degree radius of approximately 0.25T; 

19 Egyptian Goddess, 543 F.3d at 670.  
20 Id 

21 Id. at 679.  
22 Id. at 679; see also 37 C.F.R 1.153(a) (2011) ("No description, other than a reference to the 

drawing, is ordinarily required. The claim shall be in formal terms to the ornamental design for the 
article ... as shown, or as shown and described. More than one claim is neither required nor per
mitted."); U.S. PATENT AND TRADEMARK OFFICE, MANUAL OF PATENT EXAMINING PROCEDURE 
1503.01 (8th ed., Rev. 8, July 2010) ("[A]s a rule the illustration in the drawing views is its own 
best description.").  

23 U.S. Patent No. D404,612 at [57] (filed Mar. 3, 1998) (issued Jan. 26, 1999).  
24 Contessa Food Prods., Inc. v. Conagra, Inc., 282 F.3d 1370, 1377 (Fed. Cir. 2002), abrogated by 

Egyptian Goddess, 543 F.3d 665 (Fed. Cir. 2008).  
25 See, e.g., Egyptian Goddess, Inc. v. Swisa, Inc., No. 3:03-CV-0594-N, 2005 WL 5873510, at *1 

(N.D. Tex. Dec. 14, 2005), aff'd, 543 F.3d 665 (Fed. Cir. 2008) (providing a verbal description of 
the design).  

26 U.S. Patent No. D467,389 at [57] (filed Feb. 13, 2002) (issued Dec. 17, 2002).
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and with rectangular abrasive pads of, thickness T affixed to three of the sides of the 
frame, covering the flat portion of the sides while leaving the curved radius uncovered, 
with the fourth side of the frame bare.  

There are clear differences between the two stylesof claim construction. The 
first example references the design patent figures while the second example is a de
tailed verbal description of the design patent figures. In light of the major differ
ences in design patent claim construction, the Federal Circuit sitting en banc in 
Egyptian Goddess sought to provide guidance on whether district courts should 
provide detailed verbal descriptions of the claimed design similar to the claim con
struction in utility patent cases, or whether district courts should adopt the claim as 
phrased in the design patent which references the design patent's figures. 28 

The en banc court held that preferably, district courts should refrain from at
tempting to construe a design patent claim by providing a detailed verbal descrip
tion of the patented design; 29 however, a detailed verbal claim construction is still 
within the trial court's discretion because verbal claim construction can be a useful 
tool for the trial court to "guide the finder of fact by addressing a number of. . . is
sues that bear on the scope of the claim."3 0 Furthermore, the court stated, "[t]hose 
include such [issues] as . . . distinguishing between those features of the claimed 
design that are ornamental and those that are purely functional."31 For this proposi
tion, the court relied on the Federal Circuit's decision in OddzOn Prods., Inc. v.  
Just Toys, Inc.: "[w]here a design contains both functional and non-functional ele
ments, the scope of the claim must be construed in order to identify the non
functional aspects of the design as shown in the patent."3 2 Thus according to the en 
banc Egyptian Goddess decision, for the first step of the infringement analysis, dis
trict courts have discretion to conduct a detailed verbal claim construction that dis
tinguishes functional features from ornamental features of a claimed design. 33 

B. The Standard for Comparing a Construed Claim to an Alleged 
Infringing Product for Substantial Similarity after Egyptian Goddess 

The en banc Egyptian Goddess court also addressed the standard for compar
ing a construed claim to an alleged infringing design.3 4 This part of the test asks 

27 Egyptian Goddess, Inc. v. Swisa, Inc., 543 F.3d 665, 668 (Fed. Cir. 2008).  
28 Id. at 679.  
29 Id. at 679-80 ("[A]s a general matter, [district] courts should not treat the process of claim con

struction as requiring a detailed verbal description of the claimed design, as would typically be 
true in the case of utility patents.").  

30 Id. at 680.  
31 Id.  
32 'Id. (citing OddzOn Prods., Inc. v. Just Toys, Inc., 122 F.3d 1396, 1405 (Fed. Cir. 1997)) (internal 

quotation marks omitted).  

3 Egyptian Goddess, 543 F.3d at 680.  

3 Id. at 672-79.
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whether there is substantial similarity between the accused design and the claimed 
design. 35 In 1871, the Supreme Court in Gorham set forth the test to determine 
whether two designs are substantially the same. 36 In that case, the plaintiff, Gor
ham, had secured a design patent in 1861 for a specific handle design for silver
ware.37 In 1867 and 1868, White, the defendant, secured design patents bearing 
some resemblance to the Gorham patent.38 Figure 1 shows the Gorham and White 
designs.3 9

Gorham, 1861 

I 
j

White, 1867 

T 

(yiN

White, 1868 

(l 

( ¬3 

5~

Figure 1

After Gorham brought suit against White for design patent infringement, the sole 
question for the Court was whether White's designs were substantially the same as 
the Gorham design.4 0 The Court held, "if, in the eye of the ordinary observer, giv-

Id. at 672.  

Gorhamyv. White, 81 U.S. 511, 528 (1871).  
Id. at 512.  

Id.  

Id. at 521.  

Id. at 513.

35 

36 

37 

38 

39 

40
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ing such attention as a purchaser usually gives, two designs are substantially the 
same, if the resemblance is such as to deceive such an observer, inducing him to 
purchase one supposing it to be the other . ... "41 This test has since been referred 
to as the "ordinary observer" test,4 2 and had remained the sole test for determining 
whether two designs are substantially the same for over one hundred years until the 
1984 Federal Circuit opinion in Litton Systems, Inc. v. Whirlpool Corp.4 3 

Litton Systems is cited for the Federal Circuit's adoption of the "point of no
velty" test.44 According to the Litton Systems court, in order for a design to be in
fringed, no matter how similar two items look, "the accused device must appropri
ate the novelty in the patented device which distinguishes it from the prior art."45 

The court adopted this separate test to limit a design patent's scope of protection 
when the design field is crowded with prior art references. 4 6 The Federal Circuit 
granted rehearing en banc in Egyptian Goddess to decide whether, in order to prove 
infringement, the patentee must satisfy the point of novelty test in addition to the 
ordinary observer test.47 

In Egyptian Goddess, the court rejected the point of novelty test, which re
quired the patentee to point out the novel aspects of the claimed design and identify 
them in the alleged infringing product. 48 Instead the court held that "in accordance 
with Gorham ... the 'ordinary observer' test should be the sole test for determining 
whether a design patent has been infringed.' 49 The court found that the point of 
novelty test could be problematic when there are several points of novelty, because 
in using the point of novelty test, the court might shift its focus from whether the 
accused design appropriated the patented design as a whole to whether the accused 
design had appropriated a single feature of the patented design.50 In addition, the 
court noted that when several points of novelty exist in a claimed design, an ac
cused infringer can argue that the accused design does not copy all points of novel
ty and thus does not infringe, even though the accused design incorporates most 
points of novelty and has an overall appearance substantially similar to the patented 

41 Id.at 528.  
42 See, e.g., Egyptian Goddess, Inc. v. Swisa, Inc., 543 F.3d 665, 670 (Fed. Cir. 2008) (en banc) (re

ferring to the standard as the "ordinary observer" test).  

43 See id at 670 (discussing the use of the other test in Litton Systems); Litton Sys., Inc. v. Whirlpool 
Corp., 728 F.2d 1423, 1444 (Fed. Cir. 1984) (applying a separate test in addition to the ordinary 
observer test).  

44 Egyptian Goddess, 543 F.3d at 670-71.  
45 Litton Systems, 728 F.2d at 1444 (emphasis added).  
46 Id.  

47 Egyptian Goddess, 543 F.3d at 668.  

48 Id. at 672.  

49 Id.at 678.  
50 Id. at 677.
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design.5 1 The Egyptian Goddess Court noted that the underlying rationale for the 
point of novelty test can still be served by applying the ordinary observer test 
"through the eyes of an observer familiar with the prior art."5 2 Therefore, after the 
en banc decision in Egyptian Goddess, the second part of the design patent in
fringement analysis requires "an ordinary observer, familiar with the prior art de
signs, . .. be deceived into believing that the accused product is the same as the pa
tented design." 53 

The Federal Circuit's en banc Egyptian Goddess decision appears to have cla
rified issues regarding the design patent infringement analysis for future litigants.  
According to Egyptian Goddess, (1) a district court may distinguish functional as
pects from ornamental aspects during claim construction, and (2) the ordinary ob
server test is the sole test for determining substantial similarity.54 Unfortunately, 
less than two years later, the problematic Richardson v. Stanley Works, Inc. deci
sion highlighted the serious flaws in such an analysis when courts attempt to ad
dress functionality issues.55 Furthermore, the Richardson decision raises questions 
as to the extent Egyptian Goddess overturned prior Federal Circuit case law, 56 The 
next section discusses the Richardson case, the district court's application of the in
fringement analysis, and the Federal Circuit's opinion on appeal.  

III. The Background of Richardson v. Stanley Works Inc.  

David Richardson sued Stanley Works claiming infringement of his design 
patent ('167 patent) by certain tools that Stanley Works manufactured and sold 
(Stanley FUBAR). 57 Figures 2 and 3 are representative of the figures in the '167 
patent.58 

51 Id.  
52 Id 

s3 Crocs, Inc. v. Int'l Trade Comm'n, 598 F.3d 1294, 1303 (Fed. Cir, 2010) (citing Egyptian God
dess, 543 F.3d at 678-81), reh'g en banc denied, (May 20, 2010).  

s4 Egyptian Goddess, 543 F.3d at 678.  
5s Richardson v. Stanley Works, Inc., 597 F.3d 1288, 1290-92 (Fed. Cir. 2010), reh'g en banc de

nied, (May 24, 2010).  
56 Id 

5 Richardson, 597 F.3d at 1295-96; Richardson v. Stanley Works, Inc., 610 F. Supp. 2d 1046, 
1048-49 (D. Ariz. 2009), aff'd, 597 F.3d 1288 (Fed. Cir. 2010).  

58 U.S. Patent No. D507,167, fig.1, fig. 2 (filed Jan. 9, 2004) (issued July 12, 2005).
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Figure 2 Figure 3

Figures 4 and 5 show representative figures of the accused product, the Stan
ley FUBAR.59

Figure 4 Figure 5

During a bench trial, the district court first construed the '167 patent claim 
and then compared the accused device to the construed claim in order to determine 
substantial similarity.60 

A. The District Court's Claim Construction 

The claim in Richardson's design patent read: "[t]he ornamental design for a 
multi function stud climbing and carpentry tool, as shown and described."6 1 Rather 
than adopting the design claim language to mean the ornamental design shown in 
the patent figures, the district court decided to distinguish between the functional

59 U.S. Patent No. D562,101, fig.I, fig.5 (filed Mar. 29, 2006) (issued Feb. 19, 2008).  
60 Richardson, 610 F. Supp. 2d at 1049-53.  
61 '167 Patent, at [57].
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elements and the non-functional elements of the design according to the decisions 
in Egyptian Goddess and OddzOn.6 2 

The district court ultimately held: (1) the overall configuration of the handle, 
hammer-head, jaw and crow-bar was dictated by function, and (2) the design of the 
jaw element was also primarily influenced by function and was thus not protected 
by the '167 patent.63 The court determined that the overall configuration was func
tional because a designer would naturally and inevitably configure these elements 
in the same manner and because there was prior art combining similar elements that 
used the exact same configuration. 64 The jaw design was functional because mar
keting for the tool promoted the tool's ability to be used as a step "by slotting the 
jaw over exposed wood framework and then stepping up onto the handle."6 5 Thus 
the design required "two straight sides that could slot over a wooden board at a 
right angle to the handle." 66 

Therefore, the court held that the '167 patent did not protect the overall confi
guration or the jaw design.67 However, the court held that the '167 patent did pro
tect "the standard shape of the hammer-head, the diamond-shaped flare of the 
crow-bar and the top of the jaw, the rounded neck, the orientation of the crow-bar 
relative to the head of the tool, ... the plain, undecorated handle [and] the [jaw's] 
particular number and size of teeth."68 The judge then proceeded to the second part 
of the infringement analysis by comparing the construed claim to the accused prod
ucts. 6 9 

B. The District Court's Comparison of the Accused Device and the 
Construed Claim 

In the second step of the infringement analysis, the district court judge found 
that the Stanley FUBAR was not substantially similar to the '167 patent design.70 

In making this determination, the court applied the ordinary observer test and noted 
that the "appearance of a design as a whole . . . is controlling in determining in

62 Richardson, 610 F. Supp. 2d at 1049 ("Where a design contains both functional and non

functional elements, the scope of the claim must be construed in order to identify the non
functional aspects of the design as shown in the patent.") (quoting Egyptian Goddess, Inc. v. Swi
sa, Inc., 543 F.3d 665, 680 (Fed. Cir. 2008)) (internal quotation marks omitted).  

63 Id. at 1050 ("The '167 patent does not protect the configuration of the handle, hammer-head, jaw, 

and crow-bar" and the "basic, wrench-like design is functional and therefore not protected by the 
'167 patent.").  

64 Id.  

65 Id.  

66 Id 

67 Id.  

68 Richardson, 610 F. Supp. 2d at 1049.  

69 Id. at 1051-52.  

70 Id. at 1052.
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fringement."7 1 However, the court also quoted language from Amini Innovation 
Corp. v. Anthony California, Inc., that "the trial court is correct to factor out the 
functional aspects of various design elements," but that discounting of functional 
elements "must not convert the overall infringement test to an element-by-element 
comparison." 72 

In applying the test, the district court found that the similarity between the 
Richardson design and the Stanley FUBAR was limited to the overall configuration 
of elements and the design of the jaw element.73 However, the court held earlier in 
the claim construction that the '167 patent did not protect the overall configuration 
or the jaw. 74 Thus, the similarities in the overall configuration and the jaw element 
did not weigh in favor of infringement. 75 The court then found little similarity be
tween the rest of the Richardson design and the Stanley FUBAR.76 

Richardson argued that the functional elements of his design should be in
cluded when comparing it to the Stanley tools.7 7 The court rejected this argument, 
responding, "Richardson's argument distorts functionality beyond all recogni
tion." 78 The court reasserted that "'[t]he trial court is correct to factor out the func
tional aspects of various design elements."' 79  The court quoted language from 
OddzOn that "[t]he patentee must establish that an ordinary person would be de
ceived by reason of the common features in the claimed and accused designs which 
are ornamental"80 and language from Lee v. Dayton-Hudson Corp., that "'it is the 
non-functional, design aspects that are pertinent to determinations of infringe
ment."'81 Therefore, with the finding of noninfringement, Richardson appealed to 
the Federal Circuit. 82 

71 Id. at 1051.  
72 Id. at 1052 (quoting Amini Innovation Corp. v. Anthony Cal., Inc., 439 F.3d 1365, 1372 (Fed. Cir.  

2006)) (emphasis added).  

73 Id. at 1051.  

74 Richardson, 610 F. Supp. 2d at 1051.  

75 Id. at 1052.  
76 Id 

77 Id.  
78 Id.  

79 Id. (quoting Amini Innovation Corp. v. Anthony Cal., Inc., 439 F.3d 1365, 1372 (Fed. Cir. 2006)).  
80 Richardson, 610 F. Supp. 2d at 1052 (quoting OddzOn Prods., Inc. v. Just Toys, Inc., 122 F.3d 

1396, 1405 (Fed. Cir. 1997)) (emphasis in original) (internal quotation marks omitted).  
81 Id. (quoting Lee v. Dayton-Hudson Corp., 838 F.2d 1186, 1186 (Fed. Cir. 1988)).  
82 Richardson v. Stanley Works, Inc., 597 F.3d 1288, 1290 (Fed. Cir. 2010), reh'g en banc denied, 

(May 24, 2010).
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C. The Appeal to the Federal Circuit 

On appeal, the Federal Circuit panel affirmed the district court decision. The 
Federal Circuit expressly held that the district court "properly factored out the func
tional aspects of Richardson's design as part of its claim construction."83 The panel 
held that ornamental designs containing functional aspects are entitled to a design 
patent whose scope is limited to the ornamental aspects and does not extend to any 
functional elements of the claimed article.84 For the second step of the infringe
ment analysis, the court held that the ordinary observer test applies even in cases 
where the patented design has numerous functional elements. 85 The question, the 
court stated, is whether the deception is a result of the similarities in the overall de
sign, not whether it is a result of similarities in ornamental features in isolation. 86 

The court then affirmed the district court's finding of noninfringement, stating that 
"ignoring the functional elements of the tools, the two designs are indeed differ
ent."87 

Accordingly, the Federal Circuit affirmed both the district court's claim con
struction and its finding of noninfringement. 88 The district court construed the 
claim in accordance with the recent en banc decision in Egyptian Goddess, which 
held that it was proper to distinguish between functional and ornamental aspects of 
the claimed design. 89 The district court's comparison of the accused design to the 
construed claim, however, seems very much at odds with the Egyptian Goddess de
cision. Both the district court and Federal Circuit panel agreed that it was the over
all design that was essential in the second step of the infringement analysis, yet 
both courts also discussed factoring out functional elements or ignoring functional 
elements when conducting the ordinary observer test.90 Nevertheless, this note ar

83 Id. at 1293.  
84 Id. at 1294 ("The elements of the design may indeed serve a utilitarian purpose, but it is the orna

mental aspect that is the basis of the design patent." (citing L.A. Gear, Inc. v. Tom McAn Shoe 
Co., 988 F.2d 1117, 1123 (Fed. Cir. 1993))).  

85 Id. at 1295 (citing Amini Innovation Corp. v. Anthony Cal., Inc., 439 F.3d 1365, 1372 (Fed. Cir.  
2006)).  

86 Id. (quoting Amini Innovation, 439 F.3d at 1371).  

87 Id. at 1296 (emphasis added).  
88 Richardson, 597 F.3d at 1298.  
89 Id. at 1293 ("Although we proposed that the preferable course ordinarily will be for a district court 

not to attempt to construe a design patent claim, we also emphasized that there are a number of 
claim scope issues on which a court's guidance would be useful to the fact finder. Among them. .  
. is the distinction between the functional and ornamental aspects of a design." (citing Egyptian 
Goddess, Inc. v. Swisa, Inc., 543 F.3d 665, 679 (Fed. Cir. 2008))).  

90 Richardson, 597 F.3d at 1295-96 (holding that "[i]n evaluating infringement, we determine 
whether the deception that arises is a result of the similarities in the overall design," yet the panel 
also found that "ignoring the functional elements of the tools, the two designs are indeed differ
ent.") (internal quotation marks omitted); Richardson v. Stanley Works, Inc. 610 F. Supp. 2d 
1046, 1051-52 (D. Ariz. 2009), aff'd, 597 F.3d 1288 (Fed. Cir. 2010) (holding that "it is the ap
pearance of a design as a whole which is controlling in determining infringement[,]" yet the court
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gues that upon closer inspection, both steps of the Richardson infringement analy
sis are seriously flawed.  

IV. The Proper Role of Functionality in the Design Patent Infringement 
Analysis 

The errors in the infringement analysis for design patents have evolved over 
time due to the ambiguous language within a series of Federal Circuit opinions. In 
Richardson, the district court's infringement conclusion may have ultimately been a 
correct conclusion as to infringement, but nevertheless portions of the court's in
fringement analysis are seriously flawed. Since the Federal Circuit panel affirmed 
both the claim construction methodology and the finding of noninfringement, 91 

there is a potential that district courts will continue to follow Richardson's flawed 
analysis.  

The infringement analysis for design patents is comprised of two parts: (1) 
claim construction, a question of law, and (2) a comparison of the accused design to 
the construed claim, a question of fact.92 First, contrary to the decision in Egyptian 
Goddess, a court should not consider functionality issues during the claim construc
tion analysis. Second, while functionality has a role in the second step of the analy
sis, it is improper to filter out or ignore individual functional elements from the pa
tented design when comparing it to the alleged infringing design.  

A. Functionality Should Not Play a Role in Claim Construction.  

First, functionality is a question of fact, whereas claim construction is a ques
tion of law. Functionality has consistently been held as a question of fact in the de
sign patent invalidity context. 93 Furthermore, claim construction is a question of 
law to be determined by the trial court judge.94 Therefore, it would make little 
sense to reserve questions of functionality in the invalidity context to the fact
finder, but allow a judge to answer questions of functionality during the claim con
struction process. Second, the Richardson court relied on Egyptian Goddess and 
OddzOn when distinguishing the functional features from the ornamental features 
during claim construction. 95 However, this proposition evolved from the OddzOn 
court's error in interpreting Lee v. Dayton-Hudson Corp. 96 

also stated "[t]he trial court is correct to factor out functional aspects of various design elements" 
and "[i]n discounting the functional elements, the trial court must not convert the overall in
fringement test to an element-by-element comparison") (internal quotation marks omitted).  

91 Richardson, 597 F.3d at 1293, 1296.  
92 Elmer v. ICC Fabricating, Inc., 67 F.3d 1571, 1574 (Fed. Cir. 1995).  

93 PHG Techs., LLC v. St. John Cos., 469 F.3d 1361, 1365 (Fed. Cir. 2006).  

94 Elmer, 67 F.3d at 1574.  

95 Richardson, 610 F. Supp. 2d at 1049.  
96 838 F.2d 1186 (Fed. Cir. 1988).
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The current proposition that claim construction requires a district court to dis
tinguish functional features from ornamental features owes its origins to an error in 
interpreting the Federal Circuit's decision in Lee. In Lee, the patentee was appeal
ing the district court decision of noninfringement of his design patent which cov
ered a massage device.97 Figures 6 and 7 show Lee's patented design and the ac
cused product, respectively.98 

Figure 6: Lee's Patented Design Figure 7: Accused Product 

Lee argued his design patent that covered a massage device, consisting of an 
elongated handle with two opposing balls at one end, was infringed by a device 
with the same configuration. 99 He argued that the design patent protected the basic 
configuration rather than the surface details identified by the district court.10 0 The 
Federal Circuit rejected Lee's argument by distinguishing design patent claims 
from utility patent claims,' 0 holding that "[d]esign patents do not and cannot in
clude claims to the structural or functional aspects of the article." 0 2 In addition, 37 
C.F.R. 1.153(a) states that a design patent claim "shall be in formal terms to the 
ornamental design for the article . . . as shown, or as shown and described." 0 3 The 

97 Id. at 1 187.  
98 U.S. Patent No. D259,142 fig.2 (filed Nov. 24, 1978) (issued May 5, 1981) (Lee's patented de

sign); U.S. Patent No. D274,555 fig.2 (filed Mar. 11, 1982) (issued July, 3 1984) (the accused 
product).  

9 Lee, 838 F.2d at 1188.  
100 Id. (emphasis added).  
101 Id.  

102 Id. (emphasis added).  

1)3 37 C.F.R. 1.153(a) (2011) (emphasis added).
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Federal Circuit in OddzOn interpreted the language in Lee to mean that "the scope 
of the claim must be construed in order to identify the non-functional aspects of the 

design as shown in the patent."104 However, the Lee court never distinguished 
functional elements from the claimed design during claim construction. 10 5 Rather, 
the Lee court was merely countering the patentee's argument that the design patent 
covered his overall configuration-a "device wherein an elongated handle has two 
opposing balls at one end." 106 The court was emphasizing that design patent claims 
use formal terms claiming the ornamental design rather than the formal terms 
found in utility patents, claiming structural or functional aspects of the device. 10 7 

Importantly, when the Lee court held that "it is the non-functional, design aspects 
that are pertinent to determination of infringement," the court was affirming the dis
trict court's application of the ordinary observer test, which is the second part of the 
infringement analysis. 108 Thus, the Lee court reserved issues of functionality for 
the comparison step rather than the claim construction step of the infringement 
analysis. 10 9 By relying on OddzOn's misinterpretation of Lee, the Egyptian God
dess court created dicta that further complicated the correct application of the in
fringement analysis when functionality issues are present.110 Therefore, the Egyp

tian Goddess Court should not have relied on OddzOn for the proposition that a 
district court should distinguish between features of the claimed design that are or
namental and those that are functional during claim construction.1 ' 

Furthermore, the Richardson district court and Federal Circuit panel erro
neously considered functionality issues during claim construction.112 Functionality 
should have no role in claim construction. A practical problem emerges when 
functionality is presented as a question of law during claim construction, but shifts 
to a question of fact in an invalidity analysis. Additionally, the mistaken interpreta
tion of Lee by the court in OddzOn, and the Egyptian Goddess court's reliance on 
OddzOn, further implicate the proposition that including functionality in claim con

104 OddzOn Prods, Inc. v. Just Toys, Inc., 122 F.3d 1396, 1405 (Fed. Cir. 1997).  
105 See Lee, 838 F.2d at 1187 (omitting any discussion about distinguishing functional elements from 

the claimed design during claim construction).  
106 Id. at 1188.  
107 Id.  

108 Id.  

109 See id. (discussing functionality in the context of design elements).  

110 Egyptian Goddess, Inc. v. Swisa, Inc., 543 F.3d 665, 680 (Fed. Cir. 2008) (en banc) ("[A] trial 

court can usefully guide the finder of fact by addressing a number of other issues that bear on the 
scope of the claim. Those include such matters as . . . distinguishing between those features of the 
claimed design that are ornamental and those that are purely functional." (citing OddzOn Prods, 
Inc. v. Just Toys, Inc., 122 F.3d 1396, 1405 (Fed. Cir. 1997))).  

"11 Id.  
112 Richardson v. Stanley, Inc., 597 F.3d 1288, 1293 (Fed. Cir. 2010), reh'g en banc denied, (May 24, 

2010); Richardson v. Stanley, Inc., 610 F. Supp. 2d 1046, 1049 (D. Ariz. 2009), aff'd, 597 F.3d 
1288 (Fed. Cir. 2010).
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struction is erroneous. Rather, as the Lee court suggested, any functionality inqui
ries are factual questions that should be left for the comparison step of the in
fringement analysis. 13 

B. Individual Functional Elements Should Not be Filtered Out or Ignored 
When Comparing the Accused Device to the Construed Claim 

In the second step of the infringement analysis, the fact-finder compares the 
accused design to the construed claim with the ordinary observer test.11 4 In the 
proper application of the ordinary observer test, the fact-finder should only consider 
functionality to the extent that the patented design's overall configuration is func
tional.115 Therefore, the fact-finder should not make functionality findings regard
ing individual elementsof the claimed design. Furthermore, filtering or ignoring 
individual functional elements from the claimed design undermines the proper ap
plication of the ordinary observer test. 116 Thus, the district court in Richardson 
erred by first determining that the jaw element was functional and then filtering it 
from the patented design when applying the ordinary observer test.' 17 

The critical issue with functionality in design patent infringement is whether 
the overall configuration is dictated by function, not whether individual elements of 
the claimed design are functional.1 " The Federal Circuit in Lee recognized that 
functionality should only be a consideration in the ordinary observer test when the 
design's overall configuration is dictated solely by function.119 The court recog
nized that "it has long been settled that when a configuration is the result of func
tional considerations only, the resulting design is not patentable as an ornamental 
design." 120 Further, "[t]o hold that general configuration made necessary by func
tion must give to the patented design such breadth as to include everything of simi

113 See Lee, 838 F.2d at 1188 (affirming the district court's comparison of the accused design to the 
patented design and stating that "it is the non-functional, design aspects that are pertinent to de
terminations of infringement").  

114 Elmer v. ICC Fabricating, Inc., 67 F.3d 1571, 1577 (Fed. Cir. 1995).  
115 Gorham Co. v. White, 81 U.S. 511, 528 (1871) (describing the test as "if in the eye of an ordinary 

observer, giving such attention as a purchaser usually gives, two designs are substantially the 
same, if the resemblance is such as to deceive such an observer, inducing him to purchase one 
supposing it to be the other"); L.A. Gear, Inc. v. Thom McAn Shoe Co., 988 F.2d 1117, 1123 
(Fed. Cir. 1993) ("In determining whether a design is primarily functional or primarily ornamental 
the claimed design is viewed in its entirety, for the ultimate question is not the functional or de
corative aspect of each separate feature, but the overall appearance of the article, in determining 
whether the claimed design is dictated by the utilitarian purpose of the article.") (emphasis added).  

116 See Gorham, 81 U.S. at 528 (articulating the ordinary observer test).  

117 Richardson, 610 F. Supp. 2d at 1051-52.  
118 See Lee v. Dayton-Hudson Corp., 838 F.2d 1186, 1188 (Fed. Cir. 1988) (describing the relation

ship between general configuration and utility).  
119 Id 

120 Id. (quoting In re Carletti, 328 F.2d 1020, 1022 (C.C.P.A. 1964)).
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lar configuration, would be to subvert the purpose of the law." 121 The Lee court, in 

recognizing the role of functionality in the infringement analysis, did not suggest 

that a district court should filter or ignore individual functional elements during the 

comparison of the accused design to the claimed design. Rather, only when the 

overall configuration is functional, that is, not part of the design, the accused de

vice must also copy the ornamental aspects of the patented design "such that the 

overall resemblance is such as to deceive." 12 2 Thus, the Federal Circuit in L.A.  

Gear, Inc. v. Thom McAn Shoe Co. held: 

[T]he utility of each of the various elements that comprise the design is not the relevant 

inquiry with respect to a design patent. In determining whether a design is primarily 

functional or primarily ornamental the claimed design is viewed in its entirety, for the 

ultimate question is not the functional or decorative aspect of each separate feature, but 

the overall appearance of the article, in determining whether the claimed design is dic

tated by the utilitarian purpose of the article.12 3 

Moreover, filtering or ignoring functional elements runs counter to the proper 

application of the ordinary observer test. The Federal Circuit case law has consis

tently held that, in comparing the accused design to the construed design claim, the 

ordinary observer test applies to a design's overall appearance. 124 The Supreme 

Court in Gorham held that the test for substantial similarity is "identity of appear

ance, or sameness of effect upon the eye" from the perspective of the ordinary ob

server.125 In addition, the Egyptian Goddess en banc decision reaffirmed that the 

Gorham test was the sole test for determining substantial similarity. 12 6 Filtering or 

ignoring any element, let alone individual functional elements, from a construed 

claim before applying the ordinary observer test inevitably changes the overall ap

pearance of the patented design. In addition, it is not hard to imagine a scenario 

where each and every element of a design may be considered functional. In these 

instances, every element would be factored from the claimed design and there 

would be nothing left to compare to the accused design. 12 7 Therefore, the Egyptian 

121 Id. (quoting Applied Arts Corp. v. Grand Rapids Metalcraft Corp., 67 F.2d 428, 430 (6th Cir.  

1933)).  
122 Id. at 1189 ("A device that copies the utilitarian or functional features of a patented design is not 

an infringement unless the ornamental aspects are also copied, such that the overall resemblance is 
such as to deceive." (quoting Gorham Co. v. White, 81 U.S. 511, 528 (1871))).  

123 L.A. Gear, Inc. v. Thom McAn Shoe Co., 988 F.2d 1117, 1123 (Fed. Cir. 1993) (citations omit

ted).  
124 See, e.g., Elmer v. ICC Fabricating, Inc., 67 F.3d 1571, 1578 (Fed. Cir. 1995) ("Under Gorham, 

the focus is on the overall ornamental appearance of the claimed design .... ").  
125 Gorham, 81 U.S. at 527-28.  
126 Egyptian Goddess, Inc. v. Swisa, Inc., 543 F.3d 665, 678 (Fed. Cir. 2008) (en banc).  

127 Christopher Carani, the author of AIPLA's amicus brief in support of Richardson's petition for 

rehearing en banc, posed a hypothetical where a design's overall configuration is arbitrary but 

each individual element is potentially purely "functional." The hypothetical highlights the dan
gers to design patent owners when courts allow individual functional features to be filtered out or 
ignored, as the overall appearance is distorted or there is nothing left to compare to the accused
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Goddess decision should overturn previous case law suggesting that filtering or ig
noring individual functional elements is a proper part of the ordinary observer test.  

Unfortunately, the district court and the Federal Circuit in Richardson failed 
to limit the functionality inquiry to the overall configuration. The district court first 
determined that the overall configuration of the '167 patent was dictated solely by 
function, but continued its inquiry. 128 The district court then determined that the 
jaw element of the '167 patent was also functional and held that the '167 patent did 
not protect this part of the design.129 The Federal Circuit should have reversed the 
district court, but rather agreed that, "ignoring functional elements of the tools, the 
two designs are indeed different."13o In filtering and ignoring the functional ele
ments, the district court and Federal Circuit in Richardson both erroneously relied 
on ambiguous and unsupported dicta in Amini Innovation Corp. v. Anthony Cal., 
Inc.131 The Richardson district court also erroneously interpreted OddzOn and Lee 
as support for Amini's proposition that filtering individual functional elements is 
proper.1 32 Thus the Federal Circuit in Richardson should have reversed the district 
court for filtering and ignoring individual functional elements while applying the 
ordinary observer test.  

The Federal Circuit in Amini held that "[t]he trial court is correct to factor out 
the functional aspects of various design elements, but that discounting of functional 
elements must not convert the overall infringement test to an element-by-element 
comparison."1 33 Unfortunately, the panel court did not provide further explanation 
or reasoning for this proposition and thus the meaning and rationale for this propo
sition are unclear.' 34 In addition, the Amini Court failed to cite any source for this 
proposition and used the terms "aspects" and "elements" interchangeably, aggran
dizing the ambiguity of the court's meaning.135 Upon further analysis of the district 
court decision in Amini, it becomes clear that the district court never attempted to 
"factor out the functional aspects of various design elements."136 Since this Federal 

device. Brief of Amicus Curiae American Intellectual Property Law Association in Support of the 
Petition for Rehearing En Banc, supra note 8, at 6-9.  

128 Id.  

129 Id. at 1052.  
130 Richardson v. Stanley Works, Inc., 597 F.3d 1288, 1295 (Fed. Cir. 2010), reh'g en banc denied, 

(May 24, 2010).  
131 Id.; Richardson, 610 F. Supp. 2d at 1052.  
132 Richardson, 610 F. Supp. 2d at 1052 (quoting OddzOn Prods., Inc. v. Just Toys, Inc., 122 F.3d 

1396, 1405 (Fed. Cir. 1997)); Lee v. Dayton-Hudson Corp., 838 F.2d 1186, 1186 (Fed. Cir. 1988).  
133 Amini Innovation Corp. v. Anthony Cal., Inc., 439 F.3d 1365, 1372 (Fed. Cir. 2006).  
134 Id 
135 Id 

136 Amini Innovation Corp. v. Anthony Cal., Inc., No. CV 03-849, 2004 WL 5545445, at *5, *9 (C.D.  
Cal Dec. 3, 2004).
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Circuit language in Amini is irrelevant to the district court decision, the language-
"[t]he trial court is correct to factor out the functional aspects of various design 

elements, but that discounting of functional elements must not convert the overall 

infringement test to an element-by-element comparison"-is merely ambiguous 
and unsupported dicta. 137 Thus, the district court and the Federal Circuit panel in 

Richardson should not have relied on the language for the proposition that filtering 

individual functional elements is a proper part of applying the ordinary observer 
test. 138 

The Richardson district court also relied on language from Lee and OddzOn 

in rejecting Richardson's argument that functional elements must be included when 

comparing it to the Stanley FUBAR. 139 The Richardson district court quoted Lee

"[t]hus it is the non-functional, design aspects that are pertinent to determinations 

of infringement"-to support the dicta in Amini. 140 However, the Lee court used 

this language to reject the patentee's argument that his overall configuration was 

protected as his design. 141 The Lee court made clear that when only the overall 

configuration of a design is considered functional, that configuration is no longer 

considered part of the design and thus held, "it is the non-functional, design aspects 

that are pertinent to determinations of infringement." 142 The Lee court did not sug

gest that filtering individual functional elements from the design was proper.  
Therefore, the district court's reliance on Lee to support the language in Amini was 
misplaced. 143 

The district court's reliance on OddzOn was also misplaced. 14 4 OddzOn in

volved a design patent infringement suit brought by a toy manufacturer against a 

competing toy company. 14 5 Figures 8 and 9 show the patentee's patented design 
and product, respectively.146 

137 Amini, 439 F.3d at 1372.  

138 Richardson v. Stanley Works, Inc., 597 F.3d 1288, 1295 (Fed. Cir. 2010), reh'g en banc denied, 

(May 24, 2010); Richardson v. Stanley Works, Inc., 610 F. Supp. 2d 1046, 1052 (D. Ariz. 2009), 
aff'd, 597 F.3d 1288 (Fed. Cir. 2010).  

139 Richardson, 610 F. Supp. 2d at 1052.  
140 Id. (quoting Lee v. Dayton-Hudson Corp., 838 F.2d 1186, 1188 (Fed. Cir. 1988)) (internal quota

tion marks omitted).  

141 Lee, 838 F.2d at 1188.  
142 Id. (emphasis added).  

143 Richardson, 610 F. Supp. 2d at 1052 (quoting Lee, 838 F.2d at 1188).  

144 Id. (quoting OddzOn Prods., Inc. v. Just Toys, Inc., 122 F.3d 1396, 1405 (Fed. Cir. 1997)).  

145 OddzOn, 122 F.3d at 1400.  
146 Id. at 1399-1400.
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Figure 8 

Figure 10 shows the accused infringing design.1 47

Figure 9

Figure 10

In the second part of the infringement analysis, the OddzOn court quoted the 
language in Read, that a patentee "must establish that an ordinary person would be 
deceived by reason of the common features in the claimed and accused designs 
which are ornamental."1 48 In applying this language, the OddzOn court recognized 
that the tail and fins on the patentee's design added stability when the football was 
thrown, similar to the tails and fins on darts or rockets. 149 Thus, the overall confi
guration of the football, tail, and fins was functional. 5 0 Therefore, the court held 
that such a design patent could not be infringed solely because the accused design 
copied the same configuration, but the patentee would need to submit evidence es
tablishing that the ornamental aspects accounted for the similarity perceived by the 

147 Id. at 1400.  
148 Id. at 1405 (quoting Read Corp. v. Portec, Inc., 970 F.2d 816, 825 (Fed. Cir. 1992)) (internal quo

tation marks omitted).  

149 Id. at 1406.  
150 Id
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ordinary observer, similar to the decision in Lee. 151 The OddzOn court properly 
recognized that the functional configuration of the overall article did not invalidate 
a design patent, but merely limited the scope of the protected subject matter.15 2 Al
though the OddzOn court misinterpreted Lee as to design patent claim construction 
as discussed earlier, the court nevertheless recognized that the issue of functionality 
in design patent infringement only plays a role in the comparison of the accused 
product to the construed claim when the overall configuration of a design is consi
dered functional. 15 3 Thus, the Richardson district court similarly misinterpreted the 
OddzOn decision as support for Amini's proposition that filtering functional ele
ments was proper when applying the ordinary observer test.15 4 

Accordingly, the fact-finder should only consider functionality to the extent 

that the patented design's overall configuration is functional.15 5 Filtering or ignor
ing individual functional elements from the claimed design subverts the proper ap

plication of the ordinary observer test. Thus, the district court in Richardson should 
have relied on Lee and recognized that functionality should only play a role in the 
ordinary observer test when the overall configuration of the patented design is 
found to be purely functional. 156 The patentee must then show that any substantial 
similarity between the accused design and the patented design is not a result of the 
overall configurations, but rather the overall appearance of the design.15 7 

V. Conclusion 

Currently, unresolved issues in design patent infringement analysis may have 
devastating consequences for design patent owners. After the Federal Circuit's de
cision in Richardson, a district court may decide functionality issues during claim 
construction as a question of law, even when functionality has consistently been a 
question of fact. Moreover, the decision has undermined the proper application of 
the ordinary observer test. The ordinary observer test applies to the overall appear
ance of design, but when the fact-finder filters individual elements from the pa

tented design, the overall appearance is inevitably altered. In extreme instances, it 
is possible for all individual elements to be considered functional and thus filtered 
or ignored during the comparison, leaving nothing left to compare. Rather, the 
court should limit the scope of the fact-finder's functionality inquiry to whether the 

151 OddzOn, 122 F.3d at 1406.  
152 Id 

153 Id.  

154 Richardson v. Stanley Works, Inc., 610 F. Supp. 2d 1046, 1052 (D. Ariz. 2009), aff'd, 597 F.3d 

1288 (Fed. Cir. 2010) (quoting OddzOn, 122 F.3d at 1405).  

155 OddzOn, 122 F.3d at 1406; Lee v. Dayton-Hudson Corp., 838 F.2d 1186, 1188 (Fed. Cir. 1988) 
(citations omitted).  

156 Lee, 838 F.2d at 1188.  

157 OddzOn, 122 F.3d at 1406; Lee, 838 F.2d at 1188.
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design's overall configuration is functional. Limiting the functionality inquiry to 
the overall configuration helps prevent design patent protection from overlapping 
with utility patent protection while not undermining the ordinary observer test.  
This can properly be done through jury instructions. For example: 

1. First, determine whether or not the overall configurations of the patented 
design and accused design are purely functional.  

2. If the overall configurations are not purely functional, then determine 
whether or not the patented design is substantially similar to the accused 
design.  

3. If the overall configurations of the patented design and accused design are 
purely functional, then-without taking into account the similarity between 
the overall configurations-determine whether or not the patented design is 
substantially similar to the accused design.  

There is a proper role for functionality in the design patent infringement anal
ysis. However, the morphed nature of design patents has led to erroneous and am
biguous Federal Circuit case law. Once again, the Federal Circuit should take an 
opportunity to clarify the infringement analysis and overturn case law that conflicts 
with the proper infringement analysis.
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I. Introduction 

The Supreme Court recast the requirements for declaratory judgment jurisdic
tion for patent cases in MedImmune, Inc. v. Genentech, Inc. in 2007, replacing the 
Federal Circuit's "reasonable apprehension" test with the "substantial controversy" 
test.' The Federal Circuit has since issued twenty-one decisions substantively ap
plying the MedImmune test, twelve of which found an actual case or controversy.  

Many post-Medlmmune cases have involved potential licensees who declined 
to pay royalties to patent owners or generic pharmaceutical companies who filed 
Abbreviated New Drug Applications (ANDAs) and sought declarations of patent 
invalidity and non-infringement. 2 The Federal Circuit found jurisdiction in four of 
its five cases involving licensing disputes and in three of its six ANDA cases.  

This article reviews Federal Circuit patent cases decided post-Medlmmune.  
Part II discusses the enactment of the Declaratory Judgment Act, along with the 
evolving standards that courts have applied to determine whether jurisdiction for a 
declaratory judgment exists. Part II also briefly introduces the impact of declarato
ry judgment on patent cases. Part III discusses the Federal Circuit's significant 
post-Medlmmune decisions. Part IV examines the Federal Circuit's parallel analy
sis of declaratory judgment jurisdiction under the Article III constitutional require
ments of standing, ripeness, and mootness. Part V briefly discusses district courts' 
ability to exercise discretion in determining whether declaratory judgment jurisdic
tion exists. Finally, Part VI considers some of the long-term implications of Me
dlmmune.  

II. Declaratory Judgment Jurisdiction: Past and Present 

A. Declaratory Judgment Act 

Before enactment of the Declaratory Judgment Act (DJA) in 1934, a party al
leging patent infringement could obtain a remedy at law and bring a separate equity 
action. 3 However, the greatest relief that an accused infringer could hope to obtain 

MedImmune, Inc. v. Genentech, Inc., 549 U.S. 118, 127 (2007).  
2 An applicant seeking approval for a generic drug submits an ANDA to the U.S. Food and Drug 

Administration (FDA), which details how its product, the subject of the ANDA, is equivalent to 
the brand drug. In particular, the ANDA filer must demonstrate that its product has the same ac
tive ingredient, route of administration, dosage form, strength, and approved use as the brand 
drug. SHASHANK UPADHYE, GENERIC PHARMACEUTICAL PATENT AND FDA LAW 7:3-7:4 
(2010). The ANDA must also include a certification to particular patents that cover the drug. Id.  

10:3. The ANDA filer may certify that the brand drug owner has not listed any patent (Para
graph I), that the listed patent has expired (Paragraph II), that approval should be delayed until the 
listed patent expires (Paragraph III), or that the patent is invalid or will not be infringed (Para
graph IV). Id. Filing a Paragraph IV certification constitutes a technical act of infringement. 35 
U.S.C. 271(e)(2) (2006).  

3 12 JAMES WM. MOORE ET AL., MOORE'S FEDERAL PRACTICE 57App.03 (3d ed. 2011).
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was dismissal of the action. 4 Courts did not issue declarations of invalidity or non
infringement, so accused infringers had to accept the potential harm to their reputa
tions that an infringement accusation inflicted.' 

The enactment of the DJA was preceded by several state statutes that pro
vided declaratory judgment relief. The pattern began with New Jersey enacting a 
statute allowing for a declaratory judgment action in its state courts in 1915.6 New 
Jersey was the first state to have such a statute, but the Commissioners of Uniform 
State Laws approved the Uniform Declaratory Judgment Act (UDJA) soon after
wards in 1922.' The UDJA's primary provisions give courts the "power to declare 
rights, status, and other legal relations," such that the court's declaration "shall have 
the force and effect of a final judgment or decree." 8 The UDJA grants courts dis
cretion to refuse to issue a declaratory judgment when it would not resolve a con
troversy. 9 It also provides parties with an opportunity to seek review of the judg
ments. 10 Since its enactment, forty states have adopted the UDJA, and most re
remaining states have a statute providing declaratory judgment relief." 

The DJA, 28 U.S.C. 2201, was enacted in 1934, shortly after the Supreme 
Court ruled that the Uniform Declaratory Judgment Act was constitutional. 12 The 
DJA allows parties to adjudicate disputes before suffering significant damages. 13 

Under the DJA, "any court of the United States, upon the filing of an appropriate 
pleading, may declare the rights and other legal relations of any interested party 
seeking such declaration" provided that an "actual controversy" exists.14 

In the context of patent lawsuits, a declaratory judgment action enables a par
ty who would potentially be an accused infringer-and therefore a defendant-to 
initiate a lawsuit against the patent owner." The DJA enables courts to declare pa

4 See id. 57.83 ("The party accused of infringement had few means to vindicate its reputation be
cause, if the suit was found to be baseless, the sole result would be the dismissal of the action.").  

5 Id.  

6 Id. 57App.02[1].  
Id.  

8 Id. 157App.02[2] (quoting Section 1 of the UDJA).  
9 MOORE ET AL., supra note 3, 57App.02[2] (quoting Section 6 of the UDJA).  

10 Id. (quoting Section 7 of the UDJA).  

" Id. 57.App.02[1].  
12 See Nashville, C. & St. L. Ry. v. Wallace, 288 U.S. 249, 263-64 (1933) (explaining that the pro

cedure used to establish a case or controversy can vary and emphasizing that the Constitution does 
not limit how a party invokes jurisdiction and that the only requirements are that "the case retains 
the essentials of an adversary proceeding, involving a real, not a hypothetical, controversy").  

13 MOORE ET AL., supra note 3, 57.03[2].  
14 28 U.S.C. 2201 (2006).  

1 MOORE ET AL., supra note 3, 57.83[1]. The Federal Circuit's post-Medlmmune decisions have 
involved plaintiffs who are not patent holders and seek declarations of invalidity or non
infringement with respect to the patents-in-suit. However, patent owners may also seek declarato-
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tents invalid or not infringed, thus avoiding litigation that a declaratory judgment 
plaintiff might have faced after launching its product. 16 Initially, a plaintiff in a pa
tent case was required to show actual or potential infringement and actual or poten
tially infringing conduct. 17 The test was later revised to require "(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 [the reason
able apprehension test]; and (2) present activity which could constitute infringe
ment or concrete steps taken with the intent to conduct such an activity."1 8 While 
courts applied this two-part test for several decades, the Federal Circuit's applica
tion of the test has arguably varied with the facts of each case.1 9 Finally, even if an 
actual controversy between the parties is found, the district court has discretion to 
decline to exercise jurisdiction. 20 

ry judgments of infringement to clarify their rights and are subject to the same standard as the 
plaintiffs discussed in this article. See, e.g., Abbott Diabetes Care, Inc. v. Dexcom, Inc., No. 05
590, 2006 WL 2375035, at *3 (D. Del. Aug. 16, 2006) (finding patent holder Abbott's complaint 
did not present an actual controversy when filed); Interdigital Tech. Corp. v. OKI Am., Inc., 845 
F. Supp. 276, 286 (E.D. Pa. 1994) (finding that patent holder ITC presented a "justiciable contro
versy").  

16 See MOORE ET AL., supra note 3, 57.83 ("[C]ompetitors facing or threatened with an infringe

ment claim may seek a declaratory judgment that the patent is invalid; the only alternative would 
be for competitors to incur liability for patent infringement or terminate the enterprise.").  

17 See Technical Tape Corp. v. Minn. Mining & Mfg. Co., 200 F.2d 876, 878 (2d Cir. 1952) ("Once 
the patentee has made some claim, directly or indirectly, so that notice is given that it asserts that 
there is or will be an infringement, a justiciable controversy exists, entitling the alleged infringer 
to seek declaratory relief.").  

18 E.g., Teva Pharms. USA, Inc. v. Novartis Pharms. Corp., 482 F.3d 1330, 1339 (Fed. Cir. 2007) 
(emphasis added). This article focuses on patent cases. However, declaratory judgment actions 
also arise in the context of copyright and trademark infringement as well. Courts apply the rea
sonable apprehension standard to determine whether an actual controversy exists in copyright in
fringement cases: one party must make or sell, or prepare to make or sell, a product that would in
fringe the owner's copyright despite the copyright owner's actions and, consequentially, possess a 
reasonable apprehension of suit. See MoORE ET AL., supra note 3, 57.22[8][e]. In trademark 
cases, the plaintiff also must have a reasonable apprehension of suit, and the plaintiff's conduct 
must create an adversarial conflict with the trademark owner. Windsurfing Int'l Inc. v. AMF Inc., 
828 F.2d 755, 757 (Fed. Cir. 1987); MOORE ET AL., supra note 3, 57.22[8][d]. But both copy
right and trademark cases have applied MedImmune and noted its impact on the standard for de
termining declaratory judgment. See, e.g., Surefoot LC v. Sure Foot Corp., 531 F.3d 1236, 1241
43 (10th Cir. 2008) (applying MedImmune in a trademark infringement suit and noting that the 
Federal Circuit's declaratory judgment standard in patent contexts applies to copyright and trade
mark suits); Segone, Inc. v. Fox Broad. Co., No. 3:07-CV-342, 2007 WL 2965064, at *2 (E.D.  
Va. Oct. 9, 2007) (applying MedImmune to determine jurisdiction in a copyright infringement 
suit).  

19 See generally Lisa A. Dolak, Declaratory Judgment Jurisdiction in Patent Cases: Restoring the 

Balance Between the Patentee and the Accused Infringer, 38 B.C. L. REV. 903, 906-07 (1997) 
(exploring the Federal Circuit's interpretation of the actual controversy requirement and noting a 
change in its application of the two-part standard).  

20 MedImmune, Inc. v. Genentech, Inc., 549 U.S. 118, 136 (2007); see also Sony Elecs., Inc. v.  

Guardian Media Techs., Ltd., 497 F.3d 1271, 1287-88 (Fed. Cir. 2007) (indicating that the district
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B. MedImmune, Inc. v. Genentech, Inc.  

In 2007, the U.S. Supreme Court overruled the reasonable apprehension test 
in MedImmune, Inc. v. Genentech, Inc. as being too restrictive. 2 1 The case centered 
on MedImmune's potential exposure to liability under a license, which covered 
Genentech's existing patent and a pending patent application. 22 MedImmune paid 
royalties to Genentech on sales of the licensed products. 2 3 But when Genentech's 
pending patent application was granted and Genentech attempted to obtain royalty 
payments for the newly issued patent, MedImmune stated that it did not infringe the 
patent and that the patent was invalid and unenforceable. 24 

Rather than risk liability for infringing the newly issued patent, MedImmune 
continued to pay royalties under the agreement but filed a declaratory judgment ac
tion to clarify its rights.2 5 The district court dismissed the case for lack of subject 
matter jurisdiction.26 The Federal Circuit affirmed the dismissal, applying its rea
sonable apprehension of suit test.27 That test requires a declaratory judgment plain
tiff to (1) have a reasonable apprehension that it would face an infringement suit, 
and (2) conduct activities that would constitute infringement. 28 The court reasoned 
that as long as MedImmune continued to fulfill its obligations under the licensing 
agreement, it could not reasonably fear being sued.29 

The Supreme Court reversed the decision. Noting that the case would have 
been a clear "case or controversy" under Article III of the U.S. Constitution if Me
dlmmune had refused to pay royalties, the Court cited several cases involving the 
government where declaratory judgment jurisdiction existed because "the threat
eliminating behavior was effectively coerced." 30 The Court stated that a potential 
infringer should not have to choose between paying royalties or facing an infringe
ment suit, emphasizing that the "involuntary or coercive nature of the exaction [of 
payment]" constituted an Article III case or controversy. 31 

court's discretion is not unbounded-the district court's decision to decline to exercise jurisdiction 
may not be arbitrary or legally erroneous).  

21 MedImmune, 549 U.S. at 127-29.  
22 Id. at 121.  

23 Id 

24 Id. at121-22.  
25 Id. at 122.  

26 Id 

27 MedImmune, Inc. v. Genetech, Inc., 427 F.3d 958, 963 (Fed. Cir. 2005), rev'd, 549 U.S. 118 
(2007).  

28 Id. at 964.  
29 Id. at 963.  

30 MedImmune, 549 U.S. at 127-29.  
31 Id. at131.
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The Court clarified that Article III requires "a substantial controversy, be
tween parties having adverse legal interests, of sufficient immediacy and reality to 
warrant the issuance of a declaratory judgment." 32 Nevertheless, proving a reason
able apprehension of suit remains a viable way to satisfy the more general Medlm
mune test. 33 The Court analogized the facts in MedImmune to those in Alvater v.  
Freeman,34 in which the Court found jurisdiction where patent licensees continued 
to pay royalties for fear of facing treble damages in an infringement suit.35 The 
Court emphasized that Altvater did not focus on the source of the coercion to pay 
royalties; the threat could easily originate with a private party rather than the gov
ernment.36 The Court disagreed with Genentech's argument that any controversy 
between the parties was eliminated when MedImmune promised not to challenge its 
patents, distinguishing MedImmune's promise to pay royalties on valid patents 
from a promise to not challenge patent validity. 37 The Court also rejected Genen
tech's argument that MedImmune repudiated the license agreement while neverthe
less benefitting from it, finding that MedImmune, rather than repudiating the con
tract, asserted that the contract did not prohibit MedImmune from challenging the 
patents. 38 

III. Requirements For Establishing Declaratory Judgment Jurisdiction Post
MedImmune 

The post-MedImmune cases in which the Federal Circuit has addressed decla
ratory judgment jurisdiction share common fact patterns. Situations that have 
raised the question of whether a substantial controversy exists include a patent 
owner's act of seeking a license for its patent,39 a patent owner's attempts to discuss 
its patents with potential infringers,40 a patent owner's pattern of enforcing its pa
tents against others in the industry, 41 a patent owner's grant of a covenant not to 
sue,42 and a potential infringer filing an ANDA.43 In addition to a substantial con
troversy of sufficient immediacy or reality, declaratory judgment jurisdiction re

32 Id. at 127 (quoting Md. Cas. Co. v. Pac. Coal & Oil Co., 312 U.S. 270, 273 (1941)) (internal quo
tation marks omitted).  

33 See Caraco Pharm. Labs., Ltd. v. Forest Labs., Inc., 527 F.3d 1278, 1291 (Fed. Cir. 2008); see in
fra Part IV.A (discussing the role of the reasonable apprehension of suit in the Caraco decision).  

34 Altvater v. Freeman, 319 U.S. 359 (1943).  
3 MedImmune, 549 U.S. at 130-31.  
36 Id. at 132.  

37 Id. at 134-35.  

38 Id 

39 See infra Part III.A.1.  

40 See infra Part III.A.2.  

41 See infra Part III.A.3.  

42 See infra Part III.A.4.  

43 See infra Part III.A.5.
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quires either present activity that may constitute infringement or concrete steps tak
en with the intent to conduct such activity.4 4 

A. Substantial Controversy 

1. Offers and Demands to License a Patent 

Post-Medlmmune decisions involving licensing negotiations indicate that dis
agreement over the necessity to pay royalties can suffice to establish jurisdiction, 
especially when the licensee continues its activity without paying royalties. 45 

In SanDisk Corp. v. STMicroelectronics, the first post-Medlmmune decision 
by the Federal Circuit, a manufacturer whose products were expressly accused of 
infringement during licensing negotiations filed a declaratory judgment action.4 6 

STMicroelectronics (ST) initiated licensing discussions regarding fourteen patents 
directed to flash memory storage products.47 ST presented detailed claim charts to 
SanDisk that compared ST's patent claims to SanDisk's products.48 ST's technical 
experts repeatedly referred to SanDisk's "infringement" of the patents.4 9 At the end 
of the meeting, ST gave SanDisk a 300-page packet of materials, including copies 
of the fourteen patents, reverse engineering reports for SanDisk products, and in
fringement diagrams.50 After the meeting, ST told SanDisk that "ST ha[d] abso
lutely no plan whatsoever to sue SanDisk."51 Six weeks later, SanDisk filed a com
plaint, accusing ST of infringing one of its patents and seeking a declaratory 
judgment of non-infringement and invalidity of the fourteen ST patents.5 2 

The Federal Circuit found jurisdiction under MedImmune. The court held that 
"where a patentee asserts rights under a patent based on certain identified ongoing 
or planned activity of another party, and where that party contends that it has the 
right to engage in the accused activity without license, an Article III case or contro
versy will arise."53 The specific and detailed infringement allegations created sub

44 Cat Tech LLC v. TubeMaster, Inc., 528 F.3d 871, 880 (Fed. Cir. 2008); see infra Part III.B (dis
cussing the immediacy and concrete steps requirements for establishing declaratory judgment ju
risdiction).  

45 The Federal Circuit reviews a district court's denial of subject matter jurisdiction de novo. Teva 
Pharms. USA, Inc. v. Eisai Co., Ltd., 620 F.3d 1341, 1346 (Fed. Cir. 2010). Likewise, whether an 
actual controversy exists is a question of law that is also reviewed de novo. Id.  

46 SanDisk Corp. v. STMicroelectronics, 480 F.3d 1372, 1375-76 (Fed. Cir. 2007).  

41 Id. at 1375.  
48 Id.  

49 Id.  
50 Id.  

51 Id. at 1376.  
52 SanDisk, 480 F.3d at 1376.  

S Id. at 1381.
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stantial controversy to establish declaratory judgment jurisdiction. 54 In light of 
ST's "studied and considered determination of infringement by SanDisk," the court 
dismissed ST's statement that it would not sue as "the kinds of 'extra-judicial pa
tent enforcement with scare-the-customer-and-run tactics' that the Declaratory 
Judgment Act was intended to obviate." 55 As in MedImmune, the court observed 
that a party need not "bet the farm, or [expose itself to] treble damages" before 
seeking a declaratory judgment.56 

Unlike SanDisk, another 2007 decision, Adenta GmbH v. OrthoArm, Inc.57 
involved repudiation of existing licensing agreements. Nonetheless, the Federal 
Circuit reached the same conclusion.58 In Adenta, a license agreement required 
royalties for two types of orthodontic brackets. 59 The licensee, Adenta, told the pa
tent holder, American Orthodontics, that the licensed patent was invalid and Adenta 
would stop paying royalties. 60 American responded that failure to pay royalties 
would breach the license and that American would "pursue its available legal re
medies to protect its rights." 6 1 Adenta stopped paying royalties and sought a decla
ratory judgment of invalidity. 62 

The Federal Circuit relied on its reasoning in SanDisk that an Article III con
troversy arises when one party asserts its patent while the opposing party plans to 
continue its activity without obtaining a license.63 Based on the parties' statements 
and opposing positions, the court found a substantial controversy and affirmed the 
district court's finding of jurisdiction. 64 

Disagreement over royalties again served as the basis for declaratory judg
ment jurisdiction in a third 2007 decision, Sony Electronics, Inc. v. Guardian Me
dia Technologies, Ltd.65 Sony, Matsushita, JVC, and Mitsubishi sold technology 
that allowed users to block certain television content. 66 Guardian exchanged sever
al letters with each of the companies, accusing them of infringing its patents, and in 

54 Id. at 1382.  

5 Id. at 1383 (quoting Arrowhead Indus. Water, Inc. v. Ecolochem, Inc., 846 F.2d 731, 735 (Fed.  
Cir. 1988)).  

56 Id. at 1378 (quoting MedImmune, Inc. v. Genentech, Inc., 549 U.S. 118, 133 (2007)).  

57 Adenta GmbH v. OrthoArm Inc., 501 F.3d 1364 (Fed. Cir. 2007).  
58 Id. at 1370 .  

59 Id at 1366.  
60 Id.  

61 Id. (internal quotation marks omitted).  
62 Id. at 1366-67.  
63 Adenta, 501 F.3d at 1370.  
64 Id 

65 497 F.3d 1271, 1281-82 , 1286-87 (Fed. Cir. 2007).  
66 Id. at 1274, 1276, 1279.
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some instances had face-to-face meetings. 67 Guardian provided detailed claim 
charts comparing each limitation of several patent claims to the companies' prod
ucts. 68 Guardian also stated that the companies owed significant royalties. 6 9 After 
receiving demands for royalties and asserting their respective arguments that their 
products did not infringe any valid patent claims, the parties filed declaratory 
judgment actions for non-infringement, invalidity, and unenforceability in the U.S.  
District Court for the Southern District of California.70 

The district court consolidated the actions and granted Guardian's motion to 
dismiss, holding that there was no actual controversy.71 The court also noted that 
Guardian never "expressly threatened to sue" and that its conduct did not amount to 
an "'implicit threat of immediate litigation."'72 The district court also stated that 
even if it had subject matter jurisdiction over the case, it would exercise its discre
tion not to hear the case because the declaratory judgment question was close and 
the lawsuits were an intimidation tactic to gain negotiation leverage. 73 

The Federal Circuit acknowledged that district courts have "'substantial dis
cretion"' to decide whether to accept or dismiss a case but explained that district 
courts cannot be arbitrary or legally erroneous. 74 The Federal Circuit disagreed 
with the district court's reasoning because (1) the facts did not present a "'close 
case,"' and (2) even if the complaint had the effect of giving the appellants more 
negotiating leverage, there was no affirmative evidence to support an inference that 
the plaintiffs filed the declaratory judgment action to gain such leverage. 7 5 The 
Federal Circuit found that an actual controversy existed because Guardian asserted 
that it was owed royalties and the plaintiffs contended that they had the right to en
gage in activities without a license. 76 The disputes were definite and concrete be
cause Guardian identified specific activities that it alleged infringed its patents and 
its opponents believed they could continue their activities without obtaining a li
cense. 77 Accordingly, the Federal Circuit remanded the case to the district court for 

67 Id. at 1275-81.  
68 Id. at 1275, 1277.  
69 Id. at 1276, 1278, 1280.  
70 Id. at 1276, 1279, 1281.  
71 Sony, 497 F.3d at 1281.  
72 Id. (quoting Sony Elecs., Inc. v. Guardian Media Techs., Ltd., No. 05-CV-1777-B, slip. op. at 16 

(S.D. Cal. Mar. 16, 2006)).  
7 Id.  
74 Id. at 1287-88 (quoting Wilton v. Seven Falls Co., 515 U.S. 277, 286 (1995)).  
75 Id. at 1288-89 (quoting Sony Elecs., Inc. v. Guardian Media Techs., Ltd., No. 05-CV-1777-B, 

slip. op. (S.D. Cal. Mar. 16, 2006)).  
76 Id. at 1286.  

77 Sony, 497 F.3d at 1285-87. See infra Part III.B for further discussion of the concrete steps portion 
of the test.
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reconsideration.78 On remand, the district court found jurisdiction, recognizing 
that, given the number of pending suits dependent upon the validity of Guardian's 
patents, jurisdiction was appropriate to resolve the issue.7 9 

2. Correspondence Between the Patentee and Accused Infringer 

Correspondence between parties may also suffice to establish an actual case 
or controversy for declaratory judgment jurisdiction, even absent licensing negotia
tions. In Hewlett-Packard Co. v. Acceleron LLC, the Federal Circuit found that a 
letter to Hewlett-Packard (HP) proposing a discussion of Acceleron's patent estab
lished a substantial controversy despite the absence of an assertion of Acceleron's 
patent or an explicit threat of litigation.80 HP proposed a standstill agreement, but 
Acceleron declined.8 ' 

The Federal Circuit found that Acceleron's letters created a controversy be
tween the parties. The court noted that declaratory judgment jurisdiction "cannot 
be defeated simply by the stratagem of a correspondence that avoids the magic 
words such as 'litigation' or 'infringement."' 82 Otherwise, the court explained, any 
competent lawyer would avoid "the magic words," and a declaratory judgment law
suit, when corresponding with potential infringers on behalf of patent owners.8 3 

The court also dismissed Acceleron's argument that it had not yet analyzed 
HP's product, stating that the test for declaratory judgment is objective and "con
duct that can be reasonably inferred as demonstrating intent to enforce a patent can 
create declaratory judgment jurisdiction." 84 Given the totality of the circums
tances-including Acceleron's status as a "licensing entity" that relied on patent 
enforcement to reap the benefits of its patents-the court found that a substantial 
controversy existed between the parties. 85 

Interestingly, the court commented that HP's act of filing the suit demonstrat
ed its belief that Acceleron was asserting its patent rights against HP.8 6 This runs 
counter to the idea that the existence of a case or controversy is an objective issue 
because it gives weight to HP's impression of Acceleron's actions. Moreover, this 
reasoning would support finding jurisdiction in every declaratory judgment action 

78 Id. at 1289.  

79 Sony Elecs., Inc. v. Guardian Media Techs., Ltd., No. 05-CV-1777-B, 2007 WL 3333113, at *2 
(S.D. Cal. Nov. 6, 2007) ("Now that Guardian has sued several other manufacturers for patent in
fringement, the need for a judicial resolution of the validity of its' [sic] patents is apparent.").  

80 Hewlett-Packard Co. v. Acceleron LLC, 587 F.3d 1358, 1363-64 (Fed. Cir. 2009).  
81 Id. at 1360-61.  
82 Id. at 1362.  
83 Id 

84 Id. at 1363.  

85 Id. at 1364.  
86 Hewlett-Packard, 587 F.3d at 1363.
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because every plaintiff could argue that its decision to sue demonstrated the belief 
that the opposing party intended to assert its patent.  

Correspondence threatening litigation can establish declaratory judgment ju
risdiction even when the declaratory judgment plaintiff has set forth a state law de
fense. In ABB Inc. v. Cooper Industries, LLC, Cooper, the patent owner, wrote to 
ABB, stating that ABB's attempt to outsource the manufacturing of its allegedly 
infringing product "would be a material breach [of the license agreement between 
Cooper and ABB], and Cooper will act vigorously to protect its rights in that 
event." 8 7 Cooper also contacted Dow Chemicals, a third party manufacturer to 
whom ABB had outsourced its work, "to formally put Dow on notice that Cooper 
will vigorously defend its rights should Dow attempt to make products covered by 
one or more of Cooper's patents." 88 

ABB then filed a declaratory judgment action seeking a declaration that it 
could outsource manufacturing under its license agreement with Cooper and that it 
did not infringe a valid or enforceable claim of Cooper's patents.8 9 Cooper moved 
to dismiss for lack of subject matter jurisdiction because ABB raised only a state 
law defense by arguing that the license agreement authorized ABB to outsource its 
manufacturing. 90 The district court agreed and dismissed the case.91 

On appeal, the Federal Circuit concluded that Cooper's letters established an 
immediate controversy sufficient to support declaratory judgment jurisdiction. 92 

The remaining portion of the court's opinion addressed whether a federal court had 
subject matter jurisdiction over a declaratory judgment claim when the plaintiff as
serted a state law defense.93 The Federal Circuit reversed the dismissal for lack of 
subject matter jurisdiction, emphasizing that the nature of the coercive action that 
prompts the declaratory judgment action, rather than the defense to the anticipated 

87 ABB Inc. v. Cooper Indus., LLC., No. 2010-1227, 2011 WL 553603, at *1 (Fed. Cir. Feb. 17, 
2011) (internal citations and quotation marks omitted).  

88 Id.  

89 Id.  

90 Id. at *2.  

91 Id.  
92 Id. at *3. The same type of analysis applies in the context of indirect infringement. In Arris 

Group, Inc. v. British Telecommunications PLC, the Federal Circuit reversed the district court and 
found an actual controversy when an equipment supplier sought a declaratory judgment of no in
direct infringement and invalidity. No. 2010-1292, slip op. at 2 (Fed. Cir. May 19, 2011). Arris 
supplied cable telephony components for Cable One's network. Id. British Telecommunications 
PLC (BT) alleged that Cable One's network infringed its patents. Id. BT sent letters and in
fringement contentions to both Cable One and Arris, and BT met with both Cable One and Arris 
to discuss licensing. Id., at 3-6. In finding jurisdiction, the Federal Circuit concluded that "BT's 
infringement accusations against Cable One carried the implied assertion that Arris was commit
ting contributory infringement, and BT repeatedly communicated this implicit accusation directly 
to Arris during the course of a protracted negotiation process." Id. at 22-23.  

93 ABB, 2011 WL 553603, at *3-6.
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litigation, determines declaratory judgment jurisdiction.94 ABB was concerned that 
Cooper would sue for patent infringement, and it is the infringement suit, not 
ABB's defense, that courts consider for purposes of declaratory judgment jurisdic
tion.95 The Federal Circuit explained that "Cooper could unquestionably bring its 
patent infringement claim in the federal courts, even if ultimate resolution of the 
case depended entirely on ABB's state law defense, because an infringement suit is 
a federal cause of action." 96 

Correspondence between the declaratory judgment plaintiff and the patent 
holder will not always trigger declaratory judgment jurisdiction, however, particu
larly if the correspondence was initiated by the plaintiff to establish facts to support 
a declaratory judgment action. In Innovative Therapies, Inc. v. Kinetic Concepts, 
Inc., Innovative employees telephoned Kinetic employees who lacked authority to 
make decisions about litigation tactics for Kinetic, the patent owner.9 7 Nonetheless, 
the plaintiff cited comments from these employees as the foundation of its per
ceived threat of litigation. 9 8 The district court found that telephone calls made to 
the patentee's employees, who were neither informed of the purpose of the calls nor 
authorized to make decisions, did not suffice to establish a substantial controversy 
of sufficient immediacy and reality.99 

The Federal Circuit agreed, finding that statements made during informal 
phone calls characterized by "indirection" did not establish a substantial case or 
controversy to justify declaratory judgment jurisdiction. 10 0 The Federal Circuit was 
persuaded by the fact that Kinetic, although engaged in litigation with others, had 
not directed any affirmative acts toward Innovative. 10 ' 

Furthermore, the district court emphasized that the existence of a controversy 
must be determined as of the filing date of the original complaint.102 After Innova
tive filed its declaratory judgment action, Kinetic sued Innovative in Texas for 
breach of confidentiality and misappropriation of trade secrets and in the Middle 

94 Id. at *3 ("[F]or declaratory judgment suits, the character of the action is judged based on the dec
laratory judgment defendant's hypothetical complaint.").  

95 Id at *4 

96 Id 

97 Innovative Therapies, Inc. v. Kinetic Concepts, Inc., 599 F.3d 1377, 1380-81 (Fed. Cir. 2010).  
98 Id 

99 Innovative Therapies, Inc. v. Kinetic Concepts, Inc., No. 07-589-SLR/LPS, 2008 WL 4809104, at 
*2 (D. Del. Nov. 5, 2008), aff'd, 599 F.3d 1377 (Fed. Cir. 2010).  

100 Innovative, 599 F.3d at 1381.  

1 Id. at 1382 ("[W]hile prior litigation is a circumstance to be considered in assessing the totality of 

circumstances, the fact that KCI had filed infringement suits against other parties for other prod
ucts does not, in the absence of any act directed toward ITI, meet the minimum standard discussed 
in MedImmune.").  

102 Id. at 1384.
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District of North Carolina for infringement.103 Innovative amended its declaratory 
judgment complaint to add this activity as proof of an actual controversy. 10 4 The 
district court explained that amending the complaint after the patent owner started 
litigating its patents against the plaintiff in another jurisdiction did not cure a lack 
of subject matter jurisdiction as of the date the complaint was filed. 105 The district 
court noted that to hold otherwise would lead declaratory judgment plaintiffs to file 
complaints as early as possible and attempt to create retroactive jurisdiction. 10 6 The 
Federal Circuit agreed, stressing that jurisdiction must exist at the outset of the law
suit and cannot be established in an amended pleading based on subsequent 
events. 107 

3. Industry Litigation and Public Statements 

Although conduct directed toward the declaratory judgment plaintiff can evi
dence a substantial controversy, a patent owner's actions towards other companies 
in an industry can also evidence a substantial controversy. In Micron Technology, 
Inc. v. MOSAID Technologies, Inc., MOSAID, the patent owner, sent warning let
ters to Micron and three other leading manufacturers in its industry, suggesting that 
they license its patents related to dynamic random access memory chips 
(DRAMs). 108 MOSAID began enforcing its patents in court against manufacturers 
other than Micron. 109 The cases settled, often after the defendants agreed to license 
the patents."4 After each settlement, MOSAID issued public statements reiterating 
its aggressive licensing strategy. 111 

Micron then filed a complaint for a declaratory judgment of non-infringement 
of fourteen MOSAID patents in the Northern District of California.1 1 2 The next 
day, MOSAID sued Micron in the Eastern District of Texas for infringing seven pa
tents.113 The California court granted MOSAID's motion to dismiss, finding no ju
risdiction under the reasonable apprehension of suit test because MOSAID had not 
made threats against Micron or its customers for four years and had not mentioned 
Micron's name in its public comments.11 4 

103 Id. at 1382-83.  

104 Id. at 1383.  

105 Id 

106 Innovative, 599 F.3d at 1384.  

107 Id 
108 Micron Tech., Inc. v. MOSAID Techs., Inc., 518 F.3d 897, 899 (Fed. Cir. 2008).  
109 Id.  

110 Id 
111 Id 

112 Id. at 900.  

113 Id.  
114 Micron, 518 F.3d at 900.
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On appeal, the Federal Circuit found that the combination of MOSAID's his
tory of enforcing its patents against the DRAM industry, its recent public state
ments confirming its "intent to continue an aggressive litigation strategy," and its 
next-day infringement suit against Micron in Texas combined to create a substantial 
controversy of sufficient immediacy and reality." 5 The court also found that the 
DJA's objectives would be met by allowing the California court to hear the case, 
reasoning that the purpose of the Act is to "'provide the allegedly infringing party 
relief from uncertainty and delay regarding its legal rights."'116 

In Panavise Products, Inc. v. National Products, Inc., however, the patent 
owner's previous litigation against other companies did not establish a substantial 
controversy between the patent owner and Panavise.1 7 

National Products, Inc. (NPI) initiated six infringement lawsuits between Jan
uary 2005 and February 2007 on its patent for suction cup mounting devices."' 
Panavise filed a complaint for a declaratory judgment of non-infringement one year 
later. 119 Panavise maintained that NPI had created a substantial controversy of suf
ficient immediacy and reality because (1) NPI had likely observed Panavise's new 
product at a trade show, (2) Panavise had already manufactured, produced, publicly 
used, and distributed arguably infringing products, and (3) NPI had a history of en
forcing its patent.120 

The Federal Circuit affirmed the district court's dismissal of the declaratory 
judgment complaint, observing that although Panavise had sold its Model 711 de
vice for eleven years, NPI had never accused that product of infringement even 
though it was "substantially identical to the allegedly potentially infringing [Model 
811] product." 121 The court was careful not to imply that "the lack of direct pre
complaint communication between [the parties] by itself is sufficient to defeat sub
ject matter jurisdiction." 122 Nevertheless, Panavise did not submit any evidence to 
show that its Model 811 device was similar to the products that NPI had accused of 

115 Id. at 901-02.  
116 Id. at 902 (quoting Goodyear Tire & Rubber Co. v. Releasomers, Inc., 824 F.2d 953, 956 (Fed.  

Cir. 1987)).  
117 Panavise Prods., Inc. v. Nat'l Prods., Inc., 306 Fed. App'x 570, 573-74 (Fed. Cir. 2009) (nonpre

cedential).  
118 Id. at 571.  

119 Id 

120 Id.  
121 Id. at 573 (internal quotation marks omitted).  

122 Id.
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infringement in its prior cases. 123 The court concluded that NPI's history of rou
tinely enforcing its patent rights was insufficient to create an actual controversy. 12 4 

4. Covenants Not to Sue 

Patent owners may protect themselves from facing declaratory judgment ac
tions by granting covenants not to sue. In particular, broad language disclaiming all 
rights to enforce a patent against an ANDA applicant eliminates a substantial con
troversy between a patent owner and the applicant as to that patent. In King Phar
maceuticals, Inc. v. Eon Labs, Inc., Elan, the original patent holder, assigned its 
rights to the patents-in-suit to King Pharmaceuticals. 125 Although Elan attempted to 
extricate itself from the litigation between King and Eon, the ANDA applicant, the 
district court denied Elan's motion to dismiss itself from the case. 126 

After the court granted summary judgment of invalidity of the patents-in-suit, 
Elan appealed, arguing that the district court did not have subject matter jurisdiction 
to enter a summary judgment against it because Elan had assigned all of its rights to 
King. 127 The Federal Circuit agreed, highlighting that Elan sold its interests in the 
patents, represented in its pleadings that it would waive its rights to the patents, and 
provided Eon "broad and unrestricted covenants not to sue ... for infringement" of 
the patents-in-suit. 128 Therefore, no case or controversy existed between Elan and 
Eon. The court upheld the district court's judgment of patent invalidity entered 
against King. 129 

A covenant not to sue also destroyed declaratory judgment jurisdiction in 
Dow Jones & Co. v. Ablaise Ltd.130 In Dow Jones, Ablaise, the patent owner, of
fered Dow Jones a licensing agreement.1 3 But Dow Jones refused to enter into a 
license agreement and instead filed a declaratory judgment action seeking a decla
ration of invalidity of Ablaise's two patents-U.S. Patent Nos. 6,961,737 and 

123 Panavise, 306 Fed. App'x at 573.  
124 Id. at 573-74. Indeed, in a more recent decision, a different panel of the court stated that "the fact 

that [the patent owner] had filed infringement suits against other parties for other products does 
not, in the absence of any act directed toward [the declaratory judgment plaintiff], meet the min
imum standard discussed in MedImmune." Innovative Therapies, Inc. v. Kinetic Concepts, Inc., 
599 F.3d 1377, 1382 (Fed. Cir. 2010) (emphasis added).  

125 King Pharm., Inc. v. Eon Labs, Inc., 616 F.3d 1267, 1282 (Fed. Cir. 2010).  
126 Id. at 1281.  
127 Id. at 1282.  
128 Id.; see also Janssen Pharmaceutica, N.V. v. Apotex, Inc., 540 F.3d 1353, 1363 (Fed. Cir. 2008) 

(holding that a covenant not to sue covered generic drug manufacturer along with its suppliers, af
filiates, and customers).  

129 King Pharm., 616 F.3d at 1270.  
130 606 F.3d 1338, 1349 (Fed. Cir. 2010).  

131 Id. at 1344.
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6,295,530.132 The patents claimed methods for creating individualized web pag
es. 133 After a Markman hearing, Ablaise offered Dow Jones a covenant not to sue 
on the '530 patent, but Ablaise refused to extend the covenant to include Dow 
Jones' parent company, News Corporation. 134 Ablaise then moved to dismiss the 
invalidity claim with respect to the '530 patent, arguing that its offer of a covenant 
not to sue stripped the court of subject matter jurisdiction. 13 5 

The district court denied Ablaise's motion to dismiss and held the '530 and 
'737 patents invalid. 13 6 The Federal Circuit reversed the denial of Ablaise's motion 
to dismiss the invalidity claim as to the '530 patent, stating that Ablaise's offer of a 
covenant not to sue "extinguished any current or future controversy between the 
parties [with respect to the '530 patent], and divested the district court of subject 
matter jurisdiction." 137 The court explained that the covenant need not include the 
parent corporation, News Corporation, reasoning that a parent company is insulated 
from liability ascribed to its subsidiary. 13 8 

A limited covenant not to sue, however, will not always shield a patent owner 
from declaratory judgment actions. In a case involving eyewear, Revolution sued 
Aspex for infringement, and Aspex counterclaimed for a declaratory judgment of 
non-infringement, invalidity, and unenforceability. 139 Soon thereafter, Aspex dis
continued selling the accused eyewear. 140 After sparring in the district court, Revo
lution offered Aspex a covenant not to sue for infringement based on prior activi
ties and moved to dismiss for lack of jurisdiction. 141 The district court granted the 
motion.142 

On appeal, Aspex argued that an actual controversy continued because the 
covenant only applied to past acts of infringement, and Aspex intended to reintro
duce its eyewear into the market. 143 The court cited MedImmune and SanDisk for 
the principle that "declaratory judgment jurisdiction is met when the patentee 'puts 
the declaratory judgment plaintiff in the position of either pursuing arguably illegal 

132 Id.  

133 Id. at 1340.  

134 Id. at 1344.  
135 Id 

136 Dow Jones, 606 F.3d at 1344.  

137 Id. at 1348.  
138 Id at 1349. The court affirmed the district court's grant of summary judgment with respect to the 

737 patent. Id. at 1352-53.  
139 Revolution Eyewear, Inc. v. Aspex Eyewear, Inc., 556 F.3d 1294, 1295 (Fed. Cir. 2009).  
140 Id 

141 Id. at 1296.  

142 Id.  
143 Id

346 [VOL. 19:331



2011] Federal Circuit's Interpretation and Application of the MedImmune Standard 347 

behavior or abandoning that which he claims a right to do.' 14 4 Although a simple 
interest in marketing a patented product. does not alone create a definite and con
crete conflict, Aspex wanted to sell its existing inventory. 14 5 Revolution stated that 
it would return to court if Aspex reentered the market.146 The Federal Circuit noted 
that (1) the parties were already in litigation initiated by Revolution, (2) Revolution 
filed its covenant not to sue after four years of litigation and on the eve of trial, and 
(3) the covenant was largely meaningless because Aspex had removed its product 
from the market while the case was pending and the covenant did not shield future 
sales of the same eyewear.147 Accordingly, the court reversed the district court's 
dismissal of Aspex's counterclaims, concluding that by retaining the right to sue in 
the future, Revolution had "preserved this controversy at a level of 'sufficient im
mediacy and reality."1

48 

5. ANDA Submissions 

Disputes between brand drug manufacturers and ANDA applicants often re
quire analyzing whether declaratory judgment jurisdiction exists. In Teva Pharma
ceuticals USA, Inc. v. Novartis Pharmaceuticals Corp., Teva filed an ANDA and 
Novartis sued Teva on one of its five Orange Book-listed patents.14 9 Teva then 
sought a declaratory judgment on Novartis' other Orange Book patents.' 50 The dis
trict court found that Teva failed to establish a reasonable apprehension of immi
nent suit with respect to the four method patents and dismissed Teva's claims.'5 ' 

On appeal, Novartis argued that there was not an actual controversy on the 
four method patents because it "has not filed suit nor threatened to sue Teva on 
[those] patents."' 5 2 The Federal Circuit reversed the district court's decision, rely
ing heavily on the legislative history of the Hatch-Waxman Act.'5 3 In the legisla
tive history, Congress stated: 

144 Id. at 1298 (quoting SanDisk Corp. v. STMicroelectronics, 480 F.3d 1372, 1381 (Fed. Cir. 2007)).  

145 Revolution Eyewear, 556 F.3d at 1298-99.  
146 Id. at 1299.  
147 Id.  

148 Id. at 1300; see infra Part III.B (discussing immediacy as a requirement for establishing declarato

ry judgment jurisdiction).  

149 Teva Pharm. USA, Inc. v. Novartis Pharm. Corp., 482 F.3d 1330, 1334-35 (Fed. Cir. 2007). The 
FDA publishes the Orange Book. Under the Hatch-Waxman Act, an entity seeking FDA approval 
to make and sell its drug must list in the Orange Book all patents that may cover its drug. Generic 
manufacturers seeking to rely on the original manufacturer's safety and efficacy studies must file 
a certification regarding each of the patents listed for that drug. 21 U.S.C. 355(b) (2006).  

10 Teva Pharm., 482 F.3d at 1335.  

151 Id.  
152 Id. at 1340.  

153 Id. at 1343-45; 21 U.S.C. 355 (2006). The Hatch-Waxman Act established a shortcut for gener
ic drug manufacturers. Under the Hatch-Waxman Act, generic manufacturers submit certifica
tions to listed patents. See supra note 2. Through this scheme, the generic manufacturer can rely
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We fully expect that, in almost all situations where a generic applicant has challenged a 
patent [by filing an ANDA with a paragraph IV certification] and not been sued for pa
tent infringement, a claim by the generic applicant seeking declaratory judgment on the 
patent will give rise to a justiciable 'case or controversy' under the Constitution.154 

Congress noted that the only exceptions would be the brand company's grant of a 
covenant not to sue the generic company or the brand company's acknowledgement 
of non-infringement.155 The legislative history specifically addressed the situation 
in which a brand company might, for tactical reasons, assert only one of several 
Orange Book patents and concluded that "generic applicants must be able to seek a 
resolution of disputes involving all patents listed in the Orange Book with respect 
to the drug." 156 The court concluded that a number of factors, including Novartis' 
Orange Book listing, Teva's ANDA filing, and Novartis' lawsuit on at least one pa
tent, combined to establish an actual controversy on all five patents. 15 7 

Despite finding declaratory judgment jurisdiction in Teva v. Novartis, the ex
istence of other Orange Book patents that are not asserted in a lawsuit does not au
tomatically establish declaratory judgment jurisdiction. For example, if the first 
ANDA filer has stipulated to infringement and validity of one of the Orange Book 
patents, current law requires all ANDA filers to wait for the expiration of that pa
tent before launching their products (unless the first filer's marketing exclusivity 
expires earlier). 158 Under these facts, the direct cause of an ANDA filer's injury is 
the stipulation of infringement and validity, not a substantial controversy with the 
patent holder.  

This unusual fact pattern was seen in Janssen Pharmaceutica, N. V. v. Apotex, 
Inc.159 Janssen listed three Orange Book patents for its drug, RISPERDAL Oral 
Solution, which is used to treat schizophrenia, bipolar disorder, and irritability as
sociated with autism. 160 U.S. Patent 4,804,663 was set to expire six years before 
Janssen's other two listed patents, U.S. Patent 5,453,425 and U.S. Patent 

on the original manufacturer's safety and efficacy data to obtain approval of its ANDA. The 
Hatch-Waxman Act also defines a litigation framework to guide the brand and generic companies 
through patent litigation that originates when the generic company files its ANDA. See generally 
21 U.S.C. 355 (2006); 35 U.S.C. 271(e)(2) (2006); see Dey, L.P. v. Sepracor, Inc., 595 F.  
Supp. 2d 355, 356 (D. Del. 2009).  

154 Teva Pharms., 482 F.3d at 1343 (alteration in original) (quoting 149 CONG. REC. S15885 (Nov.  
25, 2003) (remarks of Sen. Kennedy)).  

155 Id. (quoting 149 CONG. REC. S15885 (Nov. 25, 2003) (remarks of Sen. Kennedy)).  
156 Id. at 1344 (quoting 149 CONG. REC. S15885 (Nov. 25, 2003) (remarks of Sen. Kennedy)) (em

phasis added).  

157 Id. at 1341-45.  
158 Caraco Pharm. Labs., Ltd. v. Forest Labs., Inc., 527 F.3d 1278, 1283 (Fed. Cir. 2008).  
159 540 F.3d 1353, 1360 (Fed. Cir. 2008).  
160 Id. at 1357; RISPERDAL, http://www.risperdal.com (last visited March 14, 2011).
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5,616,587.161 Teva, the first ANDA filer, filed Paragraph IV certifications chal
lenging the '425 and '587 patents, but it filed a Paragraph III certification for the 

'663 patent, respecting that patent's validity.16 2 Janssen did not sue Teva on the 

'425 and '587 patents. 163 Consequently, the FDA would be able to approve Teva's 

drug upon the '663 patent's expiration. 164 Teva's 180-day exclusivity period could 

then be triggered by either its product launch or a final court judgment that both the 

'425 and '587 patents are invalid or not infringed, despite the fact that Teva could 

not launch its product until the '663 patent expired.1 65 

Apotex, the second ANDA filer, filed Paragraph IV certifications challenging 

all three patents. 166 Janssen sued Apotex for infringing the '663 patent but not the 

'425 or '587 patents.167 Apotex counterclaimed for a declaratory judgment of non

infringement of the '425 and '587 patents. 168 Janssen moved to dismiss these coun

terclaims for lack of case or controversy. 169 Janssen subsequently gave Apotex a 

covenant not to sue on the '425 and '587 patents, and Apotex stipulated to in

fringement, validity, and enforceability of the '663 patent. 17 0 The district court 

granted Janssen's motion to dismiss the counterclaims regarding the '425 and '587 

patents. 1 7 ' 

Apotex appealed, arguing that it was harmed because it could only trigger Te

va's exclusivity period before the '663 patent expired by obtaining a judgment of 

invalidity or non-infringement for both the '425 and '587 patents. 172 Without such 

a judgment, Apotex's approval would be delayed indefinitely if Teva did not trigger 

its 180-day exclusivity period by launching its product.173 

But the court noted that the harm Apotex suffered was due to the fact that it 

had stipulated to infringement, validity, and enforceability of the '663 patent. 174 

161 Janssen, 540 F.3d at 1357-58.  
162 Id. at 1358; see also supra note 2 (discussing the differences between Paragraph III and Para

graph IV certifications under the Hatch-Waxman Act).  

163 Janssen, 540 F.3d at 1358.  
164 Id 
165 Id. at 1360.  

166 Id. at 1358.  
167 Id 

168 Id.  
169 Janssen, 540 F.3d at 1358.  
170 Id. at 1358, 1360.  

171 Id. at 1359.  

172 Id. at 1359-60.  

173 Id. at 1362. Apotex also argued that the covenant not to sue did not cover its affiliates, suppliers, 
and customers. The court tersely reached a contrary conclusion based on the express language of 
the covenant. Id. at 1363.  

174 Id. at 1361.
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Even if Apotex successfully invalidated the '425 and '587 patents, it could not ob
tain FDA approval until the '663 patent expired. 17 5 Thus, Apotex was blocked from 
the market by a valid patent. 176 

The only harm that Apotex faced was that it had to wait for Teva's exclusivity 
period to end once the '663 patent expired, and the court explained that this harm 
could not establish declaratory judgment jurisdiction because Teva was entitled to 
its exclusivity period under the Hatch-Waxman Act.177 Apotex's market entry 
could be delayed if Teva did not launch its product and trigger the 180-day exclu
sivity period.178 But the court reiterated that the controversy must be "definite and 
concrete" and "real and substantial" to find jurisdiction and stated that "a possible 
delay in the future of a first Paragraph IV ANDA filer in launching its generic 
product does not give rise to declaratory judgment jurisdiction."' 79 Accordingly, 
the Federal Circuit affirmed the district court's dismissal of the case.180 

Recently, the Federal Circuit found jurisdiction where the first ANDA filer's 
exclusivity period again blocked the declaratory judgment plaintiff's access to the 
market. In Teva Pharmaceuticals USA, Inc. v. Eisai Co., Ranbaxy was the first fil
er for an ANDA seeking approval to make a generic version of Aricept (used to 
treat dementia), for which Eisai had five Orange Book-listed patents: U.S. Patent 
Nos. 5,985,864, 6,140,321, 6,245,911, 6,372,760, and 4,895,841.181 Before the 
case arose, Eisai filed statutory disclaimers with the patent office regarding the '321 
and '864 patents, effectively cancelling the patent claims.'8 2 Ranbaxy filed a Para
graph III certification for the '841 patent.183 Ranbaxy was therefore barred from 
marketing its generic drug until expiration of the '841 patent in November 20 10.184 

Teva subsequently submitted two ANDA applications for different forms of 
generic Aricept and filed Paragraph IV certifications for all five listed patents. 18 5 

175 Janssen, 540 F.3d at 1361.  
176 Id. at 1360-61. In both Caraco and Janssen, the second ANDA filer was blocked from the market 

by the first filer's 180-day exclusivity period. In both cases, the second filer could accelerate and 
trigger that exclusivity period only by successfully challenging the patents. The court's focus on 
Apotex's stipulation concerning one of the three patents does not appear to fully reconcile the re
sults in the two cases.  

177 Id. at 1361.  

178 Id. at 1362.  

179 Id. at 1363.  
180 Id. at 1363-64.  

181 Teva Pharms. USA, Inc. v. Eisai Co., 620 F.3d 1341, 1343-44 (Fed. Cir. 2010).  
182 Id. at 1345.  
183 Id. at 1344.  

184 Id.  

185 Id.
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Eisai then sued Teva for infringement of the '841 patent. 18 6 Eisai eventually ob

tained a preliminary injunction against Teva with respect to the '841 patent and Te

va stipulated that the preliminary injunction would remain in effect until the '841 

patent expired in November 2010.187 

Teva brought a declaratory judgment action against Eisai for the four remain

ing listed patents in May 2008.188 Eisai granted Teva a covenant not to sue regard

ing the '911 and '760 patents and then argued that its covenant and statutory dis

claimer of the other listed patents defeated subject matter jurisdiction. 189 However, 

the Orange Book still listed the disclaimed patents. 19 0 Teva argued that its injury 

was traceable to the listed patents because, regardless of Eisai's disclaimer of the 

'321 and '864 patents, the FDA could not approve its ANDA while the four patents 

were listed in the Orange Book.191 

The court relied on Caraco and Janssen to analyze Teva's argument. The 

court explained that "[w]hen an Orange Book listing creates an 'independent bar

rier' to entering the marketplace that cannot be overcome without a court judgment 

... the company manufacturing the generic drug has been deprived of an economic 

opportunity to compete." 192 The court explained that the injury in Janssen was due 

to the subsequent filer's stipulation of patent validity, not the brand company's de

cision to list patents in the Orange Book. 19 3 Unlike the plaintiff in Janssen, Teva 

186 Id. at 1345.  
187 Eisai, 620 F.3d at 1345. The court explained that Teva's stipulation regarding the preliminary 

injunction did not divest the court of declaratory judgment jurisdiction because the parties did not 

enter the stipulation prior to Teva's appeal of the dismissal of its action. Moreover, the stipulation 

was "only relevant, if at all," until the 841 patent's expiration. Even after the 841 has expired, 

Teva is barred from launching its generic product by the patents that are the subject of its declara
tory judgment action. Id. at 1348 n.4.  

188 Id. at 1345.  
189 Id.  

190 Id 
191 Id.  

192 Eisai, 620 F.3d at 1347.  

193 Id. at 1347-48. The Eisai decision could prove important for subsequent ANDA filers (e.g., ge

neric manufacturers who are not first-to-file). Apotex recently relied on the Eisai decision to ar

gue for declaratory judgment jurisdiction in the Eastern District of Michigan. Complaint for Dec

laratory Judgment and Demand for Jury Trial at 13-14, Apotex Inc. v. Forest Labs., Inc., No. 11

CV-10129 (E.D. Mich. Jan. 10, 2011). Apotex cites the Medicare Modernization Act (MMA), 21 
U.S.C. 355(j)(5)(c)(i), for the proposition that it has a statutory right to file a declaratory judg

ment action against the owner of an Orange Book listed patent who failed to sue within 45 days 

after receiving Apotex's Notice Letter. Id. at 3, 6. Citing Eisai, Apotex alleges that it is sustain

ing an "FDA-approval-blocking injury" due to the first filer's 180-day exclusivity period. Id. at 

13-14 (internal quotation marks deleted) (quoting Eisai, 620 F.3d at 1343). Apotex argues that a 

judgment of non-infringement would trigger the first filer's exclusivity period, which would re

dress Apotex's injury. Id. at 21. Apotex is in the early stages of pleading. Its outcome may in

form how broadly courts are willing to read Eisai.
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did not stipulate to validity, enforceability, or infringement of any listed patent.194 
The court clarified that, unlike the stipulation of validity in Janssen, Teva's stipula
tion to extend the preliminary injunction until the '841 patent's expiration was not a 
"final judgment." 195 

B. Immediacy and Concrete Steps 

In addition to being substantial, a controversy worthy of declaratory judgment 
jurisdiction must also be sufficiently real or immediate. This portion of the stan
dard has not received as much attention as the substantial controversy prong.196 The 
question of immediacy often turns on whether the accused product is ready for 
commercialization and whether any requisite regulatory approval is sufficiently 
imminent. Interestingly, the absence of post-Medlmmune decisions by the Federal 
Circuit applying the concrete steps part of the test suggests that the concrete steps 
prong might collapse into the sufficient immediacy or reality requirement. 197 

Even in the presence of a substantial controversy between the parties, lack of 
immediacy will preclude the court from exercising declaratory judgment jurisdic
tion. In Benitec Australia, Ltd. v. Nucleonics, Inc., Benitec sued Nucleonics for in
fringing a patent related to RNA-based disease therapy in 2004.198 Nucleonics in
itially moved to dismiss the case because it would not be ready to file a New Drug 
Application (NDA) "until at least 2010-2012, if ever." 199 Yet, after discovering that 
Benitec's inventor misappropriated the idea for the invention from others, Nucleon
ics added declaratory judgment counterclaims for invalidity and unenforceability. 200 

Benitec moved to dismiss the case because "it had no presently viable infringement 
claim against Nucleonics." 201 The district court granted the motion to dismiss.202 

On appeal, the Federal Circuit concluded that Nucleonics' clinical work to 
develop a product for human application did not "present a case or controversy of 

194 Eisai, 620 F.3d at 1347-48.  
195 Id. at 1348. In reversing the district court, the Federal Circuit also concluded that the district court 

had abused its discretion in declining to adjudicate the dispute. Id at 1349; see also infra Part V 
(discussing district courts' discretion in exercising declaratory judgment jurisdiction).  

196 The Federal Circuit discussed immediacy and concrete steps in Revolution Eyewear, Inc. v. Aspex 
Eyewear, Inc., 556 F.3d 1294 (Fed. Cir. 2009). See supra Part III.A.4 (discussing covenants not 
to sue).  

197 See Cat Tech LLC v. TubeMaster, Inc., 528 F.3d 871, 874, 880 (Fed. Cir. 2008) (mentioning con
crete steps under a "real or immediate" test); SanDisk Corp. v. STMicroelectronics, 480 F.3d 
1372, 1379 (Fed Cir. 2007) (mentioning concrete steps as a component of a formerly two-part test 
for declaratory judgment jurisdiction).  

198 Benitec Austl., Ltd. v. Nucleonics, Inc., 495 F.3d 1340, 1342 (Fed. Cir. 2007).  
199 Id.  

200 Id.  

201 Id. at 1343.  

202 Id
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sufficient immediacy and reality" because it did not expect to submit its NDA for at 
least another three years. 203 Nucleonics alternatively argued that it was developing 
a product for animal husbandry and veterinary applications using the same RNA 
technology. 204 The Federal Circuit rejected that argument because Nucleonics pre
sented insufficient evidence of its work, pointing only to "discussions with an un
named potential customer and execution of an undescribed confidentiality agree
ment." 205 The court also found that Benitec had never challenged use of the RNA
based technology for animal use.20 6 

In Cat Tech LLC v. TubeMaster, Inc., the issue turned on the status of product 
development rather than regulatory approval. 20 7 Cat Tech's patent concerned load
ing devices that placed catalyst particles into chemical reactors. 208 TubeMaster de
veloped four different configurations of its loading devices and generated detailed 
manufacturing drawings for each configuration.209 Cat Tech sued TubeMaster for 
infringement of its design.210 TubeMaster counterclaimed for a declaratory judg
ment that none of its configurations infringed the patent and that the patent was 
invalid and unenforceable. 211 TubeMaster's designs were customized based on the 
dimensions of each customer's reactor, so it could not manufacture its loading de
vices until it received a customer order with the appropriate dimensions. 2 12 But the 
district court nevertheless found a live controversy because TubeMaster had taken 
sufficient concrete steps and was prepared to produce the devices as soon as it re
ceived a customer order.213 

The Federal Circuit affirmed the district court's exercise of declaratory judg
ment jurisdiction.2 14 The court explained that the concrete steps prong remained an 
important element and that in the absence of "significant, concrete steps" to in
fringe, a dispute could not be immediate or real.215 The court found that the 
"[c]onstitutionally mandated immediacy requirements have been satisfied because 
once the threat of liability to Cat Tech has been lifted, it appears likely that Tube

203 Id. at 1346.  

204 Benitec, 495 F.3d at 1348.  
205 Id. at 1348-49.  
206 Id. at 1349.  

207 Cat Tech LLC v. TubeMaster, Inc., 528 F.3d 871, 881-82 (Fed. Cir. 2008).  
208 Id. at 874.  
209 Id. at 877.  
210 Id. at 877-78. TubeMaster had not sold any of the designs.  
211 Id.  
212 Id. at 881-82.  

213 Cat Tech, 528 F.3d at 878.  
214 Id. at 874.  

215 Id. at 880.
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Master can expeditiously solicit and fill orders."216 The court explained that "the 
reality requirement is often related to the extent to which the technology in question 
is 'substantially fixed' as opposed to 'fluid and indeterminate' [when] declaratory 
relief is sought." 217 The court found that TubeMaster's technology was substantial
ly fixed because TubeMaster could make and sell its products without significant 
alteration once the cloud of infringement liability is lifted. 2 1 8 

IV. Constitutional Minimum: Standing, Ripeness, and Mootness 
In two of its post-Medlmmune cases, the Federal Circuit focused its analysis 

on the standing, ripeness, and mootness requirements for establishing an Article III 
case or controversy.219 In instances where the court has applied this analysis, the 
MedImmune standard appears secondary to the constitutional analysis.  

A. Caraco Pharm. Labs., Ltd. v. Forest Labs., Inc.  

Forest held an approved NDA for its drug, LEXAPRO.220 Forest listed two 
patents in the Orange Book for LEXAPRO, U.S. Patents Re. 34,712 and 
6,916,941.221 Ivax and Caraco were the first and second ANDA applicants, respec
tively.222 Forest sued Ivax for infringing the '712 patent and obtained a judgment 
that Ivax infringed the '712 patent.223 Forest did not sue on the '941 patent.22 4 

Caraco was prohibited from obtaining FDA approval and entering the market 
until after Ivax's 180-day exclusivity period expired.225 However, Ivax could not 
trigger its exclusivity period until after the '712 patent expired because it had been 
adjudged to infringe the '712 patent.22 6 Caraco had the ability to trigger the exclu

216 Id. at 882.  
217 Id. (quoting Sierra Applied Scis., Inc., v. Advanced Energy Indus., Inc., 363 F.3d 1361, 1379 

(Fed. Cir. 2004)).  
218 Id. at 882-83.  
219 The Federal Circuit decided the first of these cases focusing on standing, ripeness and mootness 

after hearing only six post-Medlmmune cases. Judge Gajarsa authored both opinions. Prasco, 
LLC. v. Medicis Pharm. Corp., 537 F.3d 1329, 1333 (Fed. Cir. 2008); Caraco Pharm. Labs., Ltd.  
v. Forest Labs., Inc., 527 F.3d 1278, 1281 (Fed. Cir. 2008). Interestingly, Judge Gajarsa also 
wrote the earlier opinion in Teva Pharmaceuticals USA, Inc. v. Novartis Pharmaceuticals Corp., 
482 F.3d 1330 (Fed. Cir. 2007), which did not apply the standing, ripeness, and mootness analy
sis.  

220 Caraco, 527 F.3d at 1286.  
221 Id.  

222 Id. at 1286, 1288.  
223 Id. at 1286.  

224 Id 

225 See id. at 1287.  
226 Caraco, 527 F.3d at 1287.
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sivity period, but Caraco could only do so by obtaining a judgment that both the 
'712 and '941 patents were invalid or not infringed. 22 7 

As it had done with Ivax, Forest sued Caraco for infringing the '712 patent 
but not the '941 patent.228 Caraco then filed a complaint for a declaratory judgment 
of non-infringement of the '941 patent. 22 9 Forest granted Caraco a covenant not to 
sue under the '941 patent, but refused to concede that the '941 patent was invalid or 
not infringed.230 Forest then moved to dismiss the declaratory judgment complaint 
for lack of a case or controversy regarding the '941 patent.23 1 The district court 
agreed, stating that the covenant not to sue eliminated the threat of a lawsuit.23 2 

On appeal, the Federal Circuit quoted the MedImmune test.233 However, 
without applying the MedImmune test, the court then turned to "the Supreme 
Court's three-part framework for determining whether an action presents a justicia
ble Article III controversy." 234 Citing three different Supreme Court cases, the 
Federal Circuit looked to whether (1) Caraco had standing, (2) the issues were ripe 
for review, and (3) the case had been rendered moot at any stage of the litigation. 235 

The Federal Circuit explained that for Caraco to have standing, it must estab
lish that (1) it had suffered an injury-in-fact, (2) the injury was traceable to Forest, 
and (3) the injury would be redressed by a favorable judgment. 236 The Federal Cir
cuit concluded that (1) Caraco's claim that it was being restrained from the free ex
ploitation of non-infringing goods was "exactly the type of injury-in-fact that is suf
ficient to establish Article III standing," (2) Forest's act of listing its patents in the 
Orange Book caused the delay in Caraco's FDA approval, satisfying the traceabili
ty requirement for Article III standing, and (3) a declaratory judgment that the '941 
patent is not infringed would redress Caraco's injury-in-fact. 237 Thus, Caraco had 
standing.  

On the issue of ripeness, the court concluded that additional factual develop
ment would not advance the district court's ability to decide the case because Cara
co already had "a complete generic drug product that ha[d] been submitted to the 

227 Id.  

228 Id. at 1288.  
229 Id.  
230 Id at 1289.  

231 Id 
232 Caraco, 527 F.3d at 1289.  
233 Id. at 1290.  

234 Id. at 1291.  

235 Id. (citing Lujan v. Defenders of Wildlife, 504 U.S. 555 (1992); United States Parole Comm'n v.  
Geraghty, 445 U.S. 388, 397 (1980); Abbott Labs. v. Gardner, 387 U.S. 136, 140 (1967)).  

236 Id 
237 Id. at 1292-93.
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FDA for approval." 238 On the third factor, mootness, the Federal Circuit acknowl
edged that Forest's covenant not to sue eliminated any reasonable apprehension of 
suit and that usually a covenant not to sue would allow the recipient to enter the 
marketplace.239 But in the ANDA context, "a generic manufacturer cannot enter 
the market without FDA approval." 240 The covenant, therefore, did not moot the 
substantial controversy created by the dispute as to the validity and infringement of 
the '941 patent. 241 The Federal Circuit accordingly reversed the district court's 
grant of Forest's motion to dismiss. 242 

B. Prasco, LLC v. Medicis Pharm. Corp.  

Medicis sold a benzoyl peroxide cleansing product, TRIAZ, that it marked 
with four patent numbers. 24 3 Shortly before it started selling its competing generic 
benzoyl peroxide cleansing product, Prasco filed a complaint for declaratory judg
ment that its product would not infringe Medicis' four patents. 24 4 Seven months 
earlier, Medicis had sued Prasco for infringing an unrelated patent with a different 
cleanser. 245 A prior case between the same parties carries minimal weight, howev
er, if it involves different products and an unrelated patent. 24 6 After Medicis moved 
to dismiss the initial complaint, Prasco started selling its product and requested a 
covenant not to sue from Medicis under the four patents.24 7 Medicis did not sign 
the covenant, and Prasco amended its complaint to include these new facts. 24 8 The 
district court granted Medicis' motion to dismiss for lack of declaratory judgment 
jurisdiction. 249 

On appeal, the Federal Circuit began its analysis by quoting MedImmune's 
substantial controversy of sufficient immediacy and reality standard. 2 50 But the 
court again turned to the three-part test of standing, ripeness, and mootness to de
termine whether a substantial controversy existed to satisfy MedImmune.251 The 
court explained that "[w]hile [the MedImmune] standard can be analyzed directly, 

238 Caraco, 527 F.3d at 1295.  
239 Id. at 1296.  

240 Id 

241 Id. at 1297.  

242 Id.  

243 Prasco, LLC. v. Medicis Pharm. Corp., 537 F.3d 1329, 1334 (Fed. Cir. 2008).  
244 Id 

245 Id 

246 Id. at 1341.  
247 Id. at 1344.  
248 Id.  

249 Prasco, 537 F.3d at 1340.  

250 Id. at 1334.  

251 Id. at 1336.
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the Supreme Court has also developed various more specific but overlapping doc
trines rooted in the same Article III inquiry, which must be met for a controversy to 
be justiciable, including standing, ripeness and a lack of mootness." 25 2 The court 
noted that these three doctrines "can be a helpful guide" because they represent "the 
absolute constitutional minimum for a justiciable controversy." 253 More important
ly, the court indicated that it had to find an Article III case or controversy before it 
could reach the issue of declaratory judgment jurisdiction.2 54 

The court focused the rest of its analysis on standing. Medicis had not ac
cused Prasco of infringement or asserted any rights against Prasco's product. 255 

Consequently, Prasco faced a "high barrier to proving that [it] face[d] an imminent 
risk of injury." 25 6 The court doubted Prasco's argument that it had "paralyzing un
certainty" about whether Medicis would sue for patent infringement because Prasco 
admitted that any uncertainty had not been paralyzing, and it launched its product 
while the lawsuit was pending. 257 In addition, "the bedrock rule that a case or con
troversy must be based on a real and immediate injury or threat of future injury that 
is caused by the defendants [is] an objective standard that cannot be met by a purely 
subjective or speculative fear of future harm." 258 Instead, the basis for injury in 
most justiciable controversies is a "'restraint on the free exploitation of non
infringing goods."' 259 Medicis had not tried to bar Prasco from the market; in fact, 
Prasco was selling its product. 260 

The Federal Circuit also discounted the three facts that Prasco cited as the ba
sis for its fear of suit. First, Medicis' patent marking "provide[d] little, if any, evi
dence that it [would] ever enforce its patents." 261 In any event, Medicis' decision to 
mark its products before gaining any knowledge of Prasco's product was irrelevant 
to whether Medicis believed that Prasco's product infringes. 26 2 Second, although a 
prior suit concerning different products and an unrelated patent is entitled to some 
weight, it does not create a reasonable assumption that Medicis will take action 

252 Id. (emphasis added).  

253 Id. (emphasis added).  
254 Id. at 1335 (citations omitted) ("[The Declaratory Judgment Act] provides a remedy available only 

if the court has jurisdiction from some other source. Such jurisdiction is limited by Article III of 
the Constitution .... ").  

255 Prasco, 537 F.3d at 1340.  
256 Id 

257 Id. at 1338.  
258 Id. at 1339.  
259 Id. (quoting Caraco Pharm. Labs., Ltd. v. Forest Labs., Inc., 527 F.3d 1278, 1291 (Fed. Cir.  

2008)).  
260 Id. at 1338-39.  

261 Prasco, 537 F.3d at 1340.  

262 Id. at 1340-41.
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against Prasco's new product.263 Finally, Medicis' failure to sign a covenant not to 
sue, although relevant, is not dispositive.264 

In short, Prasco had not suffered an actual injury traceable to Medicis, and 
Medicis had not asserted any rights against Prasco. Although the court understood 
"Prasco's desire to have a definitive answer on whether its product infringes [Me
dicis'] patents," it explained that deciding the case on the merits would be an im
permissible advisory opinion.26s 

V. Discretionary Dismissal 

Even if a substantial controversy of sufficient immediacy exists between par
ties, district courts have broad discretion to decline to exercise declaratory judg
ment jurisdiction.266 A district court's discretion is not unbounded, however. The 
Federal Circuit will not uphold a discretionary dismissal of a case that is arbitrary 
or erroneous.2 67 

The Federal Circuit reviews a district court's decision to decline jurisdiction 
for abuse of discretion.268 The Eisai court examined the limits on district court dis
cretion. In Eisai, the district court stated that even if it found that the two-part test 
was met, it would exercise its discretion to decline to hear the dispute. 269 Teva ar
gued that the Hatch-Waxman Act and 35 U.S.C. 271(e)(5) require a court to hear 
a dispute once the two-part declaratory judgment standard has been met.270 The 
Federal Circuit rejected this argument, finding that the language of 271(e)(5) 
and 2201 confirmed that the district courts retain the discretion that the DJA grants 
them.2 7 ' 

The Federal Circuit acknowledged that the district court may exercise its dis
cretion to decline jurisdiction even where subject matter jurisdiction exists. For ex

263 Id. at 1341.  
264 Id 

265 Id. at 1341-42.  
266 MedImmune v. Genentech, Inc., 549 U.S. 118, 136 (2007) (interpreting the DJA).  
267 See supra Part III.A.1 (discussing Sony Elecs., Inc. v. Guardian Media Techs., Ltd., 497 F.3d 

1271 (Fed. Cir. 2007)). The Federal Circuit applies an abuse of discretion standard when review
ing the district court's exercise of discretion. Sony Elecs., Inc. v. Guardian Media Techs., Ltd., 
497 F.3d 1271, 1288 (Fed. Cir. 2007).  

268 Teva Pharms. USA, Inc. v. Eisai Co., Ltd., 620 F.3d 1341, 1346 (Fed. Cir. 2010).  
269 Id. at 1348.  

270 Id.  

271 Id. (noting that 35 U.S.C. 271(e)(5) "clarifies the maximum extent of a court's jurisdiction" by 

providing that district courts "shall" have subject matter jurisdiction to the extent consistent with 
the Constitution. However, 271(e)(5) does not override a Court's discretion under the DJA, 
which provides that federal courts "may declare the rights and other legal relations of an interested 
party seeking such declarations" (quoting 28 U.S.C. 2201(a) (2006)) (internal quotation marks 
omitted).
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ample, the Federal Circuit has upheld discretionary decisions declining jurisdiction 
"when the declaratory judgment action was [1] duplicative of other proceedings, [2] 
the party instituted an action solely to enhance its bargaining power in negotiations, 
or [3] when reexamination proceedings were pending." 27 2 However, the court clari
fied that "the district court must typically consider the usefulness of the declaratory 
judgment remedy, the fitness of the case for resolution, and the purposes of the 
Declaratory Judgment Act." 273 

In Eisai, the Federal Circuit concluded that the district court abused its discre
tion because of at least two errors. First, the district court should not have consi
dered whether it had subject matter jurisdiction in then determining whether to ex
ercise its discretion to hear the case. 274 The existence of jurisdiction is not 
probative of the discretionary factors under the DJA.275 Second, the facts did not 
present any of the "typical factors that might warrant the exercise of discretion to 
decline jurisdiction." 276 Furthermore, there was an actual controversy between the 
parties, and a declaratory judgment would provide appropriate relief.27 7 

VI. Implications 

As is clear from the Federal Circuit's application of MedImmune, declaratory 
judgment jurisdiction is more fact-dependent than ever. However, comparing simi
lar fact patterns among the post-Medlmmune decisions allows for several conclu
sions.  

First, it is clear that courts require an affirmative act by the patent owner, such 
as a demand for royalties or an invitation to discuss the owner's patents, to establish 
declaratory judgment jurisdiction.278 Notably, these acts need not be directed to
wards the declaratory judgment plaintiff; public statements and litigation threats to 
others in the industry can suffice, especially when such threats demonstrate aggres
sive litigation tactics.279 

Second, a covenant not to sue may block a plaintiff from establishing declara
tory judgment jurisdiction in some instances. 280 The covenant's terms dictate 

272 Id.  
273 Id. at 1349.  
274 Eisai, 620 F.3d at 1349.  
275 Id.  
276 Id.  
277 Id.  

278 See supra Part III.A (discussing the substantial controversy requirement for establishing declarato

ry judgment jurisdiction).  
279 See supra Part III.A.3.a (discussing Micron Tech., Inc. v. MOSAID Techs., Inc., 518 F.3d 897 

(Fed. Cir. 2008)).  
280 See supra Part III.A.4 (discussing the impact of covenants not to sue on the substantial controver

sy requirement for establishing declaratory judgment jurisdiction).
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whether a substantial controversy is found. For example, the covenant in King was 
broad enough to eliminate the existence of a case or controversy, while the cove
nant in Revolutionary Eyewear did not eliminate the potential for a lawsuit against 
future sales. 281 ANDA litigants may be particularly affected because brand compa
nies may gain additional platforms to initiate lawsuits by obtaining and listing addi
tional patents. Meanwhile, a party seeking to avoid declaratory judgment by grant
ing a covenant not to sue should clearly set forth its intentions and should not retain 
any rights that may later create a case or controversy.  

Third, patent owners must be prepared to litigate when they initiate licensing 
negotiations.282 The Federal Circuit has found declaratory judgment jurisdiction in 
four of the five post-Medlmmune declaratory judgment appeals it has heard that in
volved license negotiations. This suggests that a potential licensee can often estab
lish an actual controversy once a patent owner demands a license for the patent. In 
fact, licensees can fulfill their royalty obligations under a licensing agreement while 
seeking a declaration of invalidity or non-infringement. Therefore, to compensate 
for increased litigation risks, patent holders may decide to seek higher royalty rates 
or lump sum payments in their license agreements. Patent holders might also in
clude trigger clauses that terminate the agreement or increase the royalty rates if the 
licensee files a lawsuit challenging the patent.

281 See supra Part III.A.4 (discussing both King and Revolutionary Eyewear).  
282 See supra Part III.A.1 (discussing the impact of a patentee's offers and demands to license on the 

substantial controversy requirement for establishing declaratory judgment jurisdiction).
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Introduction 

Legal rules such as issue preclusion make clear that, after litigating a specific 
issue in a final judicial proceeding, two parties cannot litigate that same issue a 
second time. For example, in a dispute between a buyer and seller over an ambi
guous contract term, the court will allow the issue one and only one judicial out
come. Similarly, in a fight between a tortfeasor and a victim, the parties again en
joy one and only one bite at the judicial apple. But what happens in a patent case? 

As patent insiders know, patent litigation proceeds in two discrete steps.  
First, the court determines what exactly the relevant patent terms mean.' Second, 
the court applies that interpretation to the accused product or service at hand.2 

Does issue preclusion mean that an accused infringer can argue the meaning of the 
patent only once, even if that infringer has two distinct products or services accused 
in two entirely different legal proceedings? Or, more concretely, if a court deems 
party A an infringer for device X, A redesigns its product into Y, and A gets sued 
again for patent infringement, should the court close its eyes and plug its ears to 
new arguments on the patent's meaning? 

This is more than an academic exercise. It is instead a fact pattern that has 
arisen before and will likely rise again. In TiVo, Inc. v. EchoStar Corp., TiVo 
brought an infringement action against EchoStar, winning a permanent injunction.3 

EchoStar innovated a unique design-around product, but to no avail.4 TiVo in
voked the prior court's broad claim construction and precluded EchoStar from chal
lenging the software claim construction. EchoStar effectively jumped from one 
frying pan into another. The prior case bound EchoStar in this new proceeding, 
even though its new product infringed in a different manner.  

This problem is not unique to recorded television. Major industry leaders 
such as Amazon, Dell, Apple, and Microsoft will likely face the same issue in due 

1 Markman v. Westview Instruments, Inc., 517 U.S. 370, 384 (1996). The court will often hold a 
"Markman hearing" to construe the relevant patent claims.  

2 Id 

3 TiVo, Inc. v. EchoStar Corp., 597 F.3d 1247, 1251 (Fed. Cir. 2010), reh'g en banc granted, va
cated, 376 F. App'x 21 (Fed. Cir. 2010). It should be noted that the Federal Circuit has since is
sued a new en banc opinion in this case. TiVo Inc. v. EchoStar Corp., No. 2009-1374, 2011 WL 
1486162 (Fed. Cir. Apr. 20, 2011). However, for the purposes of this article, citing to the now
vacated opinion is adequate.  

4 TiVo, 597 F.3d at 1251-52.  

5 Id.
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course. Amazon, Hewlett-Packard, Microsoft, and Verizon, to name a few, all filed 

amicus briefs in the TiVo litigation.6 

Put more abstractly, the stakes are high in the first claim construction. If the 

claim construction works perfectly, all is well: we determined what the claim terms 

were truly meant to mean according to the four corners of the document. But, if the 

claim construction actually takes place under the lens of the accused product or ser

vice, we have effectively distorted the patent. Any taint from the first product at

taches to the now-precluded claim construction and thus to future litigation against 

products or services that are presently unknown.  

This article discusses the issue preclusive effect of a court's patent claim con

struction. Under current law, claim interpretation stands as an issue by itself for 

purposes of collateral estoppel. This article argues issue preclusion should not ap

ply to claim construction as a solitary issue, but only to the joint issue of claim con

struction with infringement. This article also discusses the various policy ramifica

tions in adopting the proposed standard.  

Part I details the current state of the law on issue preclusion and claim con

struction. This section first introduces Markman orders and patent claim construc

tion in general, as well as the various requirements for issue preclusion. The article 

then goes on to review Federal Circuit law and regional circuit law on how claim 

construction satisfies the four elements of issue preclusion. The seminal cases TM 

Patents and Kollmorgen are discussed, providing the reader with a background on 

the most contested area of issue preclusion and claim construction: finality. This 

section also discusses the pre- and post-Markman Federal Circuit law and how it 

has developed over time.  

Part II focuses on the unique circumstances present in patent law. The article 

argues the issue before a court is not "what does this claim term mean?" but rather 

"what does this claim term mean in light of this particular allegedly infringing de

vice?" First, this section shows how Markman briefs are written with the accused 

product in mind. Second, this section reveals that, to a large extent, judges in pa

tent cases recognize the product-sensitivity of claim construction through their 

Markman hearing procedures. Given this reality, the article argues that the current 

standard could be improved to balance the interests of fairness and efficiency.  

Part III proposes a new standard. In short, issue preclusion should only apply 

if the infringement question, as a whole, is the same. Specifically, courts should 

characterize the "identical issues" prong in collateral estoppel as requiring the same 

6 Brief of Amici Curiae Amazon.com, Inc., Hewlett-Packard Co., Microsoft Corp., & Newegg Inc.  

in Support of Defendants-Appellants, TiVo, Inc. v. EchoStar Corp., 376 F. App'x 21 (Fed. Cir.  
2010) (No. 2009-1374); Brief for Verizon Commc'ns Inc. as Amicus Curiae in Support of Neither 
Party, TiVo, Inc. v. EchoStar Corp., 376 F. App'x 21 (Fed. Cir. 2010) (No. 2009-1374), 2010 WL 
3051437.
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infringement contention in both litigations, encompassing both claim construction 
of the relevant terms and how the accused product infringes those claims. Repeat 
litigators would only be bound to a prior construction if the accused product in
fringes in the same way. Courts may give reasoned deference to the prior court's 
determination if found to be logically solid.  

Lastly, Part IV discusses the proposed standard's policy implications as com
pared to that of the current standard. Although the current standard boasts unifor
mity and predictability, this article argues the advantages are only surface deep and 
do not serve any vital public function. Because issue preclusion cannot bind a party 
that was not in privity to the initial litigation, any "public notice" on the claim con
struction only refers to what binds a prior party. Any newly accused infringer can 
subsequently challenge that holding. Connecting issue preclusion to the union of 
claim construction and accused method of infringement evens the playing field, re
leasing prior parties from an unjust disadvantage without damaging any actual pub
lic utility.  

I. Collateral Estoppel and Markman Orders: The Current State 

A. Background 

1. Markman Orders and Claim Construction 

In the United States, a patent's claims detail the patent owner's exclusive 
rights.' When a patent owner sues a defendant for infringement, the court must first 
determine the scope of the patent's claims.8 At least in theory, the court is to con
strue the claims beyond the reach of the accused product.9 Once the court has con
strued the claims, it then determines whether the accused product infringes the pa
tent by meeting every limitation in the claim or claims at issue.10 Quite often, the 
claim construction determines the outcome." 

Prior to 1996, claim construction was an issue of fact, mixed in with the ques
tion of infringement, both within the jury's realm. However, following the Su
preme Court's decision in Markman v. Westview Instruments, a district court, not a 

7 See 35 U.S.C. 112 2 (2006) ("The specification shall conclude with one or more claims partic
ularly pointing out and distinctly claiming the subject matter which the applicant regards as his in
vention.").  

8 See Cybor Corp. v. FAS Tech., Inc. 138 F.3d 1448, 1454 (Fed. Cir. 1998) (en banc) ("An in
fringement analysis involves two steps. First, the court determines the scope and meaning of the 
patent claims asserted, . . . and then the properly construed claims are compared to the allegedly 
infringing device[.]").  

9 See Jurgens v. McKasy, 927 F.2d 1552, 1560 (Fed. Cir. 1991) ("An analysis of infringement in
volves two steps. First, a claim is construed without regard to the accused product.").  

10 Id.  

" See Vivid Techs., Inc. v. Am. Sci. & Eng'g, Inc., 200 F.3d 795, 803 (Fed. Cir. 1999) ("It is well 
recognized that the construction of the claims may resolve some or all of the issues of infringe
ment.").
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jury, must interpret the scope of a patent's claims.1 2 Given a patent's technical 

complexity, courts frequently hold mini-trials, or "Markman hearings," to color the 

terms in the patent claims. 13 The court solicits "Markman briefs" from the parties, 

asking for their input in claim construction. 14 Judges are generally free to interpret 

the claims at any point in the litigation. According to the Federal Circuit, 

[Markman] merely holds that claim construction is the province of the court, not a jury.  

To perform that task, some courts have found it useful to hold.hearings and issue orders 

comprehensively construing the claims in issue. Such a procedure is not always neces
sary, however. If the district court considers one issue to be dispositive, the court may 

cut to the heart of the matter and need not exhaustively discuss all the other issues pre
sented by the parties. District courts have wide latitude in how they conduct the pro
ceedings before them, and there is nothing unique about claim construction that requires 

the court to proceed according to any particular protocol. As long as the trial court con

strues the claims to the extent necessary to determine whether the accused device in

fringes, the court may approach the task in any way that it deems best.15 

Although claim construction is a matter of law, it is interlocutory and therefore can 

be revised at any time before the judgment is final. 16 

Parties can appeal a district court's claim construction to the United States 

Court of Appeals for the Federal Circuit, which holds jurisdiction over all cases 

"arising under" patent law.17 As issues of claim construction are matters of law, the 

Federal Circuit reviews them de novo.18 From 1996 to 2007, the Federal Circuit 

held that more than 30% of infringement cases appealed from the busiest district 

courts had incorrectly construed at least one claim.19 

12 Markman v. Westview Instruments, Inc., 517 U.S. 370, 372 (1996). The Court affirmed the Fed

eral Circuit's ruling in Markman v. Westview Instruments, Inc., 52 F.3d 967, 970-71, 979 (Fed.  
Cir. 1995), holding that claim language is a matter of law, stressing the need for consistent, uni
form, and predictable claim constructions. Judge Newman predicted mini-trials, or Markman 
hearings, would ensue. Id. at 1008 n.5 (Newman, J., dissenting).  

13 Ronald J. Schutz & Jonathan D. Goins, Case Management Issues in Patent Litigation, 5 SEDONA 

CONF. J. 1, 5 (2004).  

14 Id. at 3-4.  

15 Ballard Med. Prods. v. Allegiance Healthcare Corp., 268 F.3d 1352, 1358 (Fed. Cir.,2001).  
16 See Vivid Techs. Inc v. Am. Sci. & Eng'g, Inc., 997 F. Supp. 93, 96 (D. Mass. 1997), aff'd, 200 

F.3d 795 (Fed. Cir. 1999) ("Pursuant to the teachings of [Markman], as a matter of case manage
ment, this court scheduled briefing and oral argument on this issue because an order determining 
claim construction, even if provisional in the sense that it is interlocutory and not an appealable 
order, may nevertheless enable the parties and the court to focus discovery.... ) (internal citation 
omitted).  

17 See 28 U.S.C. 1292(c) (2006) (discussion appeals of interlocutory decisions); 28 U.S.C.  
1295(a)(1) (2006) (discussing the jurisdiction of the Federal Circuit); 28 U.S.C. 1338(a) (2006) 
(discussing patent case jurisdiction for district courts).  

18 Markman, 52 F.3d at 979.  

19 David L. Schwartz, Practice Makes Perfect? An Empirical Study of Claim Construction Reversal 
Rates in Patent Cases, 107 MICH. L. REv. 223, 246 (2008).
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2. Issue Preclusion2 0 in General 

Issue preclusion is a judicially created, equitable doctrine designed to prec
lude the relitigation of issues actually and necessarily determined in an earlier pro
ceeding by a valid and final judgment when the determination was essential to that 
judgment. 21 In short, the doctrine is meant to prevent parties from getting a second 
bite at the judicial apple. A litigant can only assert issue preclusion against a party 
involved in the earlier proceeding. 22 As a general matter, the party asserting issue 
preclusion must prove the following: 

(1) the issue is identical to the issue decided in the prior litigation; 

(2) the issue was actually litigated in the prior litigation; 

(3) the party against whom preclusion is sought had a full and fair opportunity to litigate 
the issue in the prior litigation; and 

(4) the determination of the issue was essential to a final judgment of the prior litiga
tion.23 

However, because issue preclusion is an equitable doctrine, a court may decline its 
application even if the case meets all the above factors.2 4 According to the Res

20 "Issue preclusion" and "collateral estoppel" are synonymous. Allen v. McCurry, 449 U.S. 90, 94 
n.5 (1980). The terms are used interchangeably throughout this comment.  

21 RESTATEMENT (SECOND) OF JUDGMENTS 27 (1982) ("When an issue of fact or law is actually li
tigated and determined by a valid and final judgment, and the determination is essential to the 
judgment, the determination is conclusive in a subsequent action between the parties, whether on 
the same or a different claim."). By contrast, claim preclusion (or "res judicata") prevents the 
same parties from relitigating claims raised in a prior action, or claims not raised in a prior action 
if the claims arose from the same transaction or occurrence. Id. 13. This comment focuses on is
sue preclusion rather than claim preclusion as claim construction is an intermediary step in a 
judgment.  

22 Id. 27. Some courts, however, allow issue preclusion against a party whose interest was the 
same or similar to the party in the earlier proceeding. For example, the Ninth Circuit allows issue 
preclusion against parties "in privity with a party at the first proceeding." Hydranautics v. Film
Tec Corp., 204 F.3d 880, 885 (9th Cir. 2000).  

23 Terril G. Lewis, Collateral Estoppel Applied to the Construction of Patent Claims (Part I), 83 J.  
PAT. & TRADEMARK OFF. SOC'Y 851, 857 (2001). Some state courts include "fairness" as a con
sideration or factor when deciding to apply issue preclusion. See Kopp v. Fair Political Practices 
Comm'n, 905 P.2d 1248, 1256 (Cal. 1995) ("[W]hen the issue is a question of law rather than of 
fact, the prior determination is not conclusive either if injustice would result or if the public inter
est requires that relitigation not be foreclosed.") (emphasis omitted).  
See Kroeger v. U.S. Postal Serv., 865 F.2d 235, 239 (Fed Cir. 1988) ("Where the requirements are 
not met, it would be error to apply collateral estoppel; where the requirements are met, it would 
not be error (though it may waste judicial resources) to decline to apply collateral estoppel."); 
A.B. Dick Co. v. Burroughs Corp., 713 F.2d 700, 702 (Fed. Cir. 1983) ("[A] court is not without 
some discretion to decide whether a particular case is appropriate for application of collateral es
toppel."); Visto Corp. v. Smartner Info. Sys., Ltd., No. 2:05-CV-91, 2006 WL 6112192, at *1 
(E.D. Tex. Dec. 29, 2006) ("The court previously issued two claim construction orders ... con
struing the same patents that are at issue in this suit. The defendant in this case contends that the 
court should revisit certain constructions adopted in that case. The plaintiff argues that the defen
dant should be estopped from re-litigating those constructions. The court declines to apply the
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tatement of Judgments, issue preclusion is inappropriate in the following circums

tances: 

(1) The party against whom preclusion is sought could not, as a matter of law, have ob

tained review of the judgment in the initial action; or 

(2) The issue is one of law and (a) the two actions involve claims that are substantially 

unrelated, or (b) a new determination is warranted in order to take account of an inter

vening change in the applicable legal context or otherwise to avoid inequitable adminis

tration of the laws; or 

(3) A new determination of the issue is warranted by differences in the quality or exten

siveness of the procedures followed in the two courts or by factors relating to the alloca

tion of jurisdiction between them; or 

(4) The party against whom preclusion is sought had a significantly heavier burden of 

persuasion with respect to the issue in the initial action than in the subsequent action; the 

burden has shifted to his adversary; or the adversary has a significantly heavier burden 

than he had in the first action; or 

(5) There is a clear and convincing need for a new determination of the issue (a) because 

of the potential adverse impact of the determination on the public interest or the interests 

of persons not themselves parties in the initial action, (b) because it was not sufficiently 

foreseeable at the time of the initial action that the issue would arise in the context of a 

subsequent action, or (c) because the party sought to be precluded, as a result of the 

conduct of his adversary or other special circumstances, did not have an adequate oppor

tunity or incentive to obtain a full and fair adjudication in the initial action.2 

The Restatement also includes "[o]ther compelling circumstances [that] make it ap

propriate that the party be permitted to relitigate the issue."2 6 

Collateral estoppel applies to both questions of fact and law.2 7 A party may 

use collateral estoppel as a weapon to establish a position that the party itself is un

able to prove. 28 Collateral estoppel can even apply if the prior adjudication was 

doctrine of collateral estoppel. Nevertheless, the court adopts its prior claim construction rulings 

because the court remains persuaded that its constructions of the terms were correct.") (internal ci

tations omitted); see also Lewis, supra note 23, at 885-87 (discussing whether collateral estoppel 
is optional or mandatory when warranted).  

25 RESTATEMENT (SECOND) OF JUDGMENTS 28 (1982).  

26 Id. 29(8).  

27 United States v. Stauffer Chem. Co., 464 U.S. 165, 170-71 (1984) ("[T]he doctrine of collateral 

estoppel can apply to preclude relitigation of both issues of law and issues of fact if those issues 
were conclusively determined in a prior action.").  

28 Mendenhall v. Barber-Greene Co., 26 F.3d 1573, 1580 (Fed. Cir. 1994) ("[C]ollateral estoppel ...  

may preclude liability despite failure of an accused infringer to prove validity in its own trial.").
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based on erroneous facts.29 However, a change in the controlling law prevents is
sue preclusion. 30 

B. Regional Circuit Law on Issue Preclusion Regarding Claim 
Construction 

The Federal Circuit applies regional circuit law for most procedural issues, 
including res judicata and collateral estoppel. 31 In two separate concurring opi
nions, Judge Dyk opined that the Federal Circuit should apply its own law to all in
stances of collateral estoppel instead of regional circuit law in patent cases.3 2 In 
Dana v. E.S. Originals, Inc., Judge Dyk pointed out that the Federal Circuit chose 
to apply its own law to res judicata of a consent judgment and to collateral estoppel 
of a patent's validity.33 Judge Dyk further argued that to apply regional circuit law 
to other areas of res judicata and collateral estoppel would encourage forum shop
ping and non-uniformity. 34 Supporting Judge Dyk's position in this matter is 
beyond the scope of this article. However, a unified issue preclusion law would be 
an efficient vehicle in adopting the standard proposed in Part III, infra.  

As discussed below, the vast majority of courts addressing claim construction 
and issue preclusion focus on the "finality" factor of collateral estoppel. Although 

29 United States v. Moser, 266 U.S. 236, 242 (1924) ("[A] fact, question or right distinctly adjudged 
in the original action cannot be disputed in a subsequent action, even though the determination 
was reached upon an erroneous view or by an erroneous application of the law.").  

30 See Limbach v. Hooven & Allison Co., 466 U.S. 353, 362 (1984) ("The reason for not applying 
the collateral-estoppel doctrine in the present case is even stronger than that in Sunnen, for here 
the constitutionality of the earlier case is repudiated by this Court's intervening pronounce
ment."); Comm'r. v. Sunnen, 333 U.S. 591, 599 (1948) ("[A] subsequent. . . change or develop
ment in the controlling legal principles may make that [prior] determination obsolete or erroneous, 
at least for future purposes."); Bingaman v. Dep't. of Treasury, 127 F.3d 1431, 1438 (Fed. Cir.  
1997) ("[A] significant change in the 'legal atmosphere'-whether in the form of new legislation, 
a new court decision, or even a new administrative ruling-can justify a later court's refusal to 
give collateral estoppel effect to an earlier decision.").  

31 See Transocean Offshore Deepwater Drilling, Inc. v. Maersk Contractors USA, Inc., 617 F.3d 
1296, 1311 (Fed. Cir. 2010) ("We analyze collateral estoppel under the law of the regional cir
cuit."); Source Search Techs., LLC v. LendingTree, LLC, 588 F.3d 1063, 1073 (Fed. Cir. 2009) 
("Because the application of collateral estoppel is not a matter within the exclusive jurisdiction of 
this court, this court applies the law of the circuit in which the district court sits.") (internal quota
tion omitted); RF Del., Inc. v. Pac. Keystone Techs., Inc., 326 F.3d 1255, 1261 (Fed. Cir. 2003) 
(applying 11th Circuit regional law for issue preclusion of claim constructions); Bayer AG v. Bio
vail Corp., 279 F.3d 1340, 1345 (Fed. Cir. 2002) ("Because the application of collateral estoppel 
is not a matter within the exclusive jurisdiction of this court, this court applies the law of the cir
cuit in which the district court sit[s]."); Int'l Gamco, Inc. v. Multimedia Games Inc., 732 F. Supp.  
2d 182, 1091 (S.D. Cal. 2010) ("Gamco's contention that the Federal Circuit has held that the con
struction must be essential to the final determinations . . . has no bearing on this Court's collateral 
estoppel determination under Ninth Circuit precedent.").  

32 Dana v. E.S. Originals, Inc., 342 F.3d 1320, 1327 (Fed. Cir. 2003) (Dyk, J., concurring); Vardon 
Golf Co. v. Karsten Mfg. Corp., 294 F.3d 1330, 1335-36 (Fed. Cir. 2002) (Dyk, J., concurring).  

33 Dana, 342 F.3d at 1327-28.  
4 Id. at 1328.
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this article focuses on a different prong, a statement of the current law will aid the 

reader. The current law is arranged by regional circuit, in line with the Federal Cir

cuit's decision to apply regional circuit law to collateral estoppel on claim construc

tion. Though the tests vary by the number of factors, all of the circuits apply some 
variation of the Restatement's test. 35 

3 1st Circuit: Amgen, Inc. v. F. Hoffman-La Roche Ltd., 494 F. Supp. 2d 54, 59 (D. Mass. 2007) 
(applying the Federal Circuit's test for issue preclusion that "(1) the issue is identical to one de
cided in the first action; (2) the issue was actually litigated in the first action; (3) resolution of the 
issue was essential to a final judgment in the first action; and (4) the party against whom estoppel 
is invoked had a full and fair opportunity to litigate the issue in the first action") (internal quota
tion omitted); 

2nd Circuit: Dynacore Holdings Corp. v. U.S. Philips Corp., 243 F. Supp. 2d 31, 35 (S.D.N.Y.  
2003) ("In order for collateral estoppel to apply, four elements must be met: (1) the issues raised 
in both proceedings must be identical; (2) the relevant issues must have been actually litigated and 
decided in the prior proceeding; (3) the party to be estopped must have had a full and fair oppor
tunity to litigate the issues in that prior proceeding; and (4) resolution of the issues must have been 
necessary to support a valid and final judgment on the merits.") (emphasis added); 

3rd Circuit: Arlington Indus., Inc. v. Bridgeport Fittings, Inc., 692 F. Supp. 2d 487, 500 (M.D.  
Penn. 2010) ("A finding of issue preclusion is appropriate when (1) the issue sought to be prec
luded is the same as that involved in the prior action; (2) the issue was actually litigated; (3) it was 
determined by a final and valid judgment; and (4) the determination was essential to the prior 
judgment.") (internal quotation omitted) (footnote omitted); 

4th Circuit: Hemphill v. Procter & Gamble Co., 258 F. Supp. 2d 410, 415-416 (D. Md. 2003) 
("There are four factors that must be met for collateral estoppel to apply: (1) the issue was identic
al to one decided in an earlier action; (2) the issue was actually litigated in the earlier action; (3) 
resolution of the issue was essential to a final judgment on the merits; and (4) the plaintiff had a 
full and fair opportunity to litigate the issue in the earlier action."); 

5th Circuit: Paltalk Holdings, Inc. v. Microsoft Corp., No. 2:06cv367-DF, 2008 WL 4830571, at 
*4 (E.D. Tex. July 29, 2008) ("[C]ollateral estoppel applies when: (1) the identical issue was pre
viously adjudicated; (2) the issue was actually litigated; and (3) the previous determination was 
necessary to the decision."); 

6th Circuit: ChriMar Sys., Inc. v. Foundry Networks, Inc., No. 06-13936, 2010 WL 3431606, at 
*1 (E.D. Mich. Apr. 23, 2010) ("In the Sixth Circuit, application of collateral estoppel requires 
that the precise issue be raised and actually litigated; that the determination must have been neces
sary to the outcome; that the proceeding resulted in a final judgment on the merits; and that the 
party against whom the estoppel is sought had a full and fair opportunity to litigate the issue."); 

7th Circuit: Shen Wei (USA), Inc. v. Ansell Healthcare Prods., Inc., Nos. 05 C 6003, 05 C 6004, 
2008 WL 5770849, at *2 (N.D. Ill. May 29, 2008) ("In the Seventh Circuit, the doctrine of colla
teral estoppel is applicable when: (1) the issue sought to be precluded is the same as that involved 
in the prior action, (2) that issue was actually litigated, (3) the determination of the issue was es
sential to the final judgment, and (4) the party against whom estoppel is invoked was fully 
represented in the prior action.") (internal quotations omitted); 

8th Circuit: DeKalb Genetics Corp. v. Syngenta Seeds, Inc., No. 4:06CVO1191 ERW, 2007 WL 
4564196, at *10 (E.D. Mo. Dec. 21, 2007) ("The Eighth Circuit has articulated four elements that 
are required for the application of collateral estoppel: (1) the issue sought to be precluded is iden
tical to the issue previously decided; (2) the prior action resulted in a final adjudication on the me
rits; (3) the party sought to be estopped was either a party or in privity with a party to the prior ac
tion; and (4) the party sought to be estopped was given a full and fair opportunity to be heard on 
the issue in the prior action.") (internal quotations omitted); 

9th Circuit: Int'l Gamco, 732 F. Supp. 2d at 1090 ("Under Ninth Circuit law, collateral estoppel 
applies if: (1) the issue necessarily decided at the previous proceeding is identical to the one which
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1. Identical Issue 

The first requirement for issue preclusion is that the issues presented in both 
litigations be identical. The issues must be exactly identical; merely similar issues 
do not qualify for issue preclusion. 36 An "issue" for the purposes of issue preclu
sion "is a single, certain and material point arising out of the allegations and con
tentions of the parties."37 

The Federal Circuit has held that the relevant issue for collateral estoppel on 
claim construction is the scope of the claims alone, outside any attachment to an in
fringement or validity determination.38 Further, courts have used collateral estoppel 
for the same language in different claims of the same patent3 9 or in a different pa
tent if it is of the same family using the same claim terms and a common specifica
tion.4 

is sought to be relitigated; (2) the first proceeding ended with a final judgment on the merits; and 
(3) the party against whom collateral estoppel is asserted was a party or in privity with a party in 
the first proceeding.") (internal quotations omitted); 

10th Circuit: Park Lake Res. LLC v. U.S. Dep't of Agric., 378 F.3d 1132, 1136 (10th Cir. 2004) 
("In general, issue preclusion applies when: (1) the issue previously decided is identical with the 
one presented in the action in question, (2) the prior action has been finally adjudicated on the me
rits, (3) the party against whom the doctrine is invoked was a party, or in privity with a party, to 
the prior adjudication, and (4) the party against whom the doctrine is raised had a full and fair op
portunity to litigate the issue in the prior action.") (internal quotations omitted); 

11th Circuit: In re McWhorter, 887 F.2d 1564, 1566 (11th Cir. 1989) ("To invoke collateral es
toppel, a party must demonstrate four elements: (1) the issue at stake must be identical to the one 
involved in the prior litigation; (2) the issue must have been actually litigated in the prior suit; (3) 
the determination of the issue in the prior litigation must have been a critical and necessary part of 
the judgment in that action; and (4) the party against whom the earlier decision is asserted must 
have had a full and fair opportunity to litigate the issue in the earlier proceeding.") (internal quota
tions omitted).  

36 Shapley v. Nev. Bd. of State Prison Comm'rs, 766 F.2d 404, 408 (9th Cir. 1985).  
37 Paine & Williams Co. v. Baldwin Rubber Co., 113 F.2d 840, 843 (6th Cir. 1940).  
38 See, e.g., In re Freeman, 30 F.3d 1459, 1466-67 (Fed. Cir. 1994) (holding patent claim scope en

titled to collateral estoppel); Pfaff v. Wells Elecs., Inc., 5 F.3d 514, 518 (Fed. Cir. 1993) 
("[W]here a determination of the scope of patent claims was made in a prior case, and the deter
mination was essential to the judgment there on the issue of infringement, there is collateral es
toppel in a later case on the scope of such claims.") (internal quotations omitted); see also Sec.  
People, Inc. v. Medeco Sec. Locks, Inc., 59 F. Supp. 2d 1040, 1044-45 (N.D. Cal. 1999), aff'd, 
243 F.3d 555 (Fed. Cir. 2000) (holding the scope of the claims had previously been litigated and 
were precluded).  

39 Hemphill v. Proctor & Gamble Co., 85 F. App'x 768, 767 (Fed. Cir. 2004) (unpublished) ("[T]he 
meaning of several claim terms in this litigation is identical to the meaning accorded those same 
terms in the earlier case. . . . Consequently, claim terms in claim 1 identical to terms defined in 
the previous action must carry that same meaning.").  

40 Tech. Licensing Corp. v. Thomson, Inc., No. CIV. 2:03-1329 WBS PAN, 2010 WL 843560, at 
*6-8 (E.D. Cal. Mar. 10, 2010) (applying collateral estoppel to hold that the terms "circuit" and 
"circuitry" were means-plus-function claims arising from a prior claim construction of a related 
patent from the same family that used the same terms and had a common specification).
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2. Issue Actually Litigated 

The second requirement is that the parties must have actually litigated the par
ticular issue in the prior proceeding. The burden of persuasion rests with the party 
asserting issue preclusion. 41 If the asserting party does not produce evidence the 
issue was actually litigated in the prior litigation, the current court may not apply 
issue preclusion. 42 In determining whether the issue was actually litigated, the 
court may examine the pleadings and evidence in addition to the prior court's ex
press finding in a valid judgment.43 

In general, this prong requires that the parties took the case to trial and the is
sue was actually litigated before a judge of competent jurisdiction.44 Some courts 
recognize an exception for stipulation if the parties have manifested an intention to 
be bound.45 Similar to stipulations, consent judgments may bind the parties if they 
too manifested an intention to that effect.4 6 

This element also requires that the previous court actually decided the issue.  
An issue is "decided" if it was directly raised in the pleadings, addressed by all par
ties, and decided by the court. 47 The issue present in the pleadings alone is not suf
ficient. 48 If a decision is ambiguous regarding the issue under consideration, a 
court may not say it was decided.49 However, if the issue either logically or practi
cally constituted a necessary component of the decision in the prior litigation, a 
court may deem the issue actually decided as an implied decision on the issue.50 

As applied to claim construction, a district court must actually construe the 
claims to have preclusive effect, not just hold for or against infringement. 5 1  The 

41 See Lundborg v. Phx. Leasing, Inc., 91 F.3d 265, 272 (1st Cir. 1996) (stating that when the party 
asserting issue preclusion failed to show the fraud issue was previously decided, it failed to carry 
its burden).  

42 Id.  

43 See Grip-Pak, Inc. v. Ill. Tool Works, Inc., 694 F.2d 466, 469 (7th Cir. 1982) (examining previous 
court's express finding); James Talcott, Inc. v. Allahabad Bank, Ltd., 444 F.2d 451, 459 n.7 (5th 
Cir. 1971) (examining the pleadings and evidence from the prior action).  

44 Sekaquaptewa v. MacDonald, 575 F.2d 239, 251 (9th Cir. 1978).  

45 Green v. Ancora-Citronelle Corp., 577 F.2d 1380, 1383 (9th Cir. 1978).  
46 Id.  

47 See Truck Ins. Exch. v. Ashland Oil, Inc., 951 F.2d 787, 792-93 (7th Cir. 1992) (stating that the 
issue was not precluded when it had been addressed, but not framed in the pleadings nor decided 
by the judge).  

48 In re Troy Dodson Constr. Co., 993 F.2d 1211, 1214 (5th Cir. 1993).  

49 See Barnes v. Hodel, 819 F.2d 250, 252 (9th Cir. 1987)(noting that petitioner failed to show the 
lots at issue were among the two million acres previously litigated and that, therefore, the issue 
was not precluded).  

50 Stoehr v. Mohamed, 244 F.3d 206, 208 (1st Cir. 2001).  

51 See P.A.T. Co. v. Ultrak, Inc., 948 F. Supp. 1518, 1520 (D. Kan. 1996) ("The doctrine of collater
al estoppel applies ... where a court previously construed patent claims.").
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Federal Circuit held that a stipulation meant only to apply to a particular, previous 
litigation did not meet the actually litigated prong in Pfizer, Inc. v. Teva Pharma
ceuticals, USA, Inc.52 However, absent a clear indication to retain the right to chal
lenge the claim construction, a consent order can preclude relitigation of claim con
struction.53 

3. Full and Fair Opportunity to Litigate 

The third element for issue preclusion is to comply with due process.54 To 
comply with due process, the party against whom issue preclusion is invoked must 
have been fully represented in the prior litigation.5 5 Issue preclusion is therefore 
inappropriate against a party not represented, whether directly or by similar inter
ests, in the prior litigation.56 A party can invoke overall fairness as a defense 
against issue preclusion, but courts will also examine the prior litigation's overall 
fairness only when: (1) the proceedings provided the parties with vastly different 
measures of procedural protection; (2) the prevailing party concealed material in
formation in the prior litigation; or (3) the issue was not relevant enough in the pre
vious litigation to afford a sufficient incentive to litigate. 57 In addition, issue prec
lusion can only be asserted against a party that lost the prior litigation or a party in 
privity with the losing party.58 A full treatment of privity for the purpose of issue 
preclusion is beyond the scope of this work.  

Due process prevents a court from holding a prior claim construction against 
a newly accused infringer who has not had its day in court.5 9 A district court may 
still look to the prior court's construction as instructive and adopt it if the defendant 

52 Pfizer, Inc. v. Teva Pharm. USA, Inc., 429 F.3d 1364, 1376 (Fed. Cir. 2005) ("Ranbaxy has not 
identified any legal doctrines that would compel us to adopt the stipulated construction. And to 
the extent Ranbaxy's argument addresses issue preclusion, we conclude that issue preclusion does 
not apply in this case. The district court noted that the stipulation presented to the court in the ear
lier litigation specifically stated that it was for the purposes of that litigation only. Because Ran
baxy does not dispute this finding, issue preclusion cannot apply to this case.") (internal citation 
omitted).  

5 San Huan New Materials High Tech, Inc. v. Int'l Trade Comm'n, 161 F.3d 1347, 1358 (Fed. Cir.  
1998) ("Absent an explicit reservation, the order itself precludes the [claim construction] chal
lenge now made. Having voluntarily entered into this agreement, due process is not violated by 
holding San Huan to its bargain.") (internal citation omitted).  

5 Avitia v. Metro. Club of Chicago, 924 F.2d 689, 691 (7th Cir. 1991).  
5 Havoco of Am., Ltd. v. Freeman, Atkins & Coleman, Ltd., 58 F.3d 303, 307 (7th Cir. 1995); 

SDDS, Inc. v. South Dakota, 994 F.2d 486, 492 (8th Cir. 1993); Khandhar v. Elfenbein, 943 F.2d 
244, 247 (2nd Cir. 1991); Klein v. Comm'r, 880 F.2d 260, 262 (10th Cir. 1989); Starker v. United 
States, 602 F.2d 1341, 1344 (9th Cir. 1979).  

56 Starker, 602 F.2d at 1348.  

57 Avitia, 924 F.2d at 691.  
58 SDDS, 994 F.2d at 492.  

59 Blonder-Tongue Labs., Inc. v. Univ. of Ill. Found., 402 U.S. 313, 329 (1971).
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does not offer any new and persuasive arguments. 60 Though rarely applied, the 
Court in Blonder-Tongue v. University of Illinois stated that issue preclusion will 
not apply in "one of those relatively rare instances where the courts wholly failed to 
grasp the technical subject matter and issues in suit." 61 Although the Court was 
concerned with patent validity, the reasoning can be equally applied to claim con
struction. The Federal Circuit has also emphasized that "an inappropriate inquiry is 
whether the prior finding of invalidity was correct; instead, the court is only to de
cide whether the patentee had a full and fair opportunity to litigate the validity of 
his patent in the prior unsuccessful suit." 62 

The Federal Circuit in Bayer AG v. Biovail Corp. stated that, at least without a 
full claim construction, new evidence unavailable at a previous litigation could pre
vent issue preclusion against an infringing product. 63 Bayer filed two lawsuits 
against Elan for infringement. 64 Elan had previously filed two abbreviated new 
drug applications (ANDAs) seeking Food and Drug Administration (FDA) approv
al for generic versions of Bayer's 30 mg and 60 mg high blood pressure medica
tion.65 Bayer filed a third lawsuit against Elan for its 30 mg generic commercial 
product. 66 The district court, affirmed by the Federal Circuit, held Elan's 30 mg 
ANDA did not infringe, although it "did not 'expressly' articulate a construction. .  

,,67 The district court in the 60 mg ANDA and the 30 mg commercial cases held 
collateral estoppel dictated noninfringement because "the court had to necessarily 
construe the. . . claims [based on previous findings.]"68 Bayer appealed the 60 mg 
ANDA and the 30 mg commercial drug decisions. 69 On appeal, the Federal Circuit 
noted that "[w]hile the legal issues are facially similar, the factual evidence prof

60 Burke, Inc. v. Bruno Indep. Living Aids, Inc., 183 F.3d 1334, 1337-38 (Fed. Cir. 1999) (import
ing claim construction from a prior nonprecedential opinion); Visto Corp. v. Research in Motion 
Ltd., 623 F. Supp. 2d 756, 766(E.D. Tex. 2008) ("[M]any of terms in the Visto patents-in-suit 
have been previously construed as part of previous litigations involving Visto. The court has care
fully reviewed these prior constructions in view of RIM's current claim construction arguments 
and concludes that the previous constructions are correct. The court therefore adopts the . . . con
structions from previous litigations."); Townshend Intellectual Prop., LLC v. Broadcom Corp., 
No. C-06-05118 JF (RS), 2008 WL 171039, at *2 (N.D. Cal. Jan. 18, 2008) (unpublished opinion) 
("Broadcom was not a party to the previous case, the Court will not subject it to collateral estoppel 
based upon the previous claim construction.").  

61 Blonder-Tongue, 402 U.S. at 333-34.  
62 Pharmacia & Upjohn Co. v. Mylan Pharm. Inc., 170 F.3d 1373, 1380 (Fed. Cir. 1999) (internal 

quotations omitted).  
63 Bayer AG v. Biovail Corp., 279 F.3d 1340, 1346-47 (Fed. Cir. 2002).  
64 Id. at 1342.  
65 Id 

66 Id 

67 Id. at 1344 (internal quotation omitted).  

68 Id. (internal quotation omitted).  
69 Bayer, 279 F.3d at 1345.
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fered in the 60 mg ANDA case differs from the evidence in the 30 mg ANDA 
case." 70 For the 60 mg ANDA case, "Bayer did not, presumably because at that 
time it could not, provide evidence of infringement by the ANDA tablet in the 30 
mg ANDA case." 71 By the time of the 60 mg ANDA litigation, Bayer "introduced 
evidence of actual infringement by a commercial tablet made under the specifica
tions of an allegedly identical ANDA. ... "72 Specifically, "[b]ecause neither party 
raised the issue of whether the tablets after manufacture would infringe, this court 

did not address whether the claims would include such tablets, even assuming Elan 
complied with its ANDA specification." 73 The Federal Circuit, construing Eleventh 
Circuit law, reversed on issue preclusion, noting that "neither the district court nor 
this court in the 30 mg ANDA case conducted a complete and binding claim con
struction of the relevant terms, either expressly or implicitly." 74 A single sentence 
related the scope of Bayer's patent "without any express reference to claim con
struction, [and so it was] a sandy foundation upon which to build a multi-storied 
collateral estoppel building."75 The case was remanded for a proper claim con
struction.76 Though the Federal Circuit focused some significant language on the 
lack of a full claim construction, the new evidence played a strong role in prevent
ing summary judgment for new cases.  

In ChriMar Systems, Inc. v. Foundry Networks, Inc., a district court held the 
discovery of new evidence that was available and within reach at the previous liti
gation did not suffice for the patentee to claim he did not have a full and fair oppor
tunity in the prior action. 77 In a previous litigation, ChriMar "was instructed to take 
additional discovery in the form of depositions to the extent that any of the witness 
declarations relied upon by Cisco was not adequate[,]" but "ChriMar did not avail 
itself of this opportunity." 78 The court held that ChriMar "should not now be heard 
to complain that it is being bound to findings that it could have contested more vi
gorously in the [previous] litigation, but chose not to."7 9 

70 Id. at 1346.  

71 Id.  
72 Id.  

73 Id. at 1347.  

74 Id.  

7 Bayer, 279 F.3d at 1347.  

76 Id. at 1349.  

77 ChriMar Sys., Inc. v. Foundry Networks, Inc., No. 06-13936, 2010 WL 3431606, at *4 (E.D.  
Mich. Apr. 23, 2010).  

78 Id.  

79 Id.
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4. Essential to a Final Judgment 

This element can be thought of as having two separate prongs: "finality" (a 
final judgment on the merits) and "necessity" (the issue was essential to that final 
judgment). For finality, the prior case need only decide the issue in a way that is 
sufficiently firm to have conclusive effect. 80 Factors indicating whether the deci
sion was sufficiently firm include "whether [1] the parties were fully heard, [2] the 
court supported its decision with a reasoned opinion, and [3] the decision was sub
ject to appeal."8 1 Finality can be subsumed into issue preclusion's second factor 
(actually decided). 82 For necessity, the issue in the prior litigation must have been 
essential to the decision. 83 However, if there are multiple, irreconcilable determina
tions of the issue in prior litigations, generally only the most recent court determi
nation will have issue preclusive effect. 84 

The bulk of academic literature focuses on the issue of Markman orders and 
finality.85 While this issue is not the focus of this article, it may benefit the reader 
to understand the current, unsettled state of the law in this area.  

One of the first cases to address the issue preclusive effect of a Markman 
hearing not attached to a final judgment was TM Patents, L.P. v. International 
Business Machines Corp.86 In TMPatents, the district court faced the question of a 

80 RESTATEMENT (SECOND) OF JUDGMENT 13 (1982); see also Martin v. Dep't. of Justice, 488 F.3d 
446, 455 (D.C. Cir. 2007) (noting that finality does not require appellate review).  

81 Abbott Labs. v. Andrx Pharm., Inc., 473 F.3d 1196, 1204 (Fed. Cir. 2007).  
82 TM Patents, L.P. v. Int'l Bus. Machs. Corp., 72 F. Supp. 2d 370, 375 (S.D.N.Y. 1999) ("Since in 

this particular case, the fourth element (finality) subsumes the second (actually decided), I will 
address them together.").  

83 See Novartis Pharm. Corp. v. Abbott Labs., 375 F.3d 1328, 1334 (Fed. Cir. 2004) (ruling against 
issue preclusion because accused infringer failed to prove that construction of the specific term 
was necessary to the prior noninfringement judgment).  

84 See Metromedia Co. v. Fugazy, 983 F.2d 350, 366 (2d Cir. 1992) (stating that the traditional rule 
holds the later judgment is given preclusive effect).  

85 See, e.g., James P. Bradley & Kelley J. Kubasta, Issue Preclusion as Applied to Claim Interpreta
tion, 10 TEX. INTELL. PROP. L.J. 323, 325 (2002) (discussing the role of issue preclusion in claim 
construction); Jonas McDavit, Putting the Cart Before the Horse: Obstacles to Using Issue Prec
lusion in a Post-Markman World, 34 AIPLA Q.J. 45, 46 (2006) (evaluating if Markman achieved 
its goal of uniformity); C. Joel Van Over, Collateral Estoppel and Markman Rulings: The Call for 
Uniformity, 45 ST. Louis U. L.J. 1151, 1152 (2001) (discussing if post-Markman, collateral estop
pel can and should be used to create uniformity in claim construction); Anthony M. Garza, Com
ment, Collateral Estoppel and Claim Construction Orders: Finality Problems and Vacatur Solu
tions, 6 COLUM. Scd. & TECH. L. REv. 4, 1 (2005) (discussing the "possibility of collateral estoppel 
based on patent claim construction independent of a decision on validity or infringement"); 
Buckmaster de Wolf & Mark L. Blake, Issue Preclusion of Markman Rulings, 19 FED. CIR. B.J.  
165, 165-66 (2009) (discussing the extent to which Markman has actually promoted uniformity); 
Timothy Le Duc, Note, The Application of Collateral Estoppel to Markman Rulings: The Search 
for Logical and Effective Preclusion of Patent Claim Constructions, 3 MINN. INTELL. PROP. REV.  
297, 298 (2002) (reviewing a split in lower courts on whether collateral estoppel should apply to 
Markman rulings).  

86 TM Patents, L.P. v. Int'l Bus. Machs. Corp., 72 F. Supp. 2d 370, 375 (S.D.N.Y. 1999).
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Markman ruling's finality when "the matter was settled before the jury had returned 
its verdict on the question of infringement." 87 The court held that issue preclusion 
for claim construction attaches even without a final judgment on the merits.8 8 The 
court reasoned, "A verdict would not have changed anything about [the] Markman 
rulings. Nothing more remained to be adjudicated; nothing more remained to be de
cided on the issue of claim construction." 8 9 The TM Patents court also held that 
Markman forced courts to revisit the Federal Circuit's requirement in A.B. Dick to 
condition issue preclusion on a trial verdict.90 Several other courts have followed 
the TMPatents approach. 91 

Another early case to address the issue preclusive effect of Markman hearings 
was Kollmorgen Corp. v. Yaskawa Electric Corp.92 In a prior litigation, a Wiscon
sin district court construed claims against Kollmorgen. 93 The parties then settled 
prior to a final judgment. 94 Yaskawa moved for the court to adopt the Wisconsin 
district court's claim construction. 95 The court, however, declined to follow TM 
Patents and instead held the claim construction was not final.9 6 For this court, fi
nality meant the opportunity to have the Federal Circuit review the claim construc
tion.97 Several courts have adopted the Kollmorgen approach or a variation based 
on principles set out in Kollmorgen.98 

87 Id 

88 Id.at 377.  
89 Id.  
90 Id. at 378-79.  

91 See, e.g., Smith & Nephew v. Arthrex, Inc., No. CV 04-29-MO, 2007 WL 1114229, at *2 (D. Or.  
Apr. 12, 2007) (applying issue preclusion to claims subject to a consent judgment, citing TM Pa
tents); Curtiss-Wright Flow Control Corp. v. Z & J Techs., 563 F. Supp. 2d 1109, 1121 (C.D. Cal.  
2007) (finding issue preclusion based on "reasons stated in TMPatents); Louisville Bedding Co.  
v. Perfect Fit Indus., Inc., 186 F. Supp. 2d 752, 757 (W.D. Ky. 2001), vacated, No. 3:98CV-560, 
2001 WL 34010716 (W.D. Ky. Dec. 17, 2001) (addressing an argument by citing TM Patents); 
Edberg v. CPI, 156 F. Supp. 2d 190, 195 (D. Conn. 2001) (comparing facts to and following the 
approach in TMPatents).  

92 Kollmorgen Corp. v. Yaskawa Elec. Corp., 147 F. Supp. 2d 464, 465 (W.D. Va. 2001).  

93 Id.  

94 Id.  

95 Id. at 466.  

96 Id. at 467-68.  
97 Id. at 469.  
98 See, e.g., Tex. Instruments, Inc. v. Linear Techs., Corp., 182 F. Supp. 2d 580, 588 (E.D. Tex.  

2002) (distinguishing but recognizing the "strong point regarding the importance of claim con
struction" made in Kolmorgen); Graco Children's Prods., Inc. v. Regalo Int'l, LLC, 77 F. Supp.  
2d 660, 663-64 (E.D. Pa. 1999) (recognizing an exception to issue preclusion when the party 
against whom preclusion is sought did not have review of the initial judgment); P.A.T. Co. v. Ul
trak, Inc., 948 F. Supp. 1518, 1520 (D. Kan. 1996) (recognizing the exception when review was 
impossible).
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Recently, the district court in International Gamco, Inc. v. Multimedia Games 
Inc. took a strong approach in favor of collateral estoppel. 99 In a previous litiga
tion, a Nevada court construed the patent claims at issue. 100 The parties entered in
to a settlement, and the case was dismissed with prejudice.10 ' The district court ap
plied Ninth Circuit law, where "a court approved settlement is a final judgment on 
the merits for purposes of collateral estoppel."10 2 Although noting the case would 
come out differently under Federal Circuit law, the district court stated that "the 
Federal Circuit must construe the relevant circuit law when determining collateral 
estoppel issues; in this case, Ninth Circuit law."10 3 In a striking blow, the court ar
ticulated that Ninth Circuit law did not even require the claim construction to be the 
reason for the settlement.10 4 Holding that all elements under Ninth Circuit law were 
met, the district court applied issue preclusion to the Nevada claim construction.105 

C. RF and Shire: The Federal Circuit Declines to Voice an Opinion 

1. Issue Preclusion for Pre-Markman Claim Construction 

In 1971, the Supreme Court established non-mutual issue preclusion in 
Blonder-Tongue Laboratories, Inc. v. University of Illinois Foundations.10 6 The 
Court held that a defendant may assert a prior judgment ruling the plaintiff's patent 
invalid as long as the plaintiff had a full and fair opportunity to litigate validity.10 7 

Although patent litigation can present complex issues, the Court reasoned that a 
second district court may not be any better suited than the first.10 8 The Court rec
ognized that issue preclusion can preserve judicial resources, especially in a matter 
as complex as patent invalidity.10 9 

Following Blonder-Tongue, the Federal Circuit narrowly defined when issue 
preclusion can apply to claim construction. In A.B. Dick Co. v. Burroughs Corp., 
patentee A.B. Dick sued Burroughs for infringement."4 At issue was a claim for a 

99 Int'l Gamco, Inc. v. Multimedia Games Inc., 732 F. Supp. 2d 1082, 1091-92 (S.D. Cal 2010).  
100 Id. at 1089.  

101 Id. at 1090.  
102 Id. at 1091 (citing Reyn's Pasta Bella, LLC v. Visa USA, Inc., 442 F.3d 741, 746 (9th Cir. 2006)).  
103 Id.  
104 Id. ("To be sure, the Federal Circuit has recognized that some circuits require for purposes of col

lateral estoppel that the previous determination [be] necessary to the decision, or that the determi
nation of the issue in the prior litigation must have been a critical and necessary part of the judg
ment in that action. However, such a requirement is not an element in the Ninth Circuit.") 
(internal citations and quotations omitted).  

105 Int'l Gamco, 732 F. Supp. 2d at 1092 
106 Blonder-Tongue Labs., Inc. v. Univ. of Ill. Found., 402 U.S. 313, 349-50 (1971).  

107 Id. at 347.  
108 Id. at 331-32.  

109 Id. at 339-40.  

110 A.B. Dick Co. v. Burroughs Corp., 713 F.2d 700, 701 (Fed. Cir. 1983).
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"fluid dropping recorder," useful for making an oscillographic trace of a waveform 
on a moving piece of paper.111 Mead had brought a declaratory judgment against 
A.B. Dick in a prior litigation, wherein the district court construed A.B. Dick's 
claims to require the drops to fall in a direction transverse to the paper's move
ment.112 The district court imported the prior district court's claim construction 
through issue preclusion, but the Federal Circuit reversed.113 Holding for a narrow 
application of issue preclusion, the Federal Circuit stated that "judicial statements 
regarding the scope of patent claims are entitled to collateral estoppel effect in a 
subsequent infringement suit only to the extent that determination of scope was es
sential to a final judgment on the question of validity or infringement; further, that 
such statements should be narrowly construed." 1 4 The Federal Circuit, therefore, 
tied claim construction to a final judgment on validity or infringement and not as a 
separate issue in and of itself for issue preclusion purposes.  

In Jackson Jordan, Inc. v. Plasser American Corp., the Federal Circuit con
tinued a narrow application of issue preclusion to claim construction."5 The court 
described a hypothetical case where a patentee "lost" the issue of claim construc
tion in a previous litigation but won on the issue of actual infringement.1 16 In such 
a case, the patentee would be unable to appeal. The court then cited the Restate
ment's exception to issue preclusion: inability to review." 7 Concerned with fair
ness, the court stated it would decline to apply issue preclusion to such a scena
rio. 118 

Later cases continued in this vein of tying claim construction to a final judg
ment of invalidity or infringement for issue preclusion..' In Pfaff v. Wells Elec
tronics, the Federal Circuit agreed to provide issue preclusive effect to the claim 
interpretation.120 In a prior litigation, the district court construed the claims to re

11 Id.  
112 Id. at 701-02.  
113 Id. at 704.  

114 Id.  
115 Jackson Jordan, Inc. v. Plasser Am. Corp., 747 F.2d 1567, 1575-76 (Fed. Cir. 1984).  
116 Id. at 1577-78.  

117 Id. (citing RESTATEMENT (SECOND) OF JUDGMENTS 28(1) (1982)).  

118 Id 

119 See, e.g., In re Freeman, 30 F.3d 1459, 1466 (Fed. Cir. 1994) ("This court has warned, however, 
that statements regarding the scope of patent claims made in a former adjudication should be nar
rowly construed. Additionally, to apply issue preclusion to a claim interpretation issue decided in 
a prior infringement adjudication, the interpretation of the claim had to be the reason for the loss 
[in the prior case] on the issue of infringement.") (internal citations and quotations omitted); Pfaff 
v. Wells Elecs., Inc., 5 F.3d 514, 518 (Fed. Cir. 1993) (finding issue preclusion on an issue neces
sary to the judgment of noninfringement in a previous case).  

120 Pfaff, 5 F.3d at 518.
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quire an element not met by the defendant's product.'2 ' The Federal Circuit agreed 
it was proper to import the prior litigation's claim interpretation under issue preclu
sion "insofar as it was necessary to the judgment of noninfringement in the pre
vious case."122 Supporting the notion that claim construction is not a stand-alone 
issue, the Federal Circuit stated that "judicial statements regarding the scope of pa
tent claims are hypothetical insofar as they purport to resolve the question of 
whether prior art or products not before the court would, respectively, anticipate or 
infringe the patent claims."12 3 

Though the Federal Circuit applied issue preclusion to claim construction be
fore Markman, it did so only in limited cases. Even when it did find issue preclu
sion, it would narrowly apply the construction. At least before Markman, the Fed
eral Circuit was reluctant to apply issue preclusion for claim terms. One logical 
inference is that the Federal Circuit viewed claim construction as an issue highly 
dependent on the accused product. This notion is further discussed in Part II, infra.  

2. The Federal Circuit on Issue Preclusion Post-Markman 

The landmark Supreme Court case Markman v. Westview Instruments, Inc.  
changed the claim construction landscape.124 A unanimous Court affirmed the Fed
eral Circuit en banc and held the scope of disputed claims to be a matter "exclusive
ly within the province of the court" and not an issue for the jury. 125 The Court ex
amined the sparse record of 18th-century patent case law, noting claims did not at 
all appear in early patents.126 Disputed terms in the specification, the functional 
equivalent to disputed claim terms, were not left to the jury.127 Resolving disputed 
claim terms, therefore, was not a preserved jury issue under the Seventh Amend
ment of the U.S. Constitution.128 The Court further analyzed its own history, find
ing no satisfactory conclusion.1 29 Citing functional concerns, the Court noted "[t]he 
construction of written instruments is one of those things that judges often do and 
are likely to do better than jurors unburdened by training in exegesis."' 3 4 Lastly, 
the Court turned to the policy of "uniformity in the treatment of a given patent[,]" 
determining that a court is better suited to serve this goal than a jury. '1 Uniformity 

121 Pfaff v. Wells Elecs., Inc., 9 U.S.P.Q.2d (BNA) 1366, 1370 (N.D. Ind. 1988).  
122 Pfaff, 5 F.3d at 518.  

123 Id. at 517 (citing A.B. Dick Co. v. Burroughs Corp., 713 F.2d 700, 704 (Fed. Cir. 1983)).  
124 Markman v. Westview Instruments, Inc., 517 U.S. 370 (1996)).  
125 Id. at 372.  
126 Id. at 378-79.  

127 Id. at 379-80.  
128 Id 

129 Id. at 384-88.  
130 Markman , 517 U.S. at 388.  

131 Id. at 390.
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promotes certainty in what constitutes the bounds of a patent, encouraging innova
tion and assuring the public of the rights that will eventually belong to it.13 2 

Since Markman, infringement was to be a two-step analysis: first, a judge de
termines the scope of the claims at issue; second, the jury determines as a matter of 
fact whether the defendant infringed the patent claims now construed, with the jury 
unable to reject the judge's construction. 133 More directly on point for this article, 
the Court stated in dicta that "issue preclusion would ordinarily foster uniformi
ty[,]" a chief goal of claimconstruction.' 3 4 

District courts differed on how to interpret Markman for precluding claim in
terpretation. This split is noted in Part I.B.4, supra. According to the TM Patents 
court, "Markman ushered in a new regime in patent claims construction."135 Prior 
to Markman, "disputes concerning the meaning of patent claims were submitted to 
a jury along with questions about validity and infringement," tying the two issues 
together. 136 Because parties litigate claim construction separately from the actual 
trial and the jury is not free to override the court's determination, "[i]t is hard to see 
how much more 'final' a determination can be."137 Further, granting issue preclu
sion to Markman hearings would further the Supreme Court's policy promoting un
iformity. 138 The court noted that the prior judge's "rulings are preclusive, not be
cause they were made before the jury returned a verdict, but because of the special 
finality of a Markman ruling in a patent case."139 It is interesting to note that the 
district court would adopt the prior litigation's claim construction even absent issue 
preclusion.140 

In contrast to TM Patents, the Kollmorgen court held a Markman ruling unat
tached to a final judgment has no preclusive effect. 141 The court specifically noted 
that the "essential to a final judgment" prong was lacking and holding that the TM 
Patents court incorrectly interpreted Markman.14 2 Addressing concerns about un

132 Id 

133 See id. at 388-90 (explaining why claim construction should be decided by a judge rather than a 
jury).  

134 Id. at 391.  

1 TM Patents v. Int'l Bus. Machs. Corp., 72 F. Supp. 2d 370, 376 (S.D.N.Y. 1999).  
136 Id 

137 Id 
138 Id. at 377.  

139 Id. at 378 n.2.  
140 Id. at 379 (noting that issue preclusion "is of marginal practical importance, because I agree with 

just about everything Judge Young did when he construed the claims in the EMC action").  
141 Kollmorgen Corp. v. Yaskawa Elec. Corp., 147 F. Supp. 2d 464, 466-67 (W.D. Va. 2001).  
142 Id. at 467 ("Although Markman did empower the judge, rather than the jury, to construe the patent 

scope and claim at issue, it did not single-handedly redefine 'finality' for collateral estoppel pur
poses.").
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iformity, the court determined that the lack of an ability to have the Federal Circuit, 

the sole appellate circuit capable of claim construction, review the claims prevents 

a claim interpretation from achieving issue preclusive status. 143 The court deter

mined that "Markman supports the promotion of uniformity, yet it does not stand 

for the blanketed adoption of patent constructions without first undergoing the Fed

eral Circuit's rigorous review."144 Lastly, as a policy concern, the court noted, "ap

plying collateral estoppel. . . to an unappealable order would have a chilling effect 

on settlements" as parties receiving an unfavorable Markman order would lose a 

valuable incentive. 14 5 

Neither TM Patents nor Kollmorgen were appealed to the Federal Circuit.  

The Federal Circuit did not substantively reach the preclusive effect of a Markman 

hearing until RF Delaware v. Pacific Keystone Technologies.14 6 Prior to RF Dela

ware, the Federal Circuit hinted that collateral estoppel should be narrow for claim 

construction. 147 Before RF Delaware, the plaintiff sued another defendant for pa

tent infringement in the Eastern District of Virginia.148 The Virginia court gave RF 

Delaware an adverse claim construction and held against literal infringement but 

noted a genuine issue of material fact under the doctrine of equivalents. 14 9 The par

ties settled before trial. 150 In a second action in Alabama, RF Delaware sued Pacif

ic Keystone Technologies, Inc. (Pacific) for infringement."' The Alabama court 

declined to use issue preclusion, but granted summary judgment for Pacific.15 2 RF 

Delaware appealed the ruling.15 3 The Federal Circuit applied Eleventh Circuit pro

cedural law, focusing on the finality prong in collateral estoppel. 5 4 The court noted 

that the parties were not fully heard, and there was no evidence of an evidentiary 

hearing (no Markman hearing) before partial summary judgment.15 5 However, the 

143 Id. at 467-68.  

144 Id. at 468.  

145 Id.  

146 RF Del., Inc. v. Pac. Keystone Techs., Inc., 326 F.3d 1255, 1260-61 (Fed. Cir. 2003).  

147 See Bayer AG v. Biovail Corp., 279 F.3d 1340, 1347 (Fed. Cir. 2002) (noting that the district 
court did not explicitly construe the claims and that "[b]ecause neither party raised the issue of 
whether the tablets after manufacture would infringe, this court did not address whether the claims 
would include such tablets").  

148 RF Del., 326 F.3d at 1259.  
149 Id. at 1261.  
150 Id.  

1 Id. at 1259.  
152 See id. (construing a claim term differently from prior litigation).  

153 Id.  

154 RFDel., 326 F.3d at 1260-62.  

155 Id. at 1261-62. The court noted also that the first court did not notify the parties that the orders 
could have issue preclusive effect, and so the partial summary judgment order was not sufficiently 
firm.
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Federal Circuit interpreted Eleventh Circuit law to potentially allow for issue prec
lusion if (1) there was an evidentiary hearing, (2) the first court notified the parties 
of the possibility of future issue preclusion, and (3) the court entered a final order 
approving the proposed settlement. 156 The court did not mention TM Patents or 
Kollmorgen, nor did the court expound on the effect of Markman, leaving the dis
trict courts split.  

A few months later, the Federal Circuit construed Eleventh Circuit law to al
low issue preclusion for a Markman order in Dana v. E.S. Originals, Inc. 157 Al
though Dana bears some resemblance to RF Delaware in that they both originated 
in the Eleventh Circuit, some notable differences caused the Federal Circuit to rule 
differently. In Dana, the first court "set forth its findings of fact and conclusions of 
law in fully reasoned opinions[,]" the Markman hearing "fully and finally resolved" 
the claim construction, and the court notified the parties of the potential for issue 
preclusion.158 

Between Dana and RF Delaware, the Federal Circuit left much unresolved.  
Namely, both rulings were narrowly construed according to Eleventh Circuit pro
cedural law, and the court did not resolve whether a stand-alone Markman order 
would have preclusive effect as per the debate between the TM Patents court and 
the Kollmorgen court. The Federal Circuit came close to analyzing this question in 
Shire LLC v. Sandoz, Inc.159 The court granted a petition for appeal to determine 
"whether a patentee who settles an earlier infringement case after a Markman ruling 
has issued is precluded under the doctrine of collateral estoppel from relitigating 
claim-construction issues determined in the prior case." 160 Unfortunately for lower 
courts and future litigants, the parties settled before appeal, leaving the question 
unanswered. 161 

II. Unique Circumstances for Claim Construction 

In evaluating issue preclusion for claim construction, one must take into ac
count claim construction's unique circumstances. Typically a patentee will bring 
suit against an alleged infringer. The parties will draft briefs proposing interpreta
tions of the claim terms at issue. Once adjudicated, the adopted claim construction 
has preclusive effect and can bind the patentee or other party involved in any future 
proceeding where the same patent is at issue and where the parties were in privity.  

156 Id. at 1261 (citing Christo v. Padgett, 223 F.3d 1324, 1339 (11th Cir. 2000)).  

157 Dana v. E.S. Originals, Inc., 342 F.3d 1320, 1325 (Fed. Cir. 2003).  
158 Id. at 1324.  

159 Shire LLC v. Sandoz, Inc., 345 F. App'x 535, 535 (Fed. Cir. 2009).  
160 Id 
161 See Shire LLC v. Sandoz, Inc., 368 F. App'x 116, 116 (Fed. Cir. 2009). This case also would 

have been the first time the Federal Circuit examined issue preclusion for claim construction out
side of the Eleventh Circuit.
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What makes claim construction unique is that this interpretation binds the parties 

even if the accused product is different or the same product infringes in a different 

way. A patent's value depends entirely on its claims' ability to cover an accused 
product in an infringement action. Under current law, the patent itself is now af

fected, which is a far bigger consequence than in typical cases outside patent law.  

Issue preclusion is meant to increase judicial efficiency while giving the par

ties a fair opportunity to litigate their claims. A system that sacrifices fairness tilts 

issue preclusion out of balance. This article argues that Markman hearings are held 

with the accused product in mind. The accused product influences the claim con

struction briefs and the judge's decision as to how to construe the claims. Because 
the accused product pervades all aspects of a Markman hearing, claim construction 

is not really a stand-alone issue, but rather tied to the specific infringement or inva
lidity accusation.162 

A. The Accused Product Affects How Parties Write Their Markman Briefs 

In an infringement proceeding, the district court generally focuses first on 

construing the claim terms at issue.163 Before trial, the court generally asks the par

ties to brief their proposed claim constructions, or write Markman briefs. Parties do 

not reference the accused product in their Markman briefs, but focus on the claim 

language, patent specification, prosecution history, and other claim evidence. De

spite this official silence, a party's position on claim interpretation is heavily influ

enced by the accused product.  

In SanDisk Corp. v. Memorex Products, Inc., knowledge of the accused prod

uct altered SanDisk's proposed claim construction.164 In a previous litigation, San
Disk accused Lexar Media of infringement. 165 The judge adopted SanDisk's con

struction, stating that each memory cell in the Flash EEprom memory must be 

grouped into partitioned sections166 and held Lexar infringed SanDisk's patent.16 7 

162 Other commentators have argued similar positions. See, e.g., Terril G. Lewis, Collateral Estoppel 

as Applied to the Construction of Patent Claims (Part II), 84 J. PAT. & TRADEMARK OFF. Soc'Y 47, 
65-66 (2002) ("Claims are not construed in a vacuum, but rather with regard to particular fact sit
uations, such as whether a claim is capable of encompassing a particular accused device or a par
ticular prior art reference, facts that are unlikely to be identical in a subsequent suit.").  

163 See Cybor Corp. v. FAS Tech., Inc. 138 F.3d 1448, 1454 (Fed. Cir. 1998) (en banc) ("An in

fringement analysis involves two steps. First, the court determines the scope and meaning of the 
patent claims asserted, . . . and then the properly construed claims are compared to the allegedly 
infringing device[.]") (internal citations omitted).  

164 See SanDisk Corp. v. Memorex Prods., Inc., 415 F.3d 1278, 1290 (Fed. Cir. 2005) (noting that 

Ritek pointed out that SanDisk proposed a different claim construction from its previous argu
ments).  

165 SanDisk Corp. v. Lexar Media, Inc., 91 F.Supp.2d 1327, 1329 (N.D. Cal. 2000); SanDisk Corp. v.  

Lexar Media, Inc., No. C 98-01115 CRB, 1999 WL 129512, at *3 (N.D. Cal. Mar. 4, 1999).  
166 SanDisk, 1999 WL 129512, at *3.  
167 SanDisk, 91 F.Supp.2d at 1329.
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SanDisk later brought an infringement action against Memorex as well as other de
fendants, seeking a preliminary injunction based on the Lexar court's claim con
struction.168 The trial court denied the preliminary injunction because one of the 
defendant's products did not have all of the memory grouped into partitioned sec
tions.169 After more extensive discovery, SanDisk changed its proposed construc
tion to a broader reading, encompassing the accused products.170 On appeal, the 
Federal Circuit disagreed with one of the defendants who argued that "SanDisk 
should be estopped from playing fast and loose with the courts by changing the 
meanings of its patent claims simply because its interests have changed now that it 
knows how [the] products work."' 7 ' The Federal Circuit noted that "[a]fter discov
ery the court expects the parties to refine the disputed issues and learn more about 
the claim terms and technology, at which point a more accurate claim construction 
can be attempted." 7 2 This line reveals how porous the boundary is between claim 
construction and infringement: the claim terms are more accurately defined only 
after further discovery of the accused product.  

Shire v. Impax provides one example where the parties argued differently than 
one may expect ex ante.173 Shire, the patentee, argued for a narrower construction 
than the defendant.' 7 4 In construing the term "amphetamine salts," Shire argued 
that "amphetamine" was limited to the chemical compound 1-phenyl-2
aminopropane, while the term "salt" meant "a compound formed by the interaction 
of an acid and a base."17 5 Impax argued, however, that "amphetamine salts" in
cluded a broader range of compounds, a range encompassing "methylphenidate."' 76 

Shire argued they had disclaimed a broad construction during prosecution, and so 
"amphetamine salts" was not to include methylphenidate.' 77 Because Shire argued 
against a broad reading, there is something other than broad-versus-narrow motivat
ing the construction. Perhaps Shire was trying to get around an invalidity conten
tion. If so, a narrow reading would suffice to cover this accused product, and Shire 
therefore proffered a claim construction organized around the accused product.  

168 SanDisk, 415 F.3d at 1283.  
169 Id. at 1290-92.  

170 See id. at 1290 (pointing out that SanDisk changed the proposed meanings of its patent claims).  

171 Id. (internal citations and quotations omitted).  

172 Id. at 1291.  

173 Shire Labs., Inc. v. Impax Labs., Inc., No. 03-CV-1164, 2005 WL 319983, at *1 (D. Del. Feb. 9, 
2005).  

174 Plaintiff Shire Laboratories Inc.'s Answer to Impax's Claim Construction Brief Regarding the 
6,332,819 and the 6,605,300 Patents at 28-32, Shire Labs., Inc. v. Impax Labs., Inc., No. 03-CV
1164, 2005 WL 319983 (D. Del. Feb. 9, 2005) (No. 03-1164 GMS).  

175 Id. at 31.  
176 Id 
177 Id. at 30.
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In a second proceeding, a repeat defendant can be just as disadvantaged as a 

plaintiff, as was the case in TiVo, Inc. v. EchoStar Corp.178 In a prior proceeding, 

the plaintiff brought an infringement action against the defendant, winning a per
manent injunction.179 The defendant attempted to design around the patent to create 

a non-infringing version of the device, but was brought to the district court for con

tempt proceedings. 180 There were various claim terms at issue. One notable issue 
surrounded a claim limitation: "parses video and audio data from said broadcast da
ta." 181 EchoStar argued that its new software did not meet the claim limitation be

cause its packet-identifier (PID) filter only "looked at the header of a data packet" 
instead of the "payload where the video and audio are contained." 18 2 TiVo coun
tered that the district court's construction of the term "parses" to broadly mean 

"analyzes" precluded EchoStar, as this construction was never challenged. 18 3 The 
district court agreed with TiVo and did not revisit its claim construction even 
though "both parties have switched positions on this issue."184 In the prior litiga

tion, EchoStar's software did not bring this in issue and so was content with a broad 

construction. The prior Markman hearing bound EchoStar in this new proceeding, 
even though its product infringed in a different manner.  

B. Judicial Procedures Recognize that Markman Briefs are Product
Specific 

Not only do the parties focus on the accused product in writing their Mark

man briefs, but many judges recognize this focus through their procedural patent 
rules. One source judges may turn to in scheduling the claim construction hearing is 
the Patent Case Management Judicial Guide (the Guide). 185 According to the 

Guide, although "discovery relating to the structure and function of accused devices 
or a patent holder's own products might seem unnecessary. . . . [i]t is only by 
knowing the details of the accused product that the parties are able to determine 

which claim terms need construction[.]" 186 Thus, the accused product plays an im
portant role in claim construction from the outset. The Guide notes that "discovery 
in advance of claim construction is quite common." 187 Though the Guide cautions 

178 TiVo, Inc. v. EchoStar Corp., 597 F.3d 1247 (Fed. Cir. 2010), reh'g en banc granted, vacated, 
376 F. App'x 21 (Fed. Cir. 2010).  

179 Id. at 1251.  

180 Id. at 1251-52.  

181 Id. at 1254.  
182 Id. at 1256.  

183 Id.  

184 TiVo, 597 F.3dat 1256-57.  
185 PETER S. MENELL ET AL., PATENT CASE MANAGEMENT JUDICIAL GUIDE 2.1.1 (Federal Judicial 

Center eds. 2010).  

186 Id. 2.1.1.2.1 (internal citations omitted).  
187 Id.
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against using the accused product for claim terms, this focus on the accused product 
furthers the notion that claims are not construed in a vacuum. Although prior Fed
eral Circuit authority cautioned against considering the accused device during claim 
construction,188 the Federal Circuit has recently approved the matter. 18 9 A court's 
comfort with the accused product reveals proximity between infringement and 
claim construction. This proximity suggests the issues are neither unique nor sepa
rate and that the issue is not "what does this claim term mean?" but rather "what 
does this claim term mean in light of how this accused product infringes?" 

In Wilson Sporting Goods Co. v. Hillerich & Bradsby Co., the Federal Circuit 
indicated some unity among claim construction and infringement, at least in the 
context of appellate review. 190 The parties appealed a district court's claim con
struction order, stipulating that the accused device did not infringe the claims as 
construed. 191 Neither the parties nor the district court provided any information 
about the accused product to the appellate court.192 Because "[t]his court reviews 
claim construction only as necessary to reach [a] final judgment on . . . infringe
ment[,]" it follows that "the legal function of giving meaning to claim terms always 
takes place in the context of a specific accused infringing device or process." 193 

Further, the Federal Circuit noted that although "a trial court should certainly not 
prejudge the ultimate infringement analysis by construing claims with an aim to in
clude or exclude an accused product or process, knowledge of that product or 
process provides meaningful context for the first step of the infringement analysis, 
claim construction."1 94 Specifically, knowledge of the accused device is a step to
wards "the complete context for accurate claim construction."195 Because the court 
lacked the accused product's context, the court "[could not] fully and confidently 
review the infringement judgment, including its claim construction component." 196 

Although the accused product is not supposed to color the court's claim construc

188 SRI Int'l v. Matsushita Elec. Corp. of Am., 775 F.2d 1107, 1118 (Fed. Cir. 1985) (en banc) ("It is 
only after the claims have been construed without reference to the accused device that the claims, 
as so construed, are applied to the accused device to determine infringement.") (emphasis omit
ted).  

189 Wilson Sporting Goods Co. v. Hillerich & Bradsby Co., 442 F.3d 1322, 1327 (Fed. Cir. 2006) 
(quoting Pall Corp. v. Hemasure Inc., 181 F.3d 1305, 1308 (Fed. Cir. 1999)) ("Although the con
struction of the claim is independent of the device charged with infringement, it is convenient for 
the court to concentrate on those aspects of the claim whose relation to the accused device is in 
dispute.").  

190 Id. at 1326-27.  

191 Id. at 1324.  
192 Id at 1327.  

193 Id. at 1326.  
194 Id. at 1326-27.  

195 Wilson, 442 F.3d at 1327.  
196 Id at 1330.
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tion, one can easily imagine some taint from the accused product slipping into the 
judge's mind.  

Shortly after Wilson, the Federal Circuit was asked to review a district court's 
claim construction without facts about the accused product in Lava Trading, Inc. v.  
Sonic Trading Management, LLC. 197 The Federal Circuit noted that "[w]ithout 
knowledge of the accused products, this court ... lacks a proper context for an ac
curate claim construction." 198 The court went on to construe the claims and re
versed the trial court's interpretation as best it could with only the patent in hand. 199 

The court's reluctance to construe the claims without the accused product as "con
text" reveals proximity between the accused product and the claim interpretation.  
Dissenting, Circuit Judge Mayer noted that the court "set [itself] up to have to de
cide claim construction again later, which could well differ from the ruling today" 
because "claim construction is treated as a matter of law chimerically devoid of un
derlying factual determinations[.]" 20 0 Circuit Judge Mayer's tone reveals an unwil
lingness to consider claim construction absent the accused product. This distaste in 
the majority and dissent reveals how close the claim construction and infringement 
issues are in judges' minds. 201 

A district court judge has other tools to prevent the accused product's taint on 
claim construction. For one, a judge may hire a technical advisor, a special master, 
or an expert witness beyond the reach of either party.202 Further, a court is "free to 
devise its own construction of claim terms rather than adopt a construction pro
posed by either of the parties."203 To be fair, a judge's claim construction ruling 
may not be as swayed as the parties would choose, suggesting a more objective 
claim construction. Despite this increased judicial objectivity, the importation of 
the accused product reveals a bit more product-sensitivity than would be fair for is
sue preclusion for different infringement contentions.  

III. The Proposed Standard 
Because claim construction issues are always tied to the accused products, is

sue preclusion should not attach to claim construction alone. Rather, issue preclu
sion should only apply if the infringement question, as a whole, is the same. Spe
cifically, courts should characterize the identical issues prong as requiring the same 

197 Lava Trading, Inc. v. Sonic Trading Mgmt., LLC, 445 F.3d 1348, 1350 (Fed. Cir. 2006).  
198 Id 

199 Id. at 1355.  

200 Id. (Mayer, J., dissenting).  

201 See Mass. Inst. Of Tech. & Elecs. for Imaging, Inc. v. Abacus Software, 462 F.3d 1344, 1351 
(Fed. Cir. 2006) ("While it is highly undesirable to consider these [claim construction] issues in 
the abstract, . .. we have proceeded to do so.").  

202 MENELL ET AL., supra note 185, 5.1.2.2.2.  

203 Id. 5.1.4.4.
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infringement contention in both litigations, encompassing both claim construction 
of the relevant terms and the way this accused product infringes. The issue for col
lateral estoppel should be "what does this claim term mean in light of the way this 
accused product infringes?" rather than "what does this claim term mean?" This 
narrower question matches the reality of litigation from all perspectives. If either 
element is different, it is no longer the identical issue, and issue preclusion is no 
longer appropriate.  

In the event the accused products are different or different claim terms are at 
issue, the subsequent court should allow the parties to brief their positions but may 
give reasoned deference to the previous court's construction.2 04 Courts have articu
lated this standard before Markman.20 5 As Markman did not successfully decouple 
claim construction from infringement as stated above, a return to pre-Markman ju
risprudence on claim construction would be the most fair.  

IV. Policy Considerations 

Under the current standard, repeat litigators (or those in privity with repeat li
tigators) are estopped from arguing a different claim construction if the first court 
actually construed the claims, and the claim terms were necessary for the litigation 
that ended in a final judgment. The same claim construction applies even if the ac
cused product is different. Although new parties are not bound to a prior construc
tion, judges may give reasoned deference to the prior adjudication. The proposed 
standard in Part III, supra, loosens when issue preclusion can bind parties. Parties 
would only be bound to a prior claim construction when the infringement method is 
the same in both litigations. It follows therefore that a case involving a newly ac
cused product may not prevent parties from litigating claim construction. However, 
judges may give reasoned deference to a prior construction, as they may already do 
under the current standard when issue preclusion in unavailable. Overall, the new 
and proposed standards only diverge when the products are the same but the parties 
are different.  

204 Many courts have taken the "reasoned deference" approach when issue preclusion is inapplicable 

but no new arguments are offered. See, e.g., Finistar Corp. v. DirecTV Grp., Inc., 523 F.3d 1323, 
1329 (Fed. Cir. 2008) ("In the interest of uniformity and correctness, [the Federal Circuit] consults 
the claim analysis of different district courts on the identical terms in the context of the same pa
tent."); Visto Corp. v. Sproqit Techs., Inc., 445 F. Supp. 2d 1104, 1108 (N.D. Cal. 2006) ("The 
court concludes [the order of the previous court] is entitled to 'reasoned deference,' with such de
ference turning on the persuasiveness of the order[.]").  

205 Del Mar Avionics, Inc. v. Quinton Instrument Co., 836 F.2d 1320, 1324 (Fed. Cir. 1987) ("A de
vice not previously before the court, and shown to differ from those structures previously litigated, 
requires determination on its own facts."); A.B. Dick Co. v. Burroughs Corp., 713 F.2d 700, 704 
(Fed. Cir. 1983) (holding "that judicial statements regarding the scope of patent claims are entitled 
to collateral estoppel in a subsequent infringement suit only to the extent that determination of 
scope was essential to a final judgment on the question of validity or infringement").
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The current standard has many attractions. Commentators and courts alike 
understandably have been drawn to increasing certainty and conserving judicial re
sources whenever reasonably possible. Allowing issue preclusion for claim con
struction separate from infringement brings with it certainty and efficiency. Some 
may argue the certainty promotes settlements, as the parties have a strong reference 
point that anchors the set of possible trial outcomes. Efficiency is especially impor
tant in patent law, where litigation is particularly expensive. If we do not believe a 
second court is any more likely to succeed than a first court in claim interpretation, 
there is no inherent bias. Thus, so the argument goes, allowing collateral estoppel 
for claim construction as a stand-alone issue provides benefits without much detri
ment. Further, the current standard forces district courts to respect others' deci
sions. This has the desirable effect of reducing forum shopping, as a patentee who 
previously received an adverse judgment is sure to receive the same claim construc
tion no matter what court he or she brings suit.  

Despite its attractions, a closer look at the current standard reveals its disad
vantages and potential bias. As discussed in Part II, supra, claim construction only 
has value when attached to an infringement determination. As parties argue over 
certain claim terms with an eye on the accused device, they can bind themselves 
with unpredictable consequences for future products. This cabining affects both 
patentees and repeat defendants. 206 Further, there may be a bias against patentees.  
Presumably patentees are more likely to be repeat litigators over the claim terms 
than defendants. Because patentees are more likely to be in court and issue preclu
sion only binds prior parties, patentees may be more likely to be bound to a prior 
claim construction. Thus, there may be an unfair bias with far-reaching conse
quences. Issue preclusion affects all future infringement actions resulting from this 
patent, going further than is fair under the doctrine.  

At least one court has articulated the dangers of doing away with collateral es
toppel when a newly accused product is at issue.207 In Smith & Nephew, Inc. v.  
Arthrex, Inc., the plaintiff argued that because a prior litigation "involved a differ
ent accused device, the prior claim construction does not apply." 20 8 The court arti
culated that "[t]he whole point of [claim construction] is to give the world notice of 
the claimed invention." 209 Further, if the court were to adopt a new construction for 
a new device, "the public notice function of patent claims would be under

206 See TiVo, Inc. v. EchoStar Corp., 597 F.3d 1247 (Fed. Cir. 2010), (affirming infringement when 
the defendant attempted to design around a prior infringing device only to be precluded by a pre
viously argued claim term), reh'g en banc granted, vacated, 376 F. App'x 21 (Fed. Cir. 2010).  

207 Smith & Nephew, Inc. v. Arthrex, Inc., No. CV 04-29-MO, 2007 WL 1114229, at *1-2 (D. Or.  
Apr. 12, 2007).  

208 Id. at *1. The parties' briefs are under seal. The quotes are from the judge's opinion only.  
209 Id
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mined[.]" 210 Despite "the patentee's difficult position of having to foresee potential 
impacts of claim construction that may not be raised by the case at hand[,]" the 
court held "the goals of uniformity, consistency, and public notice would be com
pletely undermined if the patentee were allowed to change the meaning of the pa
tent words based on the facts of a given case." 211 The judge held the prior litigation 
precluded litigating claim construction in this action.2 12 

The Smith & Nephew court's doom-and-gloom approach to altering issue 
preclusion for claim construction is not well founded. First and foremost, current 
issue preclusion cannot bind a party that was not in privity to the initial litigation.  
Any "public notice" on the claim construction is only in reference to what can bind 
the patentee or repeat defendant and can be challenged by any newly accused in
fringer. The supposedly vital public notice function of Markman hearings has no 
binding effect on the world outside the parties in the litigation. At most, the rest of 
the world is forced to rely on reasoned deference, should the judge choose to in
voke it. The new standard does not change this but rather evens the playing field 
among all the plaintiff's competitors. Instead of a slant against the previous party, 
all actors have an equal shot. Because of due process, there is a bias against pre
vious parties in issue preclusion. By connecting issue preclusion only to claim con
struction, the bias against previous parties continues to the unfair disadvantage of 
the patentee or repeat defendant. Attaching issue preclusion to the claim construc
tion plus accused method of infringement evens the playing field.  

One could also argue that the stare decisis effect would be completely under
mined. Because of a presumption of accuracy, attorneys often reference case law 
when discussing terms in their Markman briefs.2 13 As a counter to this point, rea
soned deference would serve just as well. The terms under current law only have 
an influential rather than binding effect. Substituting a reasoned deference ap
proach would leave this function intact.  

Some might say the proposed standard would hamper judicial efficiency. For 
one, parties would be less likely to settle knowing they could challenge a prior 
claim construction. 214 Not only would it waste precious court resources, it could 
bias weaker defendants, forcing them to choose between an expensive Markman 

210 Id 
211 Id. at *2.  

212 Id. at *4.  

213 See U.S. Bancorp Mortg. Co. v. Bonner Mall P'ship, 513 U.S. 18, 26 (1994) ("Judicial precedents 
are presumptively correct and valuable to the legal community as a whole.").  

214 See Blonder-Tongue Labs., Inc. v. Univ. of Ill. Found., 402 U.S. 313, 334-49 (1971) (discussing 
economic consequences of narrowing collateral estoppel in patent claim constructions).
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hearing and settling the case unfavorably.2 15 This could chill design-around inno
vation and strengthen the patentee's monopoly beyond the Patent Act's intended 
scope. Although this is a concern, it depends on where one sets the baseline. One 
could look at the status quo as a subsidy for new infringers, as issue preclusion fa
vors new parties. Instead of the proposed standard being a bias against them, it 
merely takes away their current unfair advantage. Further, new parties are able to 
challenge the old claim construction under current law, so the current standard of
fers no more of an advantage than the proposed standard would.  

Some may argue that even if issue preclusion would not apply, judicial estop
pel would prevent the patentee from changing its construction in a subsequent liti
gation. Judicial estoppel is a discretionary doctrine to prevent litigants from taking 
advantage of the judicial system by taking a position that contradicts or is inconsis
tent with a prior position successfully asserted in a prior judicial or administrative 
proceeding. 216 Judicial estoppel is far less of a concern, as it is (1) discretionary 
and (2) based on fairness before the court rather than on efficiency. 217 Patentees as
serting a different construction are not playing "fast and loose" with the court sys
tem, but rather evaluating their overall infringement approach. The same policy ar
guments apply to judicial estoppel as they do to issue preclusion.  

Adopting the proposed standard brings the scales back into balance without 
drastically altering the current standard's benefits. As a benefit under this new 
standard, prior parties can examine the accused device and offer claim construc
tions as appropriate, free from the prior product's taint. Their positions must be 
bound to reason, as a judge will look at the prior court's claim construction and 
may give it reasoned deference if its arguments are convincing. This new standard 
allows the parties a reasonable chance to be heard.  

Further, the new standard may actually have a beneficial effect on design
around innovation. The prior court may have broadly interpreted a claim term the 

215 See Joel Van Over, Collateral Estoppel and Markman Rulings: The Call/for Uniformity, 45 ST.  
Louis U. L.J. 1151, 1176 (2001) (stating that a stronger patentee is in an advantageous position 
when a weaker defendant is forced to pay high litigation expenses).  

216 Zender v. United States, 547 U.S. 489, 504 (2006) ("Although this estoppel doctrine is equitable 
and thus cannot be reduced to a precise formula or test, 'several factors typically inform the deci
sion whether to apply the doctrine in a particular case: First, a party's later position must be clearly 
inconsistent with its earlier position. Second, courts regularly inquire whether the party has suc
ceeded in persuading a court to accept that party's earlier position. . . . A third consideration is 
whether the party seeking to assert an inconsistent position would derive an unfair advantage or 
impose an unfair detriment on the opposing party if not estopped."') (internal citations omitted).  

217 SanDisk Corp. v. Memorex Prods., Inc., 415 F.3d 1278, 1290 (Fed. Cir. 2005) (allowing the pa
tentee to argue for a broader claim construction than previously, because "[i]t is within the trial 
court's discretion to invoke judicial estoppel and preclude an argument").
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defendant did not find worth fighting over.218 If the defendant created a product 
that worked around some of the other claim terms but would be caught by this 
broad term, that defendant would normally be precluded from arguing a different 
construction. This could cause a chill on design-around innovation. The proposed 
standard at least unlocks the door, giving the innovator a fair chance to create a use
ful product and argue a favorable construction.  

As stated above, the current standard's benefits are not all they appear to be.  
Any predictability and uniformity through binding authority only applies to prior 
parties. The world at large can only rely on reasoned deference, which remains un
touched in the proposed standard. The judicial efficiency under the current stan
dard is at the expense of fairness to prior parties, throwing out the baby with the 
bathwater. Such a sacrifice of fairness goes beyond issue preclusion's mandate.  
By bringing the scope of issue preclusion back to its original scale, fairness for both 
parties is gained while little efficiency is lost.  

V. Conclusion 

Issue preclusion is a valuable judicial doctrine to promote efficiency and fi
nality, but it is not without its limits. As applied to claim construction, issue prec
lusion can overstep its bounds and harm both the patentee and the accused infring
er. Claim construction only exists in connection with an accused product and is 
heavily influenced by that product. Recognizing this link, courts would be fairer in 
applying issue preclusion if they only applied the doctrine when the claim construc
tion and infringement issues overlap. This standard would greatly promote fairness 
in patent proceedings while only superficially damaging claim construction's public 
notice function.

218 See TiVo, Inc. v. EchoStar Corp., 597 F.3d 1247, 1254 (Fed. Cir. 2010) (noting that the defendant 
attempted to design around a prior infringing device only to be precluded by a previously argued 
claim term), reh'g en banc granted, vacated, 376 F. App'x 21 (Fed. Cir. 2010).
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I. Introduction 

The United States Supreme Court recently held in Bilski v. Kappos that busi
ness methods may be eligible subject matter for patents.' The Court reiterated that 
as a matter of long-standing precedent, the patent system categorically excludes 
"laws of nature, physical phenomena, and abstract ideas"2 (such as science, nature, 
and ideas), despite the broad categorical language recited in Section 101: "Whoever 
invents or discovers any new and useful process, machine, manufacture, or compo

Associate Professor, DePaul University College of Law, Chicago, IL. The author was Counsel of 
Record for law professors and AARP in the Bilski case in the Supreme Court and in the Federal 
Circuit, and co-counsel for the American Medical Association and other medical organizations in 
the Myriad case in the Federal Circuit and in the District Court. The author thanks the many 
people who have contributed in various ways to this article. A more extensive historical treatment 
of subject matter eligibility is the subject of a forthcoming book: JOSHUA D. SARNOFF, PATENTS 
AND MORALITY: RELIGION, SCIENCE, NATURE, AND THE LAW (Edward Elgar Press forthcoming 
2011). A more extensive theoretical treatment of the benefits of relying on subject matter eligibil
ity doctrine is the subject of a forthcoming article: Joshua D. Sarnoff, Patent Eligible Inventions 
After Bilski: History and Theory, HASTINGS L.J. (forthcoming 2011), draft available at 
http://ssm.com/abstract=1757272.  

1 See Bilski v. Kappos, 130 S. Ct. 3218, 3228-29 (2010) (providing reasons why 101 does not call 
for complete exclusion of all business methods).  

2 Id. at 3225; Diamond v. Chakrabarty, 447 U.S. 303, 309 (1980) (citing, inter alia, O'Reilly v.  
Morse, 56 U.S. (15 How.) 62, 112-21 (1853); Le Roy v. Tatham, 55 U.S. (14 How.) 156, 175 
(1853)).
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sition of matter . . . may obtain a patent therefor." 3 The Court invited the U.S.  
Court of Appeals for the Federal Circuit to specify narrower categories or classes of 
abstract ideas that would provide the public with greater certainty of what can qual
ify as eligible and what cannot.4 

The Federal Circuit is now issuing a burgeoning set of eligibility decisions 
regarding a wide range of practical and useful medical and biotechnology applica
tions, such as the Prometheus medical treatment method cases and the Myriad iso
lated genetic sequence and diagnostics method case.6 Notwithstanding the Su
preme Court's invitation, the Federal Circuit under Chief Judge Rader has signaled 
its desire to avoid reliance on categorical eligibility exclusions whenever possible, 
requiring "recognition that this disqualifying characteristic should exhibit itself so 
manifestly as to override the broad statutory categories of eligible subject matter 
and the statutory context that directs primary attention on the patentability criteria 
of the rest of the Patent Act."7  These patentability criteria are novelty, non
obviousness (inventive step), and adequacy of the disclosure in describing the in
vention and enabling others to use it.8 Implicit in this effort to avoid eligibility ex
clusions is the view that Section 101 largely duplicates patentability criteria in pre
venting the issuance of bad patents-bad in the sense of not being really 
innovative 9 -and that there is no field of scientific, technological, or other func
tional endeavor for which the patent system would categorically impede rather than 
promote innovation.1 0 

This article briefly explains the current and conflicting doctrinal standards for 
eligibility exclusions adopted by the Supreme Court in Bilski that the Federal Cir
cuit and the U.S. Patent and Trademark Office (PTO) will have to apply to claims 
for the discovery of medical and biotechnological inventions in Part II. Part III 

35 U.S.C. 101 (2006).  
4 See Bilski, 130 S. Ct. at 3229 (leaving open the possibility of some patentable business methods).  

5 See Prometheus Labs. Inc. v. Mayo Collaborative Servs., 628 F.3d 1347, 1347 (Fed. Cir. 2010), 
petition for cert. filed, 79 U.S.L.W. 3554 (U.S. Mar. 17, 2011) (No. 10-1150) (holding that me
thod claims reciting natural medical correlations and for calibrating dosages of drugs were patent
eligible matter).  

6 See Ass'n for Molecular Pathology v. U.S. Patent & Trademark Office (Myriad), 702 F. Supp. 2d 
181, 181 (S.D.N.Y. 2010), appeal docketed, No. 2010-1406 (Fed. Cir. June 22, 2010) (holding 
that patents for isolated DNA molecules and patents for methods of analyzing gene sequences 
were invalid).  

7 Research Corp. Techs., Inc. v. Microsoft Corp., 627 F.3d 859, 868 (Fed. Cir. 2010).  
8 See 35 U.S.C. 102, 103(a), 112 1 (2006) (addressing novelty, non-obviousness, and adequacy 

in describing and enabling inventions, respectively).  

9 Stefania Fusco, In re Bilski: A Conversation with Judge Randall Rader and a First Look at the 
BPAI's Cases, 20 ALB. L.J. Sci. & TECH. 123, 145 (2010); see Michael Risch, Forward to the 
Past, 2009-2010 CATO SUP. CT. REV 333, 348 (discussing the Supreme Court's grant of certiorari 
in Bilski).  

10 See Fusco, supra note 9, at 144.
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analyzes the Federal Circuit's decision in Prometheus and relates it to the earlier 

Supreme Court Laboratory Corp. case," which addressed a medical diagnostic pa
tent but did not result in an issued decision. Part IV describes the Myriad case and 
the issues that it raises. Throughout this article, the focus is on how the current 
doctrine determines eligible and ineligible applications of categorically excluded 
science, nature, and ideas. Additionally, this article discusses'the difficulty in 
drawing lines regarding eligibility of claimed inventions, systemic benefits of em
ploying eligibility exclusions, and the utilitarian and deontological moral concerns, 

e.g., social and innovation harms, raised in regard to such applications. The article 
concludes with a brief projection of the continuing contested future of medical and 
biotechnology eligibility determinations, and the recognition that patentable subject 
matter eligibility will remain a controversial area in the United States and around 
the globe.  

II. Bilski 

The Supreme Court in Bilski not only reaffirmed the existence of the categor
ical exclusions from eligibility for science, nature, and ideas, but it also reiterated 
the long-standing requirement to treat them as if they were already "a familiar part 
of the prior art,"12 even when they were newly discovered by the patent claimant.  
This legal fiction exists because such discoveries are the "basic tools of scientific 
and technological work,"'3 and as "part of the [public domain] storehouse of know
ledge of all men.... [They must remain] free to all men and reserved exclusively to 

none."'4 The patent system is not supposed to reward such basic scientific or con
ceptual discoveries, no matter how much money, effort, creativity, and disclosure 

go into developing and disseminating that knowledge.' 5 Nor does patent law exist 
to reward such discoveries and recoup the investments of money, effort, and crea

tivity in making them through eligible inventions that apply the discoveries.' 6 Ra

" Lab. Corp. of Am. Holdings v. Metabolite Labs., Inc., 548 U.S. 124, 127-28 (2006) (Breyer, J., 
dissenting from dismissal of certiorari).  

12 Bilski v. Kappos, 130 S. Ct. 3218, 3230 (2010); Parker v. Flook, 437 U.S. 584, 591-92 (1978) 

(citing Mackay Radio & Tel. Co. v. Radio Corp. of Am., 306 U.S. 86, 94 (1939); Funk Bros. Seed 
Co. v. Kalo Inoculant Co., 333 U.S. 127, 130 (1948)).  

13 Flook, 437 U.S. at 591 (quoting Gottschalk v. Benson, 409 U.S. 63, 67 (1972)).  

4 Funk Bros., 333 U.S. at 130.  

's In re Alappat, 33 F.3d 1526, 1553-54 (Fed. Cir. 1994) (en banc) (Archer, C.J. dissenting); see 
generally C.J. HAMSON, PATENT RIGHTS FOR SCIENTIFIC DISCOVERIES 20-29 (1930) (tracing the 

history of the proposal to award patent rights to the discoverer of scientific principles and recog
nizing that the discoverer should not have any monopoly of his discovery).  

16 But cf Ariad Pharms., Inc. v. Eli Lilly & Co., 598 F.3d 1336, 1359 (Fed. Cir. 2010) (en banc) 

(Newman, J., additional views) ("Basic scientific principles are not the subject matter of patents, 
while their application is the focus of this law of commercial incentive. The role of the patent sys
tem is to encourage and enable the practical applications of scientific advances, through invest
ment and commerce.").
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ther, patent claimants must invent and disclose some "other inventive concept" than 
a merely novel, physically limited application of the new discovery. 17 

As a result of the prior art status of categorically excluded science, nature, and 
ideas, the human creativity involved in discovering them should not contribute to 
assessing the nature, eligibility, or patentability of the claimed "invention" in their 
application.1 8 As the Court repeated in Bilski, once an excluded algorithm is "as
sumed to be within the prior art, the application, considered as a whole, [may] con
tain[] no patentable invention."19 Stated differently, for an eligible and patentable 
invention to exist, there must be invention (human creativity) in the application of 
excluded discoveries and not merely creativity in identifying the discovery that 
makes the application possible. For this reason, the Court in Bilski repeated lan
guage from a recent, claimant-friendly eligibility case, Diamond v. Diehr, stating 
that "the prohibition against patenting abstract ideas 'cannot be circumvented by 
limiting the[ir] use . . . to a particular technological environment' or [by] adding 
'insignificant postsolution activity.," 20 

This approach in the United States differs substantially from other approach
es, such as those in Australia and under the European Patent Convention (EPC).2 1 

Australian decisional law explicitly refuses to treat new discoveries as publicly 
known prior art when considering the creativity of claimed inventive applications 
of them, although the discoveries themselves remain categorically ineligible. 2 2 

Thus: 

[An applicant's] claim for a patent is not validly answered by telling him that although 
there was ingenuity in his discovery ... no ingenuity was involved in showing how the 
discovery, once it has been made, might be applied. The fallacy lies in dividing up the 
process that he puts forward as his invention.  

17 Flook, 437 U.S. at 594.  

18 See O'Reilly v. Morse, 56 U.S. (15 How.) 62, 115-16 (1853) (requiring for invention more than 
the mere discovery of a natural process); Morton v. New York Eye Infirmary, 17 F. Cas. 879, 
881-82 (C.C.S.D.N.Y. 1862) (No. 9,865) (holding that not all discoveries are inventions); cf Emir 
Aly Crowne Mohammed, What Is an Invention? A Review of the Literature on Patentable Subject 
Matter, 15 RICH. J.L. & TECH. 1, 1 (2008) (noting that some authorities question whether there 
must be an invention in order to get a patent); David Vaver, Invention in Patent Law: A Review 
and Proposal, 11 INT'L J.L. & INFO. TECH. 286, 289-90 (2003) (discussing TRIPS Agreement lan
guage concerning inventions).  

19 Bilski v. Kappos, 130 S. Ct. 3218, 3230 (2010) (quoting Flook, 437 U.S. at 594) (emphasis add
ed).  

20 Bilski, 130 S. Ct. at 3230 (quoting Diamond v. Diehr, 450 U.S. 175, 191-92 (1981)).  
21 Convention on the Grant of European Patents art. 52(3), Oct. 5, 1973, 1065 U.N.T.S. 255, 13 

I.L.M. 270, available at http://www.european-patent-office.org/legal/epc/e/mal.html [hereinafter 
EPC].  

22 See Nat'l Research Dev. Corp. v. Comm'r of Patents (1959), 102 CLR 252, 279 (Austl.) (requir
ing only one step beyond the limits of the prior art).  

23 Id. at 252.
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In contrast, under the EPC, a "contribution" approach to eligibility similar to 

that used in the United States was initially adopted, under which the creativity of 
categorically excluded subject matter could not contribute novelty to claimed appli
cations.24 The EPC expressly excludes from being "regarded as inventions" "dis
coveries, scientific theories and mathematical methods," but only for the discove
ries "as such."25 Although the EPC later abandoned the contribution approach to 
eligibility, the contributed knowledge of the categorically ineligible discovery re
mains excluded from the consideration of an inventive step (although it is not nec

essarily treated as prior art) when evaluating the technical contribution of the appli

cant. 26 The EPC thus currently permits claims that employ a technical means or 
that are a technical product, for consideration as eligible inventions, even if all of 

the creative novelty lies in the excluded discovery.2 7 However, it requires that any 

technical effect for an inventive step be reflected in a technical character found in 
all the features together, and thus in the application of the discovery.2 8 Where the 
only creative and novel feature is non-technical (i.e., in the categorically excluded 
subject matter), the claim will not be patentable.2 9 As the EPC's own Board recog
nized, many have criticized as "distasteful" the choice to permit discoveries to con
tribute to eligibility given that they do not contribute to patentability.3 0 The U.S.  
"prior art" approach avoids having 'the creativity of new discoveries contribute to 
either.  

The U.S. Supreme Court, however, has not been consistent in approaching 

eligibility and has not provided clear guidance regarding what qualifies as categori
cally excluded subject matter, particularly "abstract ideas" 31 and what applications 
are eligible in light of them, or in relating its practical decisions to the theoretical 
grounds for making them. Thus, the Court in Bilski held to be ineligible abstract 

24 Opinion of the Enlarged Board of Appeal of 12 May 2010, Case G 003/08, 10.6 [hereinafter 
EBoA Opinion].  

25 EPC, supra note 21, arts. 52(2)(a), 52(3).  
26 EBoA Opinion, supra note 24, 12.2.2.  

27 Id. 10.7-10.7.1.  

28 Id. 12.2.1, 13.5.  
29 Id. 13.5.  
30 See id 10.13 (rejecting a claim for lack of an inventive step rather for excluding it under Article 

52(2)).  
31 See Bilski v. Kappos, 130 S. Ct. 3218, 3236 (2010) (Stevens, J., concurring in the judgment) (con

cluding that the majority leaves the abstract idea criterion uncertain); cf Brief of Eleven Law Pro
fessors and AARP as Amici Curiae in Support of Respondent at 23-24, Bilski v. Kappos, 130 S.  
Ct. 3218 (2010) (No. 08-964)(citing Rubber-Tip Pencil Co. v. Howard, 87 U.S. (20 Wall.) 498, 
507 (1874)) (arguing for a historical definition of an abstract idea as a property or as a result); 
Pamela Samuelson & Jason Schultz, "Clues "for Determining Whether Business and Service In
novations are Unpatentable Abstract Ideas, 15 LEWIS & CLARK L. REv. 109, 112 (2011) (stating 
that a clue-based approach to determining subject matter patentability is still useful even though it 
falls short of a bright-line rule).
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ideas various independent claims for a method of hedging risks from unexpected 
events that created fluctuating volumes for fixed-price-contract purchased com
modities. 32 These claims were somewhat more specific than the underlying funda
mental idea that the claims applied, i.e., hedging risks, but did not require the use of 
any specifically identified machines or artifacts. 33 In reaching its decision, the 
Court continued to express a concern articulated in a 1972 decision that patents 
may not issue if they "would wholly pre-empt the [ineligible discovery] and in 
practical effect would be a patent on the [discovery] itself."34 The Court also failed 
to explain adequately why the more specific dependent claims at issue-limiting 
the methods to commodities and energy markets and requiring the use of well
known techniques as inputs-added only "field of use" limits or "token post
solution components" that "did not make the concept patentable." 35 

The Supreme Court also rejected the Federal Circuit's effort to create clearer 
rules of eligibility based on Supreme Court precedents and dicta that applications 
involving particular machines or accomplishing specific physical transformations 
are eligible. 36 The Supreme Court overruled the Federal Circuit's holding that the 
"machine-or-transformation test ... [is] the sole test for what constitutes a[n eligi
ble] 'process' (as opposed to just an important and useful clue)," 3 7 preserving the 
potential for expansion of the patent system to intangible and information technolo
gies. But the Supreme Court did not apply its own clue and focused solely on the 
abstract idea exclusion. Nevertheless, the Court's discussion of the field of use lim
its and token post-solution activity in regard to the dependent claims suggests that it 
did not view any physical implementations of the abstract idea implied by the claim 
language as requiring the use of particular machines or as accomplishing sufficient 
physical transformations.38 

In contrast, earlier Supreme Court cases have recognized, based on the prior 
art non-contribution approach, the need for an eligible invention to possess a suffi
cient kind and degree of creativity (or "sophistication"3 9) in the application of cate

32 Bilski, 130 S. Ct. at 3231.  

33 See Bilski, 130 S. Ct. at 3223-24 (tracing the procedural history of the claims at issue).  
34 Id. at 3230 (quoting Gottschalk v. Benson, 409 U.S. 63, 72 (1972)).  
35 Id. at 3231.  

36 See, e.g., Benson, 409 U.S. at 70 (using transformation of an article as a clue to patentability); 
Cochrane v. Deener, 94 U.S. 780, 788 (1887) (implying that machines are patentable).  

37 Bilski, 130 S. Ct. at 3226; see id. at 3227 (holding the Federal Circuit was incorrect to endorse the 
machine-or-transformation test as the exclusive test); In re Bilski, 545 F.3d 943, 954-55 (Fed. Cir.  
2008) (en banc), aff'd, 130 S. Ct. 3218 (2010) (holding the machine-or-transformation test is the 
proper test for patent eligibility of process claims).  

38 See Bilski, 130 S. Ct. at 3231 (reiterating that limiting field of use or adding post-solution compo
nents does not make an abstract idea patentable).  

39 Elizabeth I. Winston, The Technological Edge, 6-7 (Oct. 15, 2010) (unpublished manuscript), 
available at http://ssm.com/abstract=1692836.
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gorically excluded science, nature, or ideas to accomplish a practical result.40 This 

requirement generates and explains various linguistic formulas developed in other 

Supreme Court cases to assess the eligibility of claimed products and processes.  

These tests would find particular physical and scope-limited novel applications of 

discoveries to be ineligible unless the claimed products-derived from ineligible 
products of nature, i.e., physical phenomena-have "markedly different characte

ristics,"41 or unless the claimed processes reflect non-"analogous" uses.4 2 Merely 
novel but insufficiently creative applications of ineligible discoveries are not eligi

ble inventions. 43 But once a sufficiently creative application has been invented, that 

invention (not the discovery it employs) may be patented and may thereby preempt 

its full scope of application. Such preemption may include all means of accom

plishing a particular end, even if the inventive application is the only practical 

means of using the discovery to accomplish the desired result.4 4 Thus, the horse of 

determining the existence of an inventive application must precede the cart of as

sessing the over-breadth of claim scope compared to that application.  

These are the standards that establish the current, messy state of patent eligi

bility law in the United States. The decisions that have been and will be issued by 

the Federal Circuit in applying these standards to medical and biotechnology inven

tions have been and likely will be similarly disharmonious. Yet further conflicts 

may develop if the U.S. Congress becomes involved in creating exclusions from 

patent eligibility, either by restricting entire areas of endeavor from the patent sys

tem or by adjusting the level of creativity found by the courts to be sufficient for 

eligibility of applications of ineligible discoveries (as has been proposed, e.g., for 

methods of reducing, avoiding, or deferring tax liability by treating them as prior 

art45 ). Similar conflicts would result from any future legislation to extend eligibili

ty to areas that the courts may hold are excluded, or to levels of creativity the courts 

may hold are insufficient. In the latter case, constitutional concerns may arise re

40 See, e.g., Evans v. Eaton, 8 F. Cas. 846, 851 (C.C.D. Pa. 1816) (No. 4,559) (requiring a practical 

application and not a mere abstract principle), rev'd on other grounds, 16 U.S. 454 (1818); accord 
Boulton v. Bull, (1795) 126 Eng. Rep. 651, (Ct. Com. P1.) 668 (Lord Eyre, C.J.) (requiring the 
embodying of abstract principles); id. at 663 (Buller, J.); id. at 660 (Rooke, J.); id. at 662 (Heath, 
J.).  

41 Diamond v. Chakrabarty, 447 U.S. 303, 310 (1980); see Hartranft v. Wiegmann, 121 U.S. 609, 

615 (1887) (holding that the cleaning and grinding of sea shells did not make the shells into a 
manufactured article); Morton v. New York Eye Infirmary, 17 F. Cas. 879, 881-82 (C.C.S.D.N.Y.  
1862) (No. 9,865) (holding that not all discoveries are inventions).  

42 Ansonia Brass & Copper Co. v. Elec. Supply Co., 144 U.S. 11, 18 (1892).  

43 See id. ("[N]othing is better settled in this court than that the application of an old process to a 
new and analogous purpose does not involve invention, even if the new result had not before been 
contemplated.").  

44 Dolbear v. Am. Bell Tel. Co., 126 U.S. 1, 534-35 (1888).  

45 See Patent Reform Act of 2011, S. 23, 112th Cong. 14(a) (2011) (stating that tax avoidance 
strategies are not sufficient to differentiate a claimed invention from prior art).
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garding whether any limits exist on Congress's power to grant patents to such "in
ventions," including, retrospectively, to those that have fallen into the public do
main.46 

III. Prometheus 

On remand from the Supreme Court following Bilski, the Federal Circuit in 
Prometheus distinguished the essence of the medical treatment claims at issue as 
physically transformative (of humans) from the "'mere[]' data-gathering steps or 
'insignificant extra-solution activity"' of clinical diagnostic claims that the Federal 
Circuit had earlier found to be ineligible in the Grams case.4 7 As one commentator 
put it immediately after the decision, the panel's attempt to distinguish Grams was 
"less than convincing." 48 Specifically, the treatment claim addressed a multi-step 
method of "optimizing therapeutic efficiency for treatment of an immune-mediated 
gastrointestinal disorder" requiring following the steps of: (1) administering a drug 
containing a particular synthetic chemical (6-thioguanine, or 6TG) to a person; and 
(2) determining the level of 6TG in the person, where a level of 6TG at or below a 
specific concentration indicates a need to increase the amount of drug administered 
to assure efficacy, and a different level at or above a specific concentration indi
cates a need to decrease the amount to avoid toxicity.4 9 Another claim of that pa
tent dispenses with the requirement to administer a thiopurine drug, relying only on 
the determining step, and a claim of a different patent is substantially the same as 
the first claim, adding only a requirement to determine another metabolite's level.5 0 

46 See, e.g., Brief of Amici Curiae Ten Law Professors in Support of Appellee Director of the United 
States Patent and Trademark Office at 6-12, In re Bilski, 545 F.3d 943 (Fed. Cir. 2008) (en bane), 
aff'd, 130 S. Ct. 3218 (2010) (No. 2007-1130) (stating that the Constitution limits patentable sub
ject matter, and the history of exclusions reflect those constitutional limits); see also Eldred v.  
Ashcroft, 537 U.S. 186, 203 (2002) (discussing retroactive application of patent laws); Graham v.  
John Deere Co., 383 U.S. 1, 6 (1966) (discussing the authority of Congress to create patent poli
cy); Golan v. Holder, 609 F.3d 1076 (10th Cir. 2010), cert. granted 131 U.S. 1600 (2011) (re
viewing constitutionality of legislation restoring copyrights from the public domain).  

47 Prometheus Labs., Inc. v. Mayo Collaborative Servs., 628 F.3d 1347, 1358 (Fed. Cir. 2010), peti
tion for cert. filed, 79 U.S.L.W. 3554 (U.S. Mar. 17, 2011) (No. 10-1150) (distinguishing In re 
Grams, 888 F.2d 835 (Fed. Cir. 1989)).  

48 Christopher M. Holman, On Remand, Federal Circuit (Once Again) Decides Prometheus v. Mayo 
in Favor of Patent Eligibility for Methods of Treatment and Diagnostic Tests, HOLMAN'S BIOTECH 
IP BLOG, (Dec. 17, 2010, 3:22 PM), http://holmansbiotechipblog.blogspot.com/2010/12/on
remand-federal-circuit-once-again.html. That commentator, on behalf of a group of law profes
sors, had filed a brief arguing that synthetic drug breakdown products and the human-made corre
lations they generate are not categorically ineligible natural phenomena. See Brief of Amici Cu
riae Interested Patent Law Professors in Support of Neither Party at 2-13, Prometheus Labs., Inc.  
v. Mayo Collaborative Servs., 628 F.3d 1347 (Fed. Cir. 2010), petition for cert. filed, 79 U.S.L.W.  
3554 (U.S. Mar. 17, 2011) (No. 10-1150) (No. 2008-1403) (arguing that the claims are not cate
gorically ineligible natural phenomenon).  

49 Prometheus Labs., 628 F.3d at 1350 (quoting U.S. Patent No. 6,355,623 col.20 1110-25 (filed Apr.  
8, 1999)).  

50 See id. at 1350-51 (describing U.S. Patent No. 6,355,623 col.23 1.42-col.24 1.18 (filed Apr. 8, 
1999) and U.S. Patent No. 6,680,302 col.20 11.24-43 (filed Dec. 27, 2001)).
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The first step necessarily requires physical activity to administer the specific drug 
(a composition of matter), and the second step implicitly requires some physical 
method (but not any specific method) of gathering data and of performing an analy
sis to determine the metabolite's level. But the claim as a whole does not require 
taking any action in response to the mental step of determining a person's level of 
6TG. Mayo originally used the diagnostic test technology sold by Prometheus but 
later abandoned it for its own test employing different indicator levels of 6TG for 
evaluating thiopurine administration.5 1 

The human metabolic pathway of converting synthetic thiopurine drugs into 
mercaptopurines and thiopurine nucleotides was well-known, as was the use of 
such drugs to treat autoimmune and inflammatory bowel diseases.52 These meta
bolic products were known to cause serious adverse side effects including death, 
and thus, medical practitioners were already engaged in calculating effective doses 
that would minimize the risks of side effects. 53 Prometheus exclusively licensed 
the patent from its owners, who had statistically observed the blood levels of these 
conversion products across a range of patients and derived an association of the 
blood levels with regard both to effectiveness and to avoidance of toxicity.54 The 
claims reflected the particular levels of the statistical associations that were ob
served.  

The district court found that the claims were not eligible subject matter be
cause: (1) they were merely the combination of a data-gathering step and a mental 
step, without requiring any actual physical treatment (implying that they were not 
transformative under the machine-or-transformation framework); and (2) the claims 
essentially recited correlations that were categorically ineligible natural phenomena 
(products of nature) that the applicants did not invent, and the claims wholly 
preempted all uses of those correlations. 55 The Federal Circuit originally reversed, 

51 Id. at 1351.  

52 See Corrected Brief for Amici Curiae American College of Medical Genetics et al. at 9, Prome

theus Labs., Inc. v. Mayo Collaborative Servs., 628 F.3d 1347 (Fed. Cir. 2010), petition for cert.  
filed, 79 U.S.L.W. 3554 (U.S. Mar. 17, 2011) (No. 10-1150) (No. 2008-1403) (stating that the use 
of thiopurine derivatives for treatment is known and preferred over anti-inflammatory drugs) [he
reinafter ACMG Brief].  

53 See Brief for Appellant at 6-7, Prometheus Labs., Inc. v. Mayo Collaborative Servs., 628 F.3d 
1347 (Fed. Cir. 2010), petition for cert. filed, 79 U.S.L.W. 3554 (U.S. Mar. 17, 2011) (No. 10
1150) (No. 2008-1403) (discussing the problem with metabolic drugs and calculating proper do
sages) [hereinafter Prometheus Appellant Brief]; ACMG Brief, supra note 52, at 9 (stating that 
adverse side effects were known for decades).  

54 See Prometheus Appellant Brief, supra note 53, at 6-11 (discussing the Prometheus patents); 
ACMG Brief, supra note 52, at 8-12 (offering medical background and concerns related to the 
Prometheus patents).  

5 See Prometheus Labs., 628 F.3d at 1351-52 (discussing the 2008 district court decision in Prome
theus Labs.).

2011] 401



TEXAS INTELLECTUAL PROPERTYLA JOURNAL

based on its en banc decision in Bilski,5 6 which had imposed the machine-or
transformation framework as the conclusive test, and based on its different under
standing of the claims and of the invention from that of the district court. 57 The 
claims were held to be eligible because "[1] the 'administering' and 'determining' 
steps were [physically] transformative and not merely data-gathering steps ... and 
[2] as such the claims did not wholly preempt the use of the recited correlations [the 
specific indicators] between metabolite levels and drug efficacy or toxicity."58 

On remand in Prometheus after the Supreme Court's Bilski decision, the Fed
eral Circuit first held that: the Court had not disavowed the machine-or
transformation framework but had only avoided making it an exclusive test; and the 
machine-or-transformation framework continued to establish the eligibility of the 
claims at issue.59 The claims were for methods of treatment, "which are always 
transformative when one of a defined group of drugs is administered to the body to 
ameliorate the effects of an undesired condition." 60 In other words, the human 
body itself is transformed by treatment, even if the transformations result from nat
ural bodily processes. The district court focused on the fact that the claims did not 
require any subsequent action following recognition of indication levels, and thus, 
the claimed method could not by itself optimize therapeutic efficiency without tak
ing the next unclaimed step of adjusting the amounts administered. In contrast, the 
Federal Circuit focused on the fact that the claim as a whole, based on the prior art 
administrating step, was still a method of treatment. 61 Alternatively, the Federal 
Circuit may have found the step of physically adjusting dosages to be implicit in 
the claimed recognition step. Of greater significance, the Federal Circuit failed to 
recognize that the only novelty of the claimed invention relative to the prior art was 
in the step of recognizing-through unspecified but physical data gathering and 
presumably non-physical mental activity-the newly identified "natural" correla
tion between metabolite levels of synthetic drugs and medical needs, which is argu
ably a categorically ineligible scientific and medical discovery. If so, just like in 
Bilski, the dependent claims "as a whole, contained no patentable invention,"6 2 even 
if physical data-gathering steps were employed, the information gathered was use
ful, and likely triggered subsequent action.  

56 Id. at 1352 (discussing the 2009 Federal Circuit's reversal of Prometheus Labs.).  
5 Id.  

58 See id. (quoting Prometheus Labs., Inc. v. Mayo Collaborative Servs., 581 F.3d 1336, 1349 (Fed.  
Cir. 2009)).  

59 Id. at 1355.  
60 Id 

61 Prometheus Labs., 628 F.3d at 1359.  
62 Bilski v. Kappos, 130 S. Ct. 3218, 3230 (2010) (quoting Parker v. Flook, 437 U.S. 584, 594 

(1978)) (emphasis added).
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On remand after Bilski, the Federal Circuit in Prometheus also reiterated that 
the claims were drawn to a particular application of an ineligible natural phenome
non, not to the phenomenon itself, i.e., a law of nature.6 3 The transformations 
achieved by these specific steps were "central to the purpose of the claimed 
process." 64 Specifically, the court noted that "the steps involve[d] a particular ap
plication of the natural correlations: the treatment of a specific disease by adminis
tering specific drugs and measuring specific metabolites. As such, . . . the claims 
[did] not preempt all uses of the natural correlations; they utilize[d] them in a series 
of specific steps." 65 The court rejected the arguments that the claims preempted all 
uses and that any machine implementation or physical transformation involved in 
the administering and data-gathering steps were merely "insignificant post-solution 
activity." Although the court agreed that the mental recognition step would not be 
eligible on its own, that did not preclude the method, viewed as a whole, from eli
gibility.66 The treatment claims did "not preempt all uses of the natural correla
tions" as other "drugs might be administered to optimize the therapeutic efficacy of 
the claimed treatment."67 

The Federal Circuit's remand decision failed adequately to explain why the 
actual invention-the essence of the treatment claim, i.e., its "gist" or "heart" or 
"point of novelty"68 -lay in the physically transformative administering step and 
not in the correlation employed by it. This was because the Federal Circuit did not 
recognize the need for any creative invention in the application of the new medical 
discovery by treating that discovery as if it were prior art. Once that discovery was 
treated as known, using the specific correlation in an existing process of administer
ing drugs and testing blood levels of metabolites may have been new but certainly 
was not inventive. Lacking any invention, but claiming a novel combination me
thod, the claim also could not survive patentability evaluations for obviousness so 
long as that correlation was treated as prior art. The claims would necessarily lack 
any non-obvious invention without performing some non-analogous function when 
combining the medical fact that had been discovered with the prior art method of 

63 Prometheus Labs., 628 F.3d at 1355.  
64 Id. (quoting In re Bilski, 545 F.3d 943, 972 (Fed. Cir. 2008) (en banc), aff'd, 130 S. Ct. 3218 

(2010)).  
65 Id.  
66 Id. at 1354-55.  

67 Id. at 1355.  
68 Kevin E. Collins, Semiotics 101: Taking the Printed Matter Doctrine Seriously, 85 IND. L.J. 1379, 

1381 (2010); Mark A. Lemley, Point of Novelty, 2 (Stan. Pub. Law, Working Paper No. 1735045), 
available at http://ssrn.com/abstract=1735045 (quoting Loctite Corp. v. Ultraseal Ltd., 781 F.2d 
861, 875 (Fed. Cir. 1985)).
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treatment. 69 The Federal Circuit thus improperly allowed the newly discovered but 
ineligible correlation to contribute to assessing the "invention" for eligibility, even 
though the claims should be inherently obvious if the correlations are treated as 
prior art (even under the European approach). The court did so by focusing on the 
claim as a whole rather than the inventive contribution that the claim as a whole re
flected, on the additional, uncreative claim limits of the otherwise-known method, 
and on the physical nature of the administration steps in the claim.  

The Federal Circuit's decision failed to provide any convincing account of 
why the physical drug-administering or metabolite level-determining steps were not 
merely insignificant extra-solution activity for the claimed uses of the newly dis
covered correlation. The Supreme Court in Bilski found the specific antecedent da
ta-gathering and information input steps to the hedging method claims at issue to 
constitute only token post-solution activity to the abstract ideas claimed, and thus, 
held such claims as a whole to be ineligible. 70 Such insignificant steps will also 
avoid preemption by preventing the more specific uses of newly discovered natural 
phenomena from excluding other unclaimed uses; claim scope concerns can be ad
dressed through the enablement doctrine.71 

The Federal Circuit's belief that the specific steps of administering the drugs 
avoided preemption of uses of the correlations was also confused. The fact that 
other applications might be found for correlations that exist between other non
thiopurine drugs and the recited metabolite levels did not change the fact that the 
claims recited (and preempted all uses of) the specific correlations between the thi
opurine drugs and metabolite levels actually discovered and claimed. Given so
called and controversial "absolute protection" that excludes all making and uses, 
including those that are not contemplated by inventors, 72 every patented claim inhe
rently preempts all applications to which the claimed inventive principle applies.  
The Supreme Court long ago recognized this preemption in the seminal Alexander 
Graham Bell Telephone Case to be permissible even for very broad claims, so long 
as some inventive principle exists and is claimed in applying a scientific discovery 
or natural phenomenon. 73 

69 See, e.g., KSR Int'l. Co. v. Teleflex, Inc., 550 U.S. 398, 416-17 (2007) (discussing Sakraida v.  
AgPro, Inc., 425 U.S. 273 (1976), and Anderson's-Black Rock, Inc. v. Pavement Salvage Co., 396 
U.S. 57 (1969)).  

70 Bilski v. Kappos, 130 S. Ct.. 3218, 3231 (2010).  
71 Cf Holman, supra note 48 (discussing the enablement requirement as a possible solution to ad

dress claim scope differences).  
72 See 35 U.S.C. 271(a) (2006) (providing the basic definition of infringement); Alan W. White, 

Gene and Compound Per Se Claims: An Appropriate Reward?, 6 Bo-Sc1. L. REv. 239, 240 
(2000-200 1) (describing the history of per se claims).  

73 See Dolbear v. Am. Bell Tel. Co., 126 U.S. 1, 534-35 (1888) ("The effect of [the Morse] decision 
was, therefore, that the use of magnetism as a motive power, without regard to the particular
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The additional initial physical treatment and data-gathering steps may not 
necessarily change the essence of claims that apply a new discovery of a natural 
medical phenomenon. Justice Breyer recognized this in a non-precedential state
ment in the Laboratory Corp. diagnostic method case that preceded Bilski and was 
argued to the Court but dismissed without opinion74 : "aside from the unpatented 
[prior art data-acquisition] test, [the steps] embody only the correlation between 
homocysteine and vitamin deficiency that the researchers uncovered. In my view, 
that correlation is an unpatentable 'natural phenomenon,' and I can find nothing in 
claim 13 that adds anything more of significance." 75 Justice Breyer specifically re
jected the arguments that "the correlation is nonetheless patentable because claim 
13 packages it in the form of a 'process' for detecting vitamin deficiency, with dis
crete testing and correlating steps," and "that claim 13 is a patentable 'application 
of a law of nature' because, considered as a whole, it (1) '[e]ntails a physical trans
formation of matter,' namely, the alteration of a blood sample during whatever test 
is used . . . and because it (2) 'produces a "useful, concrete, and tangible result," 
namely, detection of a vitamin deficiency...."' 76 These arguments are remarkably 
similar to the basis for the Federal Circuit's post-Bilski holding. Even if the Su
preme Court does not reach out in Prometheus to resolve whether Justice Breyer's 
or the Federal Circuit's approach is to be the master, the issues and differences of 
approaches will continue to present disputes and petitions for certiorari in other 
cases, given the large numbers of treatment and diagnostic claims that have issued 
and that reflect such applications of newly discovered natural medical phenomena 
(including those induced synthetically).  

Laboratory Corp. is also significant for the public policy concerns that it 
raised since Justice Breyer went out of his way to discuss as a reason for seeking to 
have the case decided rather than dismissed-even if the Court were to resolve the 
case against his views-because a clear decision would then allow Congress to 
weigh in if it felt the need to change the law.7 7 

To fail to do so threatens to leave the medical profession subject to the restrictions im
posed by this individual patent and others of its kind. Those restrictions may inhibit doc
tors from using their best medical judgment; they may force doctors to spend unneces
sary time and energy to enter into license agreements; they may divert resources from 
the medical task of health care to the legal task of searching patent files for similar sim

process with which it was connected in the patent, could not be claimed, but that its use in that 
connection could.").  

74 Lab. Corp. of Am. Holdings v. Metabolite Labs., Inc., 548 U.S. 124, 125 (2006) (Breyer, J., dis
senting from dismissal of certiorari).  

75 Id. at 137-38.  
76 Id. at 135-36 (citations omitted).  

77 See id. at 138 (noting that special public interest considerations present demonstrate the need to 
decide this case even if the Court were to reject Justice Breyer's views on the substantive issues).
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ple correlations; they may raise the cost of health care while inhibiting its effective deli
78 

very.  

Although the U.S. Patent Act contains an exception from remedies for medical 
practitioners and their institutions performing patented medical methods, 79 the po
tential indirect liability of the clinical laboratory in assisting the doctors posed se
rious First Amendment free speech and medical communication concerns. 80 

Various medical organizations restated many of these concerns in the Prome
theus case arguing that non-inventive applications of basic medical discoveries "in
terfere with the practice of medicine, constraining the ability of physicians to make 
informed treatment decisions based on the latest scientific knowledge, are likely to 
stifle innovation, and will serve only to increase the cost and decrease the effec
tiveness of treatment for serious diseases." 81 These organizations further argued 
that precluding such claims would not interfere either with the development of per
sonalized medicine or with "incentives necessary for medical innovation." 8 2 The 
existence of these harms and the sufficiency of non-patent incentives for making 
such medical discoveries and patentable applications of them are highly con
tested.83 Thus, the court in Prometheus reasoned that invalidating claims like the 
one at issue "would destroy the entire field of medical treatment and diagnostic pa
tents. Thousands, if not tens of thousands, of such patents have been granted, and 
they have become the essential underpinning of a vibrant and innovative industry of 
inestimable value to mankind." 84 

Perhaps more interestingly, the medical organizations raised deontological 
moral arguments for invalidating patents for such non-creative applications-that 
they reflect doctor's violations of their ethical duties to share information freely. 85 

As the medical organizations noted: 

78 Id.  

79 See 35 U.S.C. 287(c) (2006) (limiting liability of medical practitioners and related entities for 
some patented medical procedures).  

80 See, e.g., Metabolite Labs., Inc. v. Lab. Corp. of Am. Holdings, 370 F.3d 1354, 1365 (Fed. Cir.  
2004), cert. granted, 546 U.S. 975 (2005), cert. dismissed, 548 U.S. 124 (2006); Brief Amicus 
Curiae of AARP in Support of Petitioner at 7-8, Lab. Corp. of Am. Holdings v. Metabolite Labs., 
Inc., 548 U.S. 124 (2006) (No. 04-607); Dan L. Burk, Patenting Speech, 79 TEx. L. REv. 99, 115
17, 136-54 (2000).  

81 ACMG Brief, supra note 52 at 13.  
82 Id.; see also id. at 27-32 (arguing that clinical trials and historical evidence show that a lowing 

non-inventive patents will not stifle medical innovation).  
83 See, e.g., Prometheus Appellant Brief, supra note 53 at 46-50 (describing innovation harms that 

would result from broadly holding that would invalidate medical treatment and diagnostic method 
patents).  

84 Id. at 46-47.  
85 See ACMG Brief, supra note 52 at 27 (discussing the detrimental effect on the medical profession 

and society of physicians' intentional withholding of new medical knowledge).
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Physicians have an obligation to share their knowledge and skills and to report the re
sults of clinical and laboratory research. . . . The intentional withholding of new medi
cal knowledge, skills, and techniques from colleagues for reasons of personal gain is de
trimental to the medical profession and to society and is to be condemned. 8 6 

Such moral arguments are gaining increasing importance in political debates over 
the scope of patent rights, but they raise concerns that are incommensurable with 
the innovation policy concerns and may be even less susceptible to theoretical and 
empirical resolution. Furthermore, normative beliefs regarding scientific obliga
tions to share knowledge have been changing87-in large part resulting from per
mitting scientists and their institutions to retain patents with government funds.8 8 

Moreover, unlike in the United States, most countries now entirely prohibit patents 
on medical methods of diagnosis and treatment.89 The politics of these moral dis
putes over the proper scope of the patent system and the obligations of discoverers 
to freely share their useful knowledge will remain contested,90 just as it is for soft
ware, 91 sports moves, 92 tax planning methods,93 cloned organisms, 94 and the many 

86 Id. at 26 (quoting Opinion E-9.08 of the American Medical Association's Code of Medical Eth
ics).  

87 See, e.g., Rebecca S. Eisenberg, Public Research and Private Development: Patents and Technol
ogy Transfer in Government-Sponsored Research, 82 VA. L. REv. 1663, 1665-71 (1996) (describ
ing changes to government patent policies and empirically assessing the effects of patents on 
technology transfer in the field of biomedicalresearch); Arti Kaur Rai, Regulating Scientific Re
search: Intellectual Property Rights and the Norms of Science, 94 Nw. U. L. REv. 77, 78-80 
(1999) (describing incomplete changes to the norm of "communality" resulting from the increased 
availability of patents and advocating changes to law to promote more efficient norms to stimua
late creating, disclosing, and developing inventive works); but see, e.g., F. Scott Kieff, Facilitat
ing Scientific Research: Intellectual Property Rights and the Norms of Science-A Response to 
Rai and Eisenberg, 95 Nw. U. L. REV. 691,692 (2001) (responding to Rai's and Eisenberg's ar
guments and encouraging the use of patents in basic biological research).  

88 See, e.g., Arti Kaur Rai, Evolving Scientific Norms and Intellectual Property Rights: A Reply to 
Kieff, 95 NW. U. L. REV. 707, 710-13 (2001) (discussing the impact of patent rights on transac
tion costs in biological research); Charles McManis & Sucheol Noh, The Impact of the Bayh-Dole 
Act on Genetic Research and Development: Evaluating the Arguments and Empirical Evidence to 
Date 2 (Aug. 13, 2006) (unpublished manuscript), http://128.252.251.212/CLIEG/documents/ 
mcmaniscommercializinginnovationpaper.pdf (discussing the effects of the Bayh-Dole Act, which 
promoted transferring technology by allowing universities, small businesses, and research institu
tions to retain ownership of patent rights acquired through federally funded research); see general
ly Arti K. Rai & Rebecca S. Eisenberg, Bayh-Dole Reform and the Progress of Biomedicine, 66 L.  
& CONTEMP. PROBS. 289, 291 (2003) (arguing for reform of the Bayh-Dole Act to grant the fund
ing agencies more discretion in deciding when discoveries made through publically funded re
search should remain in the public domain).  

89 See, e.g., EPC, supra note 21, art. 53(c) (prohibiting patents for methods of medical treatment).  
90 See generally Shobita Parthasarathy, Breaking the Expertise Barrier: Understanding Activist 

Strategies in Science and Technology Policy Domains, 37 SCd. & PUB. POL'Y 355, 358-63 (2010) 
(discussing strategies used by activists to change public discourse regarding regarding and to chal
lenge the patenting of breast cancer genes).  

91 See, e.g., Aaron C. Chatterjee, Europe Struggles Over Software Patents, IEEE SPECTRUM (Sept.  
2004), http://spectrum.ieee.org/at-work/innovation/europe-struggles-over-software-patents (dis
cussing controversy surrounding European software patentability).
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important products of biotechnological research and development, to which we now 
turn.  

IV. Myriad 

In 2009, the American Civil Liberties Union and the Public Patent Founda
tion (collectively the ACLU) brought suit on behalf of numerous medical organiza
tions, doctors, scientists, and patients to challenge various specific claims that had 
been obtained on two genes associated with breast cancer (BRCA 1 and BRCA2) and 
methods of diagnosing genetic mutations thereof in a person's gene sequences.9 5 

As the ACLU noted, gene patents raise civil liberties concerns by "unreasonably 
restraining free speech and scientific research," and by violating rights to freedom 
of research, thought, and expression possessed by scientific researchers, clinical 
geneticists and genetic counselors, and the public. 96 

The claims followed on the efforts of an international consortium that was in 
the process of sequencing the breast cancer genome. The Breast Cancer Linkage 
Consortium identified the chromosome on which the genome was located, and had 
intended to place the sequence in the public domain.97 But one of the researchers, 
Mark Skolnick at the University of Utah, departed from the consortium and 
founded Myriad Genetics to commercialize the gene once it was sequenced. 9 8 

Skolnick was the first to specifically locate both the BRCA1 and BRCA2 genes 
through his access to Mormon genealogical records. With the assistance of federal 
funds and research assistance, Skolnick compared these records with Utah's state 
public health files using computational analysis techniques, 99 sequenced the genes 
using well-known biotechnological techniques, obtained patents on the isolated se

92 See, e.g., Gerard N. Magliocca, Patenting the Curve Ball: Business Methods and Industry Norms, 

2009 B.Y.U. L. REV. 875, 876-77 n.9 (2009).  

93 See, e.g., Patent Reform Act of 2011, S. 23, 112th Cong. 14(a) (2011) (proposed legislation that 
would prevent tax avoidance strategies, whether known or unknown at the time of invention, from 
differentiating a claimed invention from the prior art).  

94 See, e.g., Ban on Human Cloning Act, H.R. 1260, 107th Cong (2001) (discussing patents in clon
ing).  

95 BRCA: Genes and Patents, AM. C.L. UNION (May 27, 2009), http://www.aclu.org/free-speech/ 
brca-genes-and-patents.  

96 Id.  

97 See Jordan Paradise, European Opposition to Exclusive Control Over Predictive Breast Cancer 
Testing and the Inherent Implications for U.S. Patent Law and Public Policy: A Case Study of the 
Myriad Genetics' BRCA Patent Controversy, 59 FOOD & DRUG L.J. 133, 143-44 (2004) (discuss
ing the consortium's original intentions of openly exchanging ideas and data).  

98 Id. at 143.  

99 See Bryn Williams-Jones, History of a Gene Patent: Tracing the Development and Application of 
Commercial BRCA Testing, 10 HEALTH L.J. 123, 131 (2002) (discussing how Skolnick and other 
researchers sequenced the BRCA 1 gene).
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quences and their diagnostic method uses, and assigned his rights to the University 
of Utah which licensed them exclusively to Myriad.100 

After the Myriad patents were granted, they were subjected to substantial 
public criticism in the United States, on utilitarian grounds, for interfering with re
search, raising the costs of breast cancer diagnostic treatment, and preventing the 
use of a better, more comprehensive diagnostic test that had been developed by 
others and was being used in Europe. 10 1 These concerns led to a widely publicized 
editorial by the fiction writer Michael Crichton in the New York Times, which crit
icized gene patents generally on both utilitarian and deontological moral grounds 
and encouraged legislation to ban gene patents in the United States. 102 The 
ACLU's suit followed.  

The ACLU challenged specific patent claims to genetic sequences and to me
thods employing them as being unconstitutional and beyond the PTO's statutory 
authority to grant.103 The first set of claims was for isolated deoxyribonucleic acid 
(DNA) or isolated DNA molecules coding for BRCA 1 or BRCA2 proteins, or short 
sequences or mutations thereof.104 Although this language could, in theory, en
compass pure information, the court construed these claims to apply to physical 
DNA.105 The second set of claims was for methods of analyzing a sequence, de
tecting a mutation, or comparing a sequence to the normal (disclosed) sequence.16 
These claims did not recite any specific method for acquiring sequence information 

10 See, e.g., Paradise, supra note 97, at 143-44 (detailing Skolnick's efforts to commercially exploit 
the gene discovery); Williams-Jones, supra note 99, at 131 (stating that Skolnick filed for both 
composition of matter and method of use patents); see generally Brief for the Appellants at 8, 
Ass'n for Molecular Pathology v. U.S. Patent & Trademark Office, No. 2010-1406 (Fed. Cir. Oct.  
29, 2010); Phyllida Brown & Kurt Kleiner, Patent Row Splits Breast Cancer Researchers, NEW 
SCIENTIST 1944 (Sept. 24, 1994) (discussing legal battles over Myriad's patents).  

101 See, e.g., Lori B. Andrews & Jordan Paradise, Gene Patents: The Need for Bioethics Scrutiny and 
Legal Change, 5 YALE J. HEALTH POL'Y L. & ETHICS 403, 407-09 (2005) (discussing the resulting 
harms and problems of granting gene patents); Tamar Lewin, Move to Patent Cancer Gene is 
Called Obstacle to Research, N.Y. TIMES, May 21, 1996, http://www.nytimes.com/1996/05/21/ 
us/move-to-patent-cancer-gene-is-called-obstacle-to-research.html.  

102 See Michael Crichton, Patenting Life, N.Y. TIMES, Feb. 13, 2007, at A23, available at 
http://www.nytimes.com/2007/02/13/opinion/13crichton.html?ref=michaelcrichton (calling for 
support for proposed legislation to halt gene patenting and noting the legislation, Genomic Re
search and Accessibility Act of 2007,H.R. 977, 110th Cong. (2007)).  

103 See Ass'n for Molecular Pathology v. U.S. Patent & Trademark Office (Myriad), 702 F. Supp. 2d 
181, 184-85 (S.D.N.Y. 2010), appeal docketed, No. 2010-1406 (Fed. Cir. June 22, 2010) (chal
lenging the claims as in violation of limits on Article I legislative power and of the First and Four
teenth Amendments because they covered products of nature, natural phenomena, abstract ideas, 
and thought).  

104 Id. at 212-13.  
105 Id.  

106 Id. at 213.
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and like the recognition step of the Prometheus claim, they arguably could be per
formed solely in the mind.10 7 

The district court avoided reaching the constitutional issues by finding the 
claims to be unauthorized by the statute.108 The court found that merely isolating 
genetic sequences, even if the resulting sequences are also minimally chemically 
modified, does not alter their status under the Patent Act as unpatentable "products 
of nature."109 Long-standing precedents distinguished ineligible products of nature 
from creative "human-made inventions"110 based on whether the object created 
from the natural product was "a new and different article, having a distinctive 
name, character, or use."11 ' Merely isolating an existing substance to increase its 
purity while using it for its natural functions, or merely creating a synthetic analo
gue to the natural product, is not sufficiently creative to be an eligible invention.112 

As the Supreme Court noted in American Fruit Growers, in order to be eligi
ble, the new creation has to "possess[] a new or distinctive form, quality, or proper
ty. . . . There [must be a] change in the name, appearance, or general character of 
the [thing from which it was created]."1 13 The Court addressed a novel, non
natural, human-made combination-borax-treated fruit-having a property, i.e., 
mold resistance, that was not possessed by the natural article alone, and held the 
claimed product to be an ineligible product of nature. 1 4 Following American Fruit 
Growers, the subsequent Commissioner of the Patent Office, who also became one 
of the principal drafters of the current Patent Act, acknowledged that the Patent Of
fice had improperly granted earlier patents for biological materials and chemicals 
that were merely isolated or purified from naturally occurring material-such as 
Pasteur's isolated yeast patent and a purified adrenaline (takemine) patent."115 

107 See id. at 213-14 (discussing method claims structured for comparison of gene sequences).  
108 See id. at 237-38 (holding the claims invalid under 101).  
109 See id. at 222-32 (holding that merely isolating gene sequences does not distinguish them from 

unpatentable products of nature).  
110 See generally Diamond v. Chakrabarty, 447 U.S. 303, 306, 311, 313 (1980) (citations omitted) 

(discussing various cases that distinguished products of nature from human-made inventions).  

"1 Hartranft v. Wiegmann, 121 U.S. 609, 615 (1887).  
112 See, e.g., Cochrane v. Badische Anilin & Soda Fabrik, 111 U.S. 293, 311 (1884) ("While a new 

process for producing it was patentable, the product itself could not be patented, even though it 
was a product made artificially for the first time .... "); Am. Wood-Paper Co. v. Fibre Disinte
grating Co., 90 U.S. (23 Wall.) 566, 593-94 (1874) (holding that a purified extract of a natural 
substance is not a patentable invention).  

113 Am. Fruit Growers, Inc. v. Brogdex Co., 283 U.S. 1, 11-13 (1931).  
114 See id. at 14 (holding the boric acid treated fruit claims invalid).  

"5 See, e.g., Pasquale J. Federico, Louis Pasteur's Patents, 86 Sci. 327 (1937) (discussing Pasteur's 
yeast patent). See also Parke-Davis & Co. v. H. K. Mulford Co., 189 F. 95 (S.D.N.Y. 1911), 
aff'd, 196 F. 496 (2d Cir. 1912) (holding that patents on purified materials derived from naturally 
occurring substances were valid).
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Similarly, the Supreme Court in Diamond v. Chakrabarty"6 upheld the eligi
bility of a living, synthetic organism by distinguishing its earlier holding in Funk 
Brothers, which had found ineligible a synthetic, man-made combination of bacte
ria that merely "serve[d] the ends nature originally provided... ."1 The former, 
but not the latter, had "markedly different characteristics from any found in nature 
and . . . the potential for significant utility.""18 Since both claimed products had 
significant utility, the distinction between eligible and ineligible inventions must 
have related to those markedly different characteristics. Further, the "markedly dif
ferent characteristic" standard for products corresponded to the Court's standard for 
eligibility of processes, which requires new uses of existing things or processes to 
be non-analogous, i.e., not merely different-and thus novel but similar."1 9 Al
though the 1952 Patent Act codified a definition of "process" that included new 
uses of known things or processes and then included such processes in the catego
ries of eligible subject matter,120 the legislative history makes clear that Congress 
intended only to restore the non-analogous use standard in light of a conflicting 
lower court opinion. 12 1 

Returning to Myriad, the district court implicitly overruled the policy held by 
the PTO since at least 2001 that isolated or purified gene sequences are patent eli
gible inventions, based on an earlier grant of a patent to Louis Pasteur for isolated 
yeast and on a lower court opinion that isolated natural products were patent eligi
ble.122 As the PTO then stated, such sequences do "not occur in that isolated form 
in nature, or [are] synthetic DNA preparations . . . [and] their purified state is dif
ferent from the naturally occurring compound." 2 3 The district court unfortunately 
may have gone too far in seeking to justify its decisions on the isolated sequence 
claims on an exceptionalist view of genetic materials based on their information 
content. The court held: 

116 Diamond v. Chakrabarty, 447 U.S. 303, 310 (1980).  

"7 Funk Bros. Seed Co. v. Kalo Inoculant Co., 333 U.S. 127, 131 (1948).  
118 Chakrabarty, 447 U.S. at 310 (emphasis added).  

119 See Ansonia Brass & Copper Co. v. Elec. Supply Co., 144 U.S. 11, 18 (1892) ("If an old device or 
process be put to a new use, which is not analogous to the old one, and ... require[s] the exercise 
of inventive skill to produce it, such new use will not be denied the merit of patentability.").  

120 See 35 U.S.C. 100(b), 101 (2006) (providing a definition of "process").  
121 See, e.g., H.R. Rep. No. 82-1923, at 6 (1954) (explaining the replacement of the term "art" with 

the term "process"); Pasquale J. Federico, Commentary on the New Patent Act, 75 J. PAT & 
TRADEMARK OFF. SOC'Y 161, 176-78 (1993) (1954) (discussing statutory definition of the term 
"process"); Stefan A. Riesenfeld, The New United States Patent Act in the Light of Comparative 
Law I, 102 U. PENN. L. REv. 291, 299-300 (1954) (discussing the scope of the new code's recog
nition of use patents).  

122 Utility Examination Guidelines, 66 Fed. Reg. 1092-02, 1093 (Jan. 5, 2001) (citing Parke-Davis & 
Co. v. H. K. Mulford Co., 189 F. 95 (S.D.N.Y. 1911), aff'd, 196 F. 496 (2d Cir. 1912)).  

123 Id.
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Myriad's focus on the chemical nature of DNA, however, fails to acknowledge the 
unique characteristics of DNA that differentiate it from other chemical compounds....  
This informational quality is unique among the chemical compounds found in our bo
dies, and it would be erroneous to view DNA as 'no different[]' than other chemicals 
previously the subject of patents. 124 

Given the Supreme Court precedents discussed above, the court could have 
readily reached the same result of unpatentability based on the similarity of the iso
lated materials and the new functions that they perform as not "markedly different 
characteristics" and only "analogous uses." Although the new functions, such as 
their use as probes and for diagnostic analysis, may have been novel and not per
formed by the naturally occurring materials (as in American Fruit Growers), the 
new functions would remain insufficient given their reliance on the natural mate
rials and their inherent properties. The district court's exceptionalist approach is 
unlikely to survive the currently pending appeal, as the Federal Circuit may not 
wish to acknowledge that the many claims that have issued for isolated or purified 
natural chemicals and biological materials over the last 100 years have been 
invalid.  

Remarkably, the United States Government (USG) filed a brief in the appeal 
admitting that for the last twenty years, the PTO has lacked authority for and im
properly issued thousands of claims for isolated and purified genetic sequences. 121 
Although the USG recognized that the claims at issue were invalid because they 
applied to isolated DNA, the USG also argued that if the claims had been limited to 
complementary DNA (cDNA)-single-stranded, extra-chromosomal gene sequences 
with introns, or non-coding, regions removed-they would be valid because cDNA 
is chemically different from isolated DNA. 12 6 The USG's distinction may not make 
sense, given that cDNA occurs naturally within cells, 12 7 and thus, cDNA is either 
merely an isolated natural DNA sequence or a synthetic reproduction of such a na
turally occurring sequence. Using the USG's own "magic microscope" analogy, 
where if you could see the thing in the same form in nature but for extraction, iso

124 Ass'n for Molecular Pathology v. U.S. Patent & Trademark Office (Myriad), 702 F. Supp. 2d 181, 
228 (S.D.N.Y. 2010), appeal docketed, No. 2010-1406 (Fed. Cir. June 22, 2010) (citations omit
ted).  

125 Brief for the United States as Amicus Curiae in Support of Neither Party at 17-18, Ass'n for Mo
lecular Pathology v. U.S. Patent & Trademark Office, No. 2010-1406 (Fed. Cir. Oct. 29, 2010).  

126 Id. at 14-15.  

127 E.g., Myriad, 702 F. Supp. 2d at 198 ("[N]aturally occurring cDNAs, known as 'pseudogenes,' 
exist in the human genome and are structurally, functionally, and chemically identical to cDNAs 
made in the laboratory."); International Human Genome Sequencing Consortium, Initial Sequenc
ing and Analysis of the Human Genome, 409 NATURE 860, 880 (2001) (describing cellular cDNA 
outside of chromosomes); Nicolas Gilbert et al., Multiple Fates of L1 Retrotransposition Interme
diates in Cultured Human Cells, 25 MOLECULAR AND CELLULAR BIOLOGY 7780 (2005) (same).
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lated cDNA would remain a product of nature. 128 Furthermore, the Supreme Court 
precedents noted above make clear that merely creating synthetic analogues of nat
ural products does not generate eligible inventions. Notwithstanding the USG posi
tion that the PTO lacks legislative authority to grant patents for isolated and puri
fied genetic sequences; the PTO has refused to stop issuing such claims while the 
case is pending.129 

Various other approaches and distinctions that might justify eligibility have 
been raised in the case, but are unlikely to become the basis for an appellate court 
decision on the merits. For example, during oral argument some of the Federal 
Circuit Judges suggested a potential distinction between treating isolated natural 
minerals or other materials as products of nature and not treating isolated genes as 
such, based on the distinction of physical from chemical separation (e.g., solvent 
extraction from breaking of covalent chemical bonds). 130 The -Acting Solicitor 
General, however, argued that such a distinction could not be justified, as it would 
allow patents covering natural minerals such as lithium, which also need to be 
chemically separated from their natural condition in order to be useful. 131 

Similarly, some of the amici supporting Myriad focused on the human
created, synthetic nature of the claimed isolated, extra-chromosomal sequences and 
the new functions such sequences can perform, e.g., gene therapy and manufacture 
of therapeutic proteins. 132 Other amici focused on the difficulty of and creative 
steps involved in generating the synthetic sequences. 133 But the difference of the 
new functions capable of being performed by isolated DNA from those performed 
in nature, and the difficulty of actually obtaining the sequences given contempora
neous public knowledge, was barely discussed during the oral argument. The only 

128 See Tony Dutra, Myriad, ACLU Battle Renewed in Fed. Cir. Oral Arguments with DOJ Joining 

the Fray, 81 PAT., TRADEMARK & COPYRIGHT J. (BNA) No. 2010, 2-3 (Apr. 8, 2011), available at 
http://ipcenter.bna.com/pic2/ip.nsf/id/BNAP-8FNK9Z?OpenDocument (discussing the magic mi
croscope analogy).  

129 See, e.g., Turna Ray, US DoJ Argues Against Patenting Isolated Genes, But USPTO Will Main

tain Status Quo, PHARMACOGENETICS REP. (Nov. 3, 2010), http://www.genomeweb.com/ 
print/953728?page=show (discussing the position taken by the Department of Justice regarding 
patentability of genetic discoveries).  

130 See Dutra, supra note 128, at 2 (noting the views of Judges Lourie and Bryson).  

131 See Dutra, supra note 128, at 2 (discussing the magic microscope analogy of the Acting Solicitor 

General during oral argument).  
132 See Brief for the Biotechnology Industry Organization and the Association of University Technol

ogy Managers as Amici Curiae Supporting Reversal at 5-12, 21-22, Ass'n for Molecular Patholo
gy v. U.S. Patent & Trademark Office, No. 2010-1406 (Fed. Cir. Oct. 29, 2010) (discussing how 
isolated DNA molecules are new man-made compositions of matter and how they have new uses 
and new properties).  

133 See Brief of Amici Curiae Gilead Sciences, Inc., Biogenerator and Elan Pharmaceuticals, Inc. in 

Support of Defendants-Appellants and Urging Reversal at 3-8, 18, Ass'n for Molecular Pathology 
v. U.S. Patent & Trademark Office, No. 2010-1406 (Fed. Cir. Oct. 29, 2010) (discussing the syn
thesis of genetic sequences).
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significant discussion of these issues occurred in regard to whether the plaintiffs 
could avoid other claims of Myriad's patents, which were directed to use of isolated 
sequences as probes or primers, which were not challenged by the plaintiffs, if the 
court were to invalidate the isolated sequence claims and thus whether a decision 
would redress any asserted injury that the plaintiffs have suffered. 134 Myriad also 
argued in its briefs that the plaintiffs lack a sufficient threat of liability to have 
standing to challenge the patents, and much of the oral argument focused on the 
standing issue. 135 

The district court in Myriad also found invalid the patents for the methods be
cause the claims did not require any physical acts and thus patented only mental 
steps. 136 The method claims were held invalid based on the machine-or
transformation approach applied by the en banc Federal Circuit in Bilski,137 but the 
claims should theoretically fare no better under the Supreme Court's Bilski deci
sion. Specifically, the district court rejected Myriad's argument analogizing the 
"analyzing" steps to the "determining" steps of the Prometheus claim that was 
upheld by the Federal Circuit (before the Bilski remand). The district court distin
guished the Prometheus claims as being construed "to include the extraction and 
measurement of metabolite concentrations," whereas the claims at issue "are di
rected only to the abstract mental processes of 'comparing' or 'analyzing' gene se
quences," particularly as unchallenged dependent claims recited more transforma
tive steps. 13 8 Thus, the district court did not reach either the insignificant post
solution activity inquiry or preemption analyses, although it treated restrictions of 
the claims to human isolated DNA as merely further specifying the subject to be 
analyzed, similarly to field of use restrictions on method claims that do not supply 
eligibility. 139 During oral argument in the appeal, the method claims were ad
dressed almost as an afterthought, and were alternatively analogized to or distin
guished from the claims upheld in Prometheus.'40 They are unlikely to be upheld 
on appeal, particularly given their broad construction by the district court.  

Returning to the theory of eligibility and contributions, the locations of the 
BRCA genes are clearly natural phenomena as medical facts. If those locations and 
sequences were treated as prior art, as is required by the existing eligibility doc
trine, it would be apparent that no creativity went into isolating the genetic DNA or 

134 See Dutra, supra note 128, at 2 (discussing the "redressability" argument made by the patent own
er and the response from the plaintiffs).  

135 See id. at 1-2 (discussing plaintiffs' standing).  

136 Myriad, 702 F. Supp. 2d at 234-37.  

137 Id. at 233-37.  
138 Id. at 234 (citing Prometheus Labs. Inc. v. Mayo Collaborative Servs., 581 F. 3d 1336, 1347 (Fed.  

Cir. 2009), vacated, 130 S. Ct. 3543 (2010)).  
139 Id. at 235 
140 See Dutra, supra note 128, at 3 (noting that the method claims were an afterthought).
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identifying their sequences, particularly given the advanced state of genetic tech
nologies at the time, or into using them for comparison once the sequences were 
known and the molecules were isolated. Accordingly, the claims for both the iso
lated sequences and the methods of comparing them, which do not recite any spe
cific steps beyond or means for performing the analysis, detection, or comparison, 
should not have been considered eligible inventions. It should also be apparent that 
such claims are necessarily obvious, just as pharmaceutical compound claims are 
held to be obvious if a lead compound has been identified in the art and only rou
tine methods are needed to identify its function.' 41 

Unfortunately, the decision of the district court did not provide and the forth
coming decision of the Federal Circuit is unlikely to provide meaningful analysis of 
the degree of creativity involved in any claimed application of the sequences, or of 
how the functions of the isolated DNA molecules differ from or improve upon the 
functions performed by naturally occurring DNA. Nor is the case likely to provide 
a more refined exposition of the machine-or-transformation approach to method 
claims, or of the centrality of various physical implementation steps to the claims.  
However it comes out, the case is therefore unlikely provide adequate guidance for 
assessing the eligibility of the many future applications of new discoveries of na
ture that will be claimed.  

Finally, if the claims are invalidated, it is possible that legislative action will 
result seeking to overturn the outcome to restore eligibility. Lacking adequate judi
cial exposition of the theory of eligibility and responding to political pressures, 
Congress also would be unlikely to articulate a clear approach to eligibility. Ra
ther, Congress is more likely to codify the eligibility of specific excluded sub
jects-such as isolated genetic sequences-and to leave the theory of eligibility un
resolved even if many inventions restored to eligibility should also necessarily be 
found obvious under a prior art contribution approach.  

Unlike in the United States, the attack on the Myriad gene patents in Europe 
proceeded even more clearly on deontological moral grounds. Various French pub
lic health organizations, national ministries, and genetics societies initiated opposi
tion proceedings in the European Patent Office (EPO) against three of the Myriad 
patents,1 42 leading to the revocation of one patent and the significant limitation of 

141 See, e.g., Daiichi Sankyo Co., Ltd. v. Matrix Labs., Ltd., 619 F.3d 1346, 1352 (Fed. Cir. 2010) 
(discussing lead compound obviousness analysis for patents on chemical compounds); Altana 
Pharma AG v. Teva Pharms. USA, Inc., 566 F.3d 999, 1007 (Fed. Cir. 2009) (same).  

142 See, e.g., Sharon Farnley, Pamela Morey-Nase & Diana Sternfeld, Biotechnology - A Challenge to 

the Patent System, 15 CURRENT OP. IN BIOTECH. 254, 255 (2004) (discussing the public debate in 
Europe over the BRCA1 patent); Paradise, supra note 97, at 136 (discussing challenges to My
riad's patents).
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two other patents.143 The original application disclosed an incorrect sequence, and 
later corrections to the disclosure post-dated the publication of the correct sequence 
in accessible scientific databases so that the claims to the entire gene sequence were 
invalid for lack of novelty.144 Nevertheless, the EPO upheld the patent on partial 
BRCA 1 gene sequences used as probes or vectors. 145 It rejected arguments that the 
sequences were immorally obtained from cells without the consent of the donors, 
violated "ordre publique" given their importance to public health, and lacked "in
dustrial application" given that the probes and vectors were primarily used for clon
ing or identification of mutated genes. 14 6 

The concept of industrial application has received an expansive interpretation, 
including industrial methods of production for uses that could be considered non
industrial and non-technological, even if patents for such uses are otherwise ex
cluded from the patent system. Thus, the EPC of 1973 specifically excluded me
thods for diagnosis or treatment by therapy or surgery of humans or animals from 
being considered inventions having industrial application. 147 The Enlarged Board 
of Appeal called this exclusion a "legal fiction," which "seemed actually to be 
based on socio-ethical and public health considerations." 148 In contrast, the EPC of 
2000 simply prohibited such patents for treatment and diagnostic methods, recog
nizing that such methods may be within the commercial sphere even if human bo
dies are not.149 

Similarly, the 1998 European Biotechnology Directive prohibits patents that 
would violate "ordre publique" or morality. It also provides a non-exclusive list of 
things that cannot be patented, which includes processes for cloning humans and 

143 Jordan K. Paradise, Lessons from the European Union: The Need for a Post-Grant Mechanism for 
Third-Party Challenge to U.S. Patents, 7 MINN. J.L. Sci. & TECH. 315, 320 (2005).  

144 Decision of the Technical Board of Appeal, T1213/05 -3.3.04, 8-11 (EPO) (Sept. 27, 2007) 
(identifying sequencing errors and disallowing disclaimers to restore novelty under Article 123(2) 
EPC) [hereinafter TBoA Decision]; id. at 34-35 (allowing claim priority only from the fifth 
priority document and requiring a finding of lack of novelty due to prior art in document Dl); see 
generally Gert Matthijs, The European Opposition Against the BRCA Gene Patents, 5 FAMILIAL 
CANCER 95, 100 (2006) (discussing the revocation of European patent No. 0699754).  

145 TBoA Decision, supra note 144, 43-47.  
146 Id. (addressing ethical concerns, and interpreting EPC art. 52(2)(a) and EPC Rule 23(e)(2)); id.  

60-64, 70 (addressing industrial applicability and interpreting EPC Rule 23(e)(3)); see generally 
Margaret Llewelyn, Schrodinger's Cat: An Observation on Modern Patent Law, in DEATH OF 
PATENTS 39-45 (Peter Drahos ed., 2005) (discussing application of the Rule 53(a) morality excep
tion, including its limited application to health and environmental risks).  

147 Decision of the Enlarged Board of Appeal, Case G 0002/08, 5.2, 5.5 (citing EPC art. 52(4) 
(1973)) [hereinafter EBoA Decision].  

148 Id. 5.3.  
149 EPC art. 53(c) (2000); see EBoA Decision, supra note 147, 5.6 ("[A]lthough the general prin

ciple holds good that the human body is outside the commercial sphere, that does not necessarily 
imply that methods for treating the human body by therapy are not as such susceptible of industri
al application.").
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commercial uses of human embryos.1"0 In particular, the Directive excludes patents 
for genetic sequence discoveries alone, while authorizing patents for isolated genet
ic sequences "even if the structure of that element is identical to that of a natural 
element.""' This approach clearly differs from that in the United States, given that 
the Supreme Court precedents would require a markedly different function for 
chemical structures that are either identical or similar to the natural sequences from 
which they are derived. The Directive also specifies that such sequences are indu
strially applicable once a concrete application for them is identified, although it 
limits protection to the disclosed use.'52 This approach is similar to that in the 
United States, based on the "new and useful" language of Section 101 of the U.S.  
Patent Act that precludes patents on genetic sequences until a significant utility has 
been identified for them.'53 

V. Conclusion 

Given the substantial incentives to seek patents on applications of newly dis
covered but categorically ineligible science, nature, and ideas at the forefront of 
medical and biotechnological research and development, we can continue to expect 
disputes over patent eligibility to arise. Such disputes will likely be hotly contested 
due to the long-standing historical normative commitments to protecting this public 
domain from piecemeal encroachment through wholesale or more limited retail pa
tent claims to those discoveries. Furthermore, with the accelerating pace of scien
tific and technological discoveries, we can expect to confront these complex issues 
of eligibility in regard to a wide range of new and important products and 
processes, such as personalized medicine, computational genomics, synthetic agri
culture, nanotechnology, and so on.  

We therefore need to develop a greater degree of understanding of, and great
er consensus regarding, the degree of creativity in the applications of such newly 
identified, fundamental knowledge that should support the grant of patent rights for 
synthetic biological, chemical, mechanical, and digital products and processes. We 
know that the courts have struggled with these issues, seeking to distinguish Cha
krabarty's eligible synthetic bacteria from Funk Brothers' ineligible synthetic com
binations, and Bilski's ineligible hedging methods from Diehr's chemical treatment 

150 Council Directive 98/44/EC, art. 6, 1998 O.J. (L 213) 13-14 (EC).  

'5' Id. arts. 5(1)-(2); see also id. art. 3 (stating general criteria for patentability of biological mate
rials).  

152 See id. art. 5(3) (requiring disclosure of industrial applicability of a sequence); Monsanto Tech.  

LLC v. Cefetra BV, No. C-428/08, 45-47, 62-63, Eur. Ct. Justice (July 6, 2010); see generally 
Llewelyn, supra note 142, at 28-32 (discussing industrial applicability and use in the context of 
gene patents); Geertrui Van Overwalle, Legal and Ethical Aspects of Bio-Patenting: the EU Bio
technology Directive, in DEATH OF PATENTS 214-25 (Peter Drahos ed. 2005).  

153 35 U.S.C. 101 (2006); see In re Fisher, 421 F.3d 1365, 1371 (Fed. Cir. 2005) (discussing the 
utility requirement of Section 101).
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methods. Determining the required creativity in turn will help to determine wheth
er we view the synthetic creations and new uses for new scientific and medical dis
coveries as markedly different or as non-analogous to the things and functions from 
which they derive. We need to chart a new and clearer relationship between newly 
discovered knowledge of nature and medicinal facts, as well as between new and 
synthetic applications of such knowledge.  

Acknowledging the confusion in the existing doctrine and recognizing the 
prior art status (at least in American law) of categorically excluded subject matter 
and the importance of preserving the public domain is the first step towards rea
soned development of approaches and better resolution of the conflicting issues. In 
our increasingly integrated world, we will also need to expand the dialog and to ad
dress the lack of harmonization in "contribution" approaches. In doing so, we will 
have to focus on both the utilitarian and the deontological moral concerns that are 
involved.
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I. Introduction 

Beginning in 2011, the Journal will publish statistical tables tracking the 
business of the U.S. Court of Appeals for the Federal Circuit. These tables are in
tended to supplement the statistics provided on the Federal Circuit's websitel and 
the statistics compiled by the University of Houston Law Center. 2 The tables do so 
by providing data on (1) the voting behavior of individual Federal Circuit judges 
and (2) the Federal Circuit's treatment of appeals from different originating fora, 
including the U.S. International Trade Commission (ITC), the U.S. Patent and 
Trademark Office (USPTO), and individual district courts.  

Students of U.S. intellectual property law, including both practitioners and 
academic commentators, might take an interest in these statistics. The Federal Cir
cuit has a central place in U.S. intellectual property law: it generally has exclusive 
jurisdiction over direct appeals from the USPTO and ITC, and it hears very close to 
100% of appeals from U.S. district courts that involve significant questions of U.S.  

* J.D. Candidate, May 2011, University of Texas School of Law; M.S. Mechanical Engineering, 
2009, University of Cincinnati; B.S. Mechanical Engineering, 2005, University of Michigan. The 
author would like to thank Catherine Garza for her tireless support and Professor John Golden for 
his insight and guidance.  

1 The Court, Statistics, UNITED STATES COURT OF APPEALS FOR THE FEDERAL CIRCUIT, 
http://www.cafc.uscourts.gov/the-court/statistics.html (last visited May 15, 2011).  

2 PATSTATS.ORG, http://www.patstats.org/ (last visited May 15, 2011).
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patent law.3 Further, commentators have observed or alleged substantial differenc
es in how individual Federal Circuit judges approach decision-making on important 
patent-law issues such as claim construction and validity.4 And many have won
dered about the extent to which the Federal Circuit should provide greater defe
rence or scrutiny to the decisions of original adjudicators, perhaps with sensitivity 
to the identity of initial forum.' 

The contents of the tables can be described briefly as follows. Tables I and II 
examine the voting behavior of the individual judges organized by type of opinion.  
Table III examines such voting behavior relative to the court of origin. Table IV 
examines the disposition of the Federal Circuit as a whole relative to the court of 
origin. All of these tables only consider cases with a written opinion, including per 
curiam opinions and summary affirmances under Rule 36.6 The time frame ana
lyzed is the most recently completed fiscal year for the Circuit, which ran from Oc
tober 2009 to September 2010. In this time frame, the following judges assumed or 
had assumed senior status or had retired: 

- Paul Michel: retired May 31, 2010 
- Haldane Mayer: assumed senior status on June 30, 2010 
- Alvin Schall: assumed senior status on October 5, 2009 
- Daniel Friedman 
- Glen Archer 
- S. Jay Plager 
- Raymond Clevenger III 

II. Explanation of Terms 

Prior to discussing specific aspects of each table, explanation of certain terms 
is warranted.  

3 See generally John Golden, The Supreme Court as Prime Percolator: A Prescription for Appel
late Review of Questions in Patent Law, 56 UCLA L. REV. 657, 664-67 (2008) (outlining the 
structure and function of the Federal Circuit).  

4 See Polk Wagner & Lee Petherbridge, Is the Federal Circuit Succeeding? An Empirical Assess
ment of Judicial Performance, 152 U. PA. L. REV. 1105, 1156-63 (2004) (analyzing judicial ap
proaches to claim construction); Craig Nard, A Theory of Claim Interpretation, 14 HARv. J.L. & 
TECH. 1, 2-3 (2000) (discussing Federal Circuit judges' approach to claim interpretation); John 
Allison & Mark Lemley, How Federal Circuit Judges Vote in Patent Validity Cases, 27 FLA. ST.  
U. L. REV. 745, 753-58 (2000) (analyzing decisions related to validity).  

5 See, e.g., Holly Lance, Note, Not So Technical: An Analysis of Federal Circuit Patent Decisions 
Appealed from the ITC, 17 MICH. TELECOMM. TECH. L. REV. 243 (2010) (analyzing patent deci
sions appealed from the ITC); Kimberly Moore, Are District Court Judges Equipped to Resolve 
Patent Cases?, 15 HARv. J.L. & TECH. 1 (2001) (analyzing patent decisions appealed from district 
courts); and Kenneth Port & Scott Anderson, How Much Deference Should the Court of Appeals 
for the Federal Circuit Show Patent and Trademark Office Decisions?, 1998-1999 PREVIEW U.S.  
SUP. CT. CAS. 349 (1998-1999) (analyzing patent decisions appealed from the USPTO).  

6 Fed. Cir. R. 36 (allowing entry of a judgment of affirmance without opinion when certain condi
tions exist and an opinion would have no precedential value).
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Judges sitting by designation: The statistical tables include all cases where 
the panel included a judge sitting by designation. In the 2009-2010 fiscal year, 
these seven judges were: 

- Claudia Wilken, Northern District of California: 8 cases 
- Virginia M. Kendall, Northern District of Illinois: 12 cases 
- Ron Clark, Eastern District of Texas: 1 case 
- David Folsom, Eastern District of Texas: 9 cases 
- James F. Holderman, Northern District of Illinois: 1 case 
- Andrew J. Guilford, Central District of California: 6 cases 
- Amy J. St. Eve, Northern District of Illinois: 1 case 

Because the number of cases heard by any one of these judges seems likely to be 
statistically insignificant for most plausible analyses, all seven judges were lumped 
into one single entity entitled "Judges Sitting by Designation" (JSBD).  

Patent opinion: A patent case is designated by the inclusion in the appeal of 
controversy related to any specific patent or issue of patent law whether originating 
in a U.S. district court, the ITC, or the Board of Patent Appeals and Interferences 
(BPAI) of the USPTO. 7 

Precedential opinion: A precedential case is identified by the absence of a 
nonprecedential designation within the majority or per curiam opinion authored by 
the Federal Circuit.  

III. Tables 

A. Table I: Judicial Voting Patterns 

Table I examines the voting patterns of the individual judges. It indicates 
whether the judge wrote the majority, concurring, or dissenting opinion, or whether 
the judge joined in the majority, concurring, dissenting, or per curiam opinion. This 
analysis is completed for the following subsets of data: 

- Table I(A): All Opinions 
- Table I(B): All Patent Opinions 
- Table I(C): All Precedential Opinions 
- Table I(D): All Nonprecedential Opinions 
- Table I(E): All Opinions Involving Issues of Patent Obviousness 
- Table I(F): All Opinions Involving Issues of Patent Claim Construc

tion 
- Table I(G): All Opinions Involving Issues of Patent Inequitable Con

duct 

28 U.S.C. 1295 (2006) 
8 Fed. Cir. R. Rule 32.1
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- Table I(H): All Opinions Involving Issues of Patent-Related Injunc
tions 

B. Table II: Judicial Voting Alignments for Three-Judge Panels 

Table II examines how a judge voted relative to other judges on the panel.  
Each judge pair provides for five data points: 

- M: Both judges joined the majority opinion.  
- C: One judge joined a concurring opinion, while the other judge 

joined either a majority or concurring opinion.  
- D: One judge joined a dissenting opinion, while the other judge 

joined either the majority, concurring or per curiam opinion.  
- PC: Both judges joined the per curiam opinion.  
- %: Percentage of cases in which the two judges agreed. Mathemati

cally, this can be expressed as % = (M + C + PC) / (M + C + PC + 
D). Since for all opinions except for five en banc opinions there were 
three panel members, agreements in dissent do not occur.  

This analysis is completed for the following data sets: 

- Table II(A): All Opinions 
- Table II(B): All Patent Opinions 
- Table II(C): All Precedential Opinions 
- Table II(D): All Precedential Patent Opinions 

C. Table III: Judicial Dispositions Relative to Court of Origin 

Table III examines the dispositions of the individual judges classified by 
which adjudicative body the case was appealed from. For this analysis, three adju
dicative bodies are considered: U.S. district courts, the BPAI, and the ITC. All U.S.  
district courts are considered together. These tables provide whether a judge voted 
to affirm, vacate, or reverse the lower court's ruling. If a judge voted at least to re
verse in part, the vote is considered to "reverse." If a judge voted at least to vacated 
in part, but did not vote to reverse in part, the vote is considered "vacated." Thus, 
votes classified as "affirm" are in fact votes to affirm in entirety. This analysis is 
applied to all opinions by Federal Circuit panel members to generate Table III(A) 
and to all patent opinions by Federal Circuit panel members to generate Table 
III(B).  

D. Table IV: Federal Circuit Disposition Relative to Court of Origin 

Table IV examines the disposition of appeals to the Federal Circuit as 
wholes. For this analysis, results of appeals from each of the 44 U.S. district courts 
are examined individually, along with results of appeals from the BPAI and the 
ITC. These tables provide whether the Federal Circuit affirmed, vacated, or re
versed the lower court's ruling. If the Circuit at least reversed in part, its disposi
tion is considered to have been a reversal. If the Circuit at least vacated in part, but
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did not reverse in part, its disposition is considered to have been a vacatur. Thus, 
dispositions considered to "affirm" in fact represent decisions to affirm a lower 
court judgment in its entirety. This analysis is performed for all Federal Circuit 
dispositions to generate Table IV(A) and for all Federal Circuit dispositions on pa
tent issues to generate Table IV(B).
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TABLE I9 
(A) Individual Judge Actions in All Cases

Opinions Written' 0  Opinions Joined 

Michel*" 14 0 2 23 0 1 37 77 

Rader 25 2 3 38 0 0 114 182 

Friedman* 7 0 1 18 0 0 21 47 

Newman 22 3 17 28 0 1 70 141 

Archer* 3 0 0 9 0 0 22 34 

Mayer* 11 1 3 30 1 0 68 114 

Plager* 4 1 0 16 0 0 35 56 

Lourie 23 1 0 48 0 0 84 156 

Clevenger* 3 2 3 11 0 0 26 45 

Schall* 7 0 0 13 0 0 24 44 

Bryson 26 0 1 36 0 0 86 149 

Gajarsa 20 2 4 38 0 1 77 142 
Linn 17 2 2 36 0 0 87 144 

Dyk 24 4 10 35 0 0 76 149 

Prost 22 5 3 44 0 0 95 169 

Moore 23 0 1 38 0 0 88 150 

JSBD 7 1 1 13 0 0 16 38 

9 For a description of Table I and its compilation, see supra Part III.A.  
10 A concurrence or a dissent is recorded as a written opinion whenever its author provided a reason, 

however brief, for his or her vote.  

" Opinions concurring in part and concurring in the judgment are counted as concurrences. Opi
nions concurring in part and dissenting in part are counted as dissents.  

12 Opinions concurring in part and concurring in the judgment are counted as concurrences. Opi
nions concurring in part and dissenting in part are counted as dissents. Opinions dissenting from a 
panel's per curiam opinion are counted as dissents.  

13 Opinions dissenting from a panel's per curiam opinion are counted as dissents.  
14 Throughout this article, an asterisk (*) indicates a judge serving as a senior judge for at least some 

portion of the time period analyzed or having retired during the time period analyzed. See supra 
Part I.
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TABLE I (continued) 
(B) Individual Judge Actions in Patent Cases

Opinions Written Opinions Joined 

o 

ago & U*o o~ -c o j 

Michel* 10 0 0 13 0 0 11 34 

Rader 19 1 3 16 0 0 28 67 

Friedman* 0 0 0 11 0 0 3 14 

Newman 12 2 8 10 0 0 20 52 
Archer* 1 0 0 7 0 0 4 12 

Mayer* 3 1 1 11 1 0 18 35 
Plager* 1 0 0 10 0 0 7 18 
Lourie 14 1 0 25 0 0 17 57 

Clevenger* 2 2 2 5 0 0 5 16 

Schall* 3 0 0 7 0 0 4 14 

Bryson 10 0 1 20 0 0 18 49 

Gajarsa 9 2 2 23 0 1 20 57 
Linn 9 2 2 18 0 0 20 51 

Dyk 12 2 8 23 0 0 17 62 

Prost 12 2 2 25 0 0 21 62 

Moore 15 0 0 16 0 0 24 55 
JSBD 3 1 0 7 0 0 3 14
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TABLE I (continued) 
(C) Individual Judge Actions in All Precedential Cases

Opinions Written Opinions Joined 

o . - ' " " 

Michel* 11 0 2 18 0 1 1 33 

Rader 22 1 3 27 0 0 3 56 

Friedman* 7 0 1 16 0 0 1 25 

Newman 12 2 16 24 0 1 4 59 
Archer* 2 0 0 8 0 0 0 10 

Mayer* 10 1 3 24 1 0 3 42 

Plager* 4 0 0 12 0 0 0 16 

Lourie 18 1 0 35 0 0 3 57 

Clevenger* 3 2 3 9 0 0 1 18 

Shall* 3 0 0 12 0 0 0 15 

Bryson 21 0 0 32 0 0 3 56 

Gajarsa 18 2 4 30 0 1 1 56 
Linn 13 2 2 34 0 0 3 54 
Dyk 23 3 10 25 0 0 4 65 
Prost 18 5 3 34 0 0 1 61 
Moore 20 0 0 32 0 0 2 54 

SBhDl 3 0 0 12 0 0 0 15

426 [VOL. 19:419



Federal Circuit:- The Statistics

TABLE I (continued) 
(D) Individual Judge Actions in All Non-Precedential Cases

Opinions Written Opinions Joined 

0 moo 

Michel* 3 0 0 5 0 0 36 44 

Rader 3 1 0 11 0 0 111 126 

Friedman* 0 0 0 2 0 0 20 22 

Newman 10 1 1 4 0 0 66 82 

Archer* 1 0 0 1 0 0 22 24 

Mayer* 1 0 0 6 0 0 65 72 

Plager* 0 1 0 4 0 0 35 40 

Lourie 5 0 0 13 0 0 81 99 

Clevenger* 0 0 0 2 0 0 25 27 

Schall* 4 0 0 1 0 0 24 29 

Bryson 5 0 1 4 0 0 83 93 

Gajarsa 2 0 0 8 0 0 76 86 

Linn 4 0 0 2 0 0 84 90 

Dyk 1 1 0 10 0 0 72 84 

Prost 4 0 0 10 0 0 94 108 

Moore 3 0 1 6 0 0 86 96 

JSBD 3 0 1 2 0 0 16 22
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TABLE I (continued) 
(E) Individual Judge Actions in Patent Obviousness Cases

Opinions Written Opinions Joined

Frid 0 3 3 

Miema 1 0 0 2 0 0 0 2 3 

ader* 3. 0 01 2 0 0 1 2 

Fremae* 0 0 0 3 0 0 0 3 

Pewar* 0 0 0 1 0 0 2 2 

Aorche* 31 0 0 4 0 0 0 8 
Ceeer* .1 0 0 0 0 0 0 1 

Pae* 0 0 0 0 01 2 

Schall* 0 0 0 2 0 0 1 3 

Bryson 0 0 0 0 0 0 1 1 

Gajarsa 1 0 0 3 0 0 1 5 

Linn 3 2 0 2 0 0 1 8 
Dyk 4 1 1 5 0 0 4 14 
Prost 1 0 0 4 0 0 0 4 

Moore 0 0 0 1 0 0 0 1 

JSBD 1 0 0 2 0 0 0 3
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TABLE I (continued) 
(F) Individual Judge Actions in Patent Claim Construction Cases

Opinions Written Opinions Joined 

o _ 

Michel* 2 0 0 2 0 0 1 5 

Rader 10 0 0 4 0 0 0 14 

Friedman* 0 0 0 4 0 0 0 4 

Newman 1 1 4 4 0 0 0 10 

Archer* 0 0 0 2 0 0 0 2 

Mayer* 1 0 0 2 0 0 0 3 

Plager* 0 0 0 3. 0 0 0 3 

Lourie 5 0 0 12 0 0 1 18 

Clevenger* 0 0 1 0 0 0 1 2 

Shall* 1 0 0 2 0 0 0 3 

Bryson 6 0 0 6 0 0 4 16 

Gajarsa 0 0 1 10 0 0 1 .12 

Linn 2 0 0 3 0 0 0 5 

Dyk 4 1 2 6. 0 0 2 15 

Prost 4 0 1 12 0 0 1 18 

Moore 5 0 0 5 0 0 1 11 

JSBD 1 0 0 1 0 0 0 2
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TABLE I (continued) 
(G) Individual Judge Actions in Patent Inequitable Conduct Cases 

Opinions Written Opinions Joined 

O cO U U O 

Michel* 1 0 0 0 0 0 0 1 

Rader 1 1 0 0 0 0 0 2 

Friedman* 0 0 0 2 0 0 0 2 

Newman 1 0 1 0 0 0 0 2 

Archer* 0 0 0 1 0 0 0 1 

Mayer* 0 0 0 2 0 0 0 2 

Player* 1 0 0 1 0 0 0 1 

Lourie 1 0 3 0 0 0 4 
Clevenger* 0 0 0 0 0 0 0 0 

Shall* 0 0 0 0 0 0 0 0 

Bryson 0 0 0 0 0 0 0 0 

Gajarsa 2 0 0 1 0 0 0 3 

Linn 0 1 1 2 0 0 0 4 
Dyk 2 0 0 2 0 0 0 4 
Prost 1 1 1 0 0 0 0 3 

Moore 1 0 0 1 0 0 0 2 

JSBD 1 1 0 0 0 0 0 2
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TABLE I (continued) 
(H) Individual Judge Actions in Patent-Related Injunctions Cases

Opinions Written Opinions Joined 

0 con 

Michel* 1 0 0 0 0 0 0 1 

Rader 1 0 0 0 0 0 0 1 

Friedman* 0 0 0 0 0 0 0 0 

Newman 0 0 0 0 0 0 0 0 

Archer* 0 0 0 1 0 0 0 1 

Mayer* 0 0 0 1 0 0 0 1 

Plager* 0 0 0 0 0 0 0 0 

Lourie 0 0 0 0 0 0 0 0 

Clevenger* 0 1 0 1 0 0 0 2 

Schall* 1 0 0 2 0 0 0 3 

Bryson 1 0 0 0 0 0 0 1 

Gajarsa 0 0 0 1 0 0 0 1 

Linn 0 0 0 0 0 0 0 0 

Dyk 0 0 1 1 0 0 0 2 

Prost 2 0 0 1 0 0 0 3 

Moore 0 0 0 2 0 0 0 2 

JSBD 0 0 0 0 0 0 0 0
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TABLE II"1 
(A) Voting Alignments in All Cases

M 3 1 8 0 0 2 3 3 1 3 4 2 6 3 44 

C 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 

Michel* D 0 0 3 0 0 0 0 1 1 0 1 0 0 1 0 0 

PC 6 4 5 1 2 4 6 3 3 8 8 6 4 5 4 5 

S 1000 000008 80 100910001 8100 

C 0 0 0 0 0 0 1 1 0 0 1 0 0 0 0 1 
Rader D 0 0 2 0 1 0 1 0 0 0 0 0 1 1 0 0 

PC 6 4 17 10 9 11 26 2 5 15 15 25 15 33 30 5 
100::0:: 92100 92 1009110098,100 100 1001100010095 98 100100 

M 1 0 3 0 2 0 5 0 0 0 4 4 5 3 4 0 
Coie- 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 Fried- D 0 0 1 0 0 0 0 0 0 0 0 0 0 0 1 0 

man PC 4 4 2 0 4 0 5 0 0 1 7 7 4 4 6 0 
% 100100 83 - 100 - 100 - - 100 100100 100,100 91 
M 8 7 3 0 4 2 6 1 1 12 2 4 6 7 3 0 
C 0 0 0 0 0 0 2 0 0 0 1 0 1 2 0 0 

Newman D 3 2 1 0 0 0 2 0 1 0 0 2 4 4 1 0 
PC 5 17 2 0 9 5 14 2 1 20 4 13 11 19 15 3 
% 79 92 83 - 100100 92 100 67 100100 89 82 88 95 100 
M 0 3 0 0 0 0 2 0 0 2 3 1 0 2 0 0 
C 00 00 0 0 0 0 0 0 0 0 0 0 0 0 

cheAr* D 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 
PC 1 10 0 0 0 0 2 0 0 7 8 3 0 9 4 0 
% 100100 - - - - 100 - - 100100100 - 92 100 
M 02 24 0 14 2 31 5 6 4 6 5 1 
C 0 0 0 0 0 0 1 0 0 1 0 0 1 1 0 0 

Mayer* D 0 1 0 0 0 0 0 0 1 0 3 0 0 0 1 1 
PC 2 9 4 9 0 7 11 11 8 1 13 13 15 21 17 1 
% 100 92 100100 - 10010010092 100 86 100100100 96 67

15 For a description of Table II and its compilation, see supra Part III.B.
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*

*

E *
* *

M 2 4 0 2 0 1 
C 0 0 0 0 0 0 

Plager* D 0 0 0 0 0 0 
PC 4 11 0 5 0 7 
% 100100 - 100 - 10(

Lourie

M 
C 
D 
PC

3 
0 
0 
6

13 
1 
1 

26

5 
0 
0 
5

6 
2 
2 
14

2 
0 
0 
2

4 
1 
0 
11

* 

Cr'

O
C0

0
N 
0

0 0 1 0 3 3 3 0 4 0 
0 0 0 0 0 0 0 1 0 0 
0 0 0 0 0 0 0 0 0 0 
2 0 0 0 9 8 11 4 9 0 

100 - 100 - 100 100 100100,100 -
0 
0 
0 
2

% 100 98 100 92 100 100 100

2 
0 
0 
1 

100

3 
0 
0 
5 
100

7 
1 
0 
18 
100

9 
1 
0 
14 
100

8 
0 
1 

22 
97

9 
0 
0 
8 

100

7 
0 
0 
18 
100

11 
0 
0 
18 
100

4 
0 
0 
4 
10C

M 3 0 0 1 0 2 0 2 1 1 2 0 2 1 0 0 
C 0 1 0 0 0 0 0 0 0 0 0 0 0 0 1 0 

Cleven- D 1 0 0 0 0 0 0 0 0 0 0 0 4 0 0 0 
ger* PC 3 2 0 2 0 11 0 1 0 6 6 4 11 3 3 0 

% 86 100 - 100 - 100 - 100 100100100100_76_100 100 
M 1 5 0 1 0 3 1 3 1 4 3 1 1 6 1 0 
C 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 0 

Schall* D 1 0 0 1 0 1 0 0 0 1 0 0 0 0 0 0 
PC 3 5 0 1 0 8 0 5 0 7 5 1 8 5 0 0 
% 80 100 - 67 - 92 100100100 92 100100100100100 
M 3 12 0 12 2 1 0 7 1 4 9 5 6 16 12 4 
C 0 0 0 0 0 1 0 1 0 0 0 0 0 1 0 0 

Bryson D 0 0 0 0 0 0 0 0 0 1 2 0 3 0 0 0 
PC 8 15 1 20 7 1 0 18 6 7 16 19 21 21 16 2 

%_100100100 100100100 - 100100 92 93 100_90 100100100 
M 4 4 4 2 3 5 3 9 2 3 9 4 5 5 10 3 
C 0 1 0 1 0 0 0 1 0 0 0 0 0 0 0 0 

Gajarsa D 1 0 0 0 0 3 0 0 0 0 2 0 1 0 0 0 
PC 8 15 7 4 8 13 9 14 6 5 16 10 12 14 16 3 
% 92 100 100 1001100 86 100 100 100 100 93 100 94 100 100 100 
M 2 5 4 4 1 6 3 8 0 1 5 4 8 4 7 0 
C 0 0 0 0 0 0 0 0 0 0 0 0 3 0 0 0 

Linn D 0 0 0 2 0 0 0 1 0 0 0 0 2 1 0 0 
PC 6 25 7 13 3 13 8 22 4 1 19 10 19 11 19 0 
% 100100100 89 100100100 97 100100100100 94 94 100 
M 6 5 5 6 0 4 3 9 2 1 6 5 8 6 3 3 
C 0 0 0 1 0 1 0 0 0 1 0 0 3 2 0 0 

Dyk D 0 1 0 4 0 0 0 0 4 0 3 1 2 1 1 0 
PC 4 15 4 11 0 5 11 8 11 8 21 12 19 13 5 1 

%100 95 100 82 - 100 100 100 76 100 90 94 94 ' 95 89 100

I I II I I I I I I I I I I I I I I
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M 3 8 3.7 2 6 0 7 1 > 1654 5 0 

C 0 0 0 2 0 1 1 0 0 0 1 0 0 2 0 0 

Prost D 1 1 0 4 1 0 0 0 0 0 0 0 1 1 0 0 
PC 5 33 4 19 9214835 1141113 142 
% 89 98 100 88 92 100 100 100100100,10010094 95 100100

Moore

JSBD

M 
C 
D 
PC

4 
0 
0 
4 
100

7 
0 
0 
30 
100

4 
0 
1 
6 
91

3 
0 
1 

15 
95

0 
0 
0 
4 

100

5 
0 
1 
17 
96
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100
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3 

100
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100
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19 
100

3 
0 
1 
5 
89
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0 
14 
100

,4, , , - - -- , --
M 
C 
D 
PC

4 
0 
0 
5 

100

5 
1 
0 
5 

100

0 
0 
0 
0

0 
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0 
3 
100

0 
0 
0 
0

1 
0 
1 
1 
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0 
0 
0 
0

4 
0 
0 
4 
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0 
0 
0 
0

0 
0 
0 
0
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0 
0 
2 
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3 
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0 
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0
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1 
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2 
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6 

1in
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TABLE II (continued) 
(B) Voting Alignments in All Patent Cases

* C
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PC 
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PC

*

z 4) *J I)
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0C
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0 Q/
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100 100 83 - 1001100110011001100 100 100 100 100 75 1100110Q
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100
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0
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TABLE II (continued) 
(C) Voting Alignments in All Precedential Cases
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TABLE II (continued) 
(D) Voting Alignments in All Precedential Patent Cases
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TABLE IIIl6 
(A) Judicial Votes on Dispositions Relative to the Original Forum for All Cases.
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Ce3 Oe

Michel* 18 3 8 5 1 2 1 1 0 39 
Rader 33 11 9 11 1 0 1 0 1 67 
Friedman* 6 3 4 1 0 0 0 0 0 14 
Newman 25 1 8 9 1 1 3 0 0 48 
Archer* 5 1 1 3 0 1 1 0 0 12 
Mayer* 22 2 5 7 0 0 1 0 1 38 
Player* 5 4 4 6 1 0 0 0 0 20 
Lourie 26 6 15 6 0 2 2 1 1 59 
Clevenger* 5 2 5 2 1 1 1 0 0 17 
Schall* 9 3 1 3 0 0 0 0 0 16 
Bryson 27 3 8 7 1 3 2 0 0 51 
Ga'arsa 25 6 10 10 1 1 0 0 0 53 
Linn 24 4 11 8 2 2 2 0 0 53 
Dyk 22 6 11 8 3 1 3 0 1 55 
Prost 34 5 3 11 1 2 3 0 1 60 
Moore 27 6 10 5 2 1 2 0 0 53 
JSBD 8 0 2 3 1 1 0 0 0 15 
Total 321 66 115 105 16 18 22 2 5 670

16 For a description of Table III and its compilation, see supra Part III.C.  

17 This category only includes cases that were affirmed in their entirety.  
18 If a judge voted at least to vacate in part, but did not vote to reverse in part, the vote is considered 

"vacate." Thus, this category includes votes to vacate in part and affirm in part.  
19 If a judge voted at least to reverse in part, the vote is considered "reverse." Thus, this category 

includes votes to reverse in part and affirm in part, votes to reverse in part and vacate in part, and 
votes to reverse in part, vacate in part, and affirm in part.
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TABLE III (continued) 
(B) Judicial Votes on Dispositions Relative to the Original Forum for All Patent 

Cases.

District Court

I- 0 

U

USPTO

d
N 

0

0

I

ITC

0 
0

I)

H

Michel* 16 3 8 4 1 1 0 0 0 33 
Rader 32 11 9 9 1 0 1 0 1 64 
Friedman* 6 3 4 0 0 0 0 0 0 13 
Newman 24 1 8 7 1 1 2 0 0 44 
Archer* 4 1 1 3 0 1 1 0 0 11 
Mayer* 21 2 5 3 0 0 1 0 1 33 
Player* 4 4 4 5 1 0 0 0 0 18 
Lourie 25 6 15 5 0 2 1 0 1 55 
Clevenger* 5 2 5 1 1 0 0 0 0 14 
Schall* 9 4 1 1 0 0 0 0 0 15 
Bryson 23 3 8 6 1 3 2 0 0 46 
Gajarsa 24 6 10 9 1 1 0 0 0 51 
Linn 24 4 11 5 1 2 1 0 0 48 
Dyk 21 6 11 7 3 1 2 0 1 52 
Prost 32 5 4 9 1 1 3 0 1 56 
Moore 26 6 10 5 2 1 2 0 0 52 
JSBD 7 0 2 2 1 1 0 0 0 13 
Total 303 67 116 81 15 15 16 0 5 618
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TABLE IV20 

(A) Federal Circuit Disposition Relative to Court of Origin for All Cases 

Disposition 
Affirm2  Vacate Reverse 

International Trade Commission 6 1 2 
U.S. Patent & Trademark Office 35 6 6 
Federal District Courts 

Central District of California 11 1 4 
Eastern District of Texas 10 2 4 
Delaware 7 3 3 
Southern District of New York 8 1 3 
New Jersey 8 1 0 
Northern District of California 6 1 1 
Southern District of Florida 5 2 0 
District of Columbia 3 0 3 
Eastern District of Virginia 6 0 0 
Northern District of Illinois 5 0 1 
Massachusetts 2 0 3 
Northern District of Ohio 5 0 0 
Southern District of Texas 2 1 2 
Connecticut 2 1 1 
Western District of Texas 4 0 0 
Western District of Washington 2 0 2 
Western District of Wisconsin 1 2 1 
Minnesota 2 0 1 
Nevada 2 1 0 
Eastern District of Michigan 2 0 1 
Northern District of Georgia 1 0 2 
Colorado 0 0 2 
Maryland 1 1 0 
Eastern District of Missouri 1 0 1 
Eastern District of New York 1 1 0 
Northern District of Texas 1 0 1 
Southern District of California 1 1 0 

20 For a description of Table IV and its compilation, see supra Part III.D.  
21 This category only includes cases that were affirmed in their entirety.  
22 If a Federal Circuit decision at least vacated in part, but did not reverse in part, the disposition is 

considered "vacate." Thus, this category includes decisions to vacate in part and affirm in part.  
23 If a Federal Circuit decision at least reversed in part, the disposition is considered "reverse." Thus, 

this category includes decisions to reverse in part and affirm in part, decisions to reverse in part 
and vacate in part, and decisions to reverse in part, vacate in part, and affirm in part.
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Disposition 
Affirm2 1  Vacate2 Reverse23 

Southern District of Indiana 2 0 0 

Arizona 1 0 0 

North Dakota 1 0 0 

Oregon 0 0 1 

Utah 1 0 0 

Eastern District of California 0 0 1 

Eastern District of Pennsylvania 0 1 0 

Eastern District of Wisconsin 1 0 0 

Middle District of Tennessee 0 1 0 

Northern District of Iowa . 0 0 1 

Northern District of West Virginia 0 1 0 

Southern District of Illinois 1 0 0 

Southern District of Ohio 0 0 1 

Western District of Michigan 0 1 0 

Western District of New York 1 0 0 

Western District of Pennsylvania 1 0 0 

Western District of Tennessee 0 0 1
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TABLE IV (continued) 
(B) Federal Circuit Disposition Relative to Court of Origin for All Patent Cases 

Disposition 

Affirm Vacate Reverse 
International Trade Commission 4 0 2 
U.S. Patent & Trademark Office 27 5 5 
Federal District Courts 

Central District of California 11 1 4 
Eastern District of Texas 10 2 4 
Delaware 7 3 3 
Southern District of New York 8 1 3 
New Jersey 7 1 0 
Northern District of California 6 1 1 
Southern District of Florida 5 2 0 
Eastern District of Virginia 6 0 0 
Northern District of Illinois 5 0 1 
District of Columbia 2 0 3 
Massachusetts 2 0 3 
Southern District of Texas 2 1 2 
Connecticut 2 1 1 
Northern District of Ohio 4 0 0 
Western District of Wisconsin 1 2 1 
Minnesota 2 0 1 
Nevada 2 1 0 
Eastern District of Michigan 2 0 1 
Northern District of Georgia 1 0 2 
Western District of Texas 3 0 0 
Western District of Washington 1 0 2 
Colorado 0 0 2 
Eastern District of Missouri 1 0 1 
Eastern District of New York 1 1 0 
Northern District of Texas 1 0 1 
Southern District of California 1 1 0 
Southern District of Indiana 2 0 0 
Arizona 1 0 0 
Maryland 0 1 0 
North Dakota 1 0 0 
Oregon 0 0 1 
Utah 1 0 0 
Eastern District of California 0 0 1 
Eastern District of Pennsylvania 0 1 0 
Eastern District of Wisconsin 1 0 0 
Middle District of Tennessee 0 1 0
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Disposition 
Affirm Vacate Reverse 

Northern District of Iowa 0 0 1 

Northern District of West Virginia 0 1 0 

Southern District of Illinois 1 0 0 

Southern District of Ohio 0 0 1 

Western District of Michigan 0 1 0 

Western District of New York 1 0 0 

Western District of Pennsylvania 1 0 0 

Western District of Tennessee 0 0 1



TEXAS INTELLECTUAL PROPER TY LA JOURNAL [VOL. 19:419450



State Bar Section News

Letter from the Chair 

By Shannon W. Bates 

It is hard to believe how this year has flown by so quickly. The Intellectual 
Property Law Section of the State Bar of Texas has had another active year, 
focusing on our Continuing Legal Education programs and committee work.  

A highlight of the year was our 2 4 th Annual Advanced Intellectual Property 
Law Course that was held on March 3-4, 2011 in Dallas. Vice Chair Scott 
Breedlove was the Course Director for this program, which included outstanding 
topics in all areas of Intellectual Property law. This program was preceeded by an 
Agreements Workshop on March 2, 2011, led by Course Director Thom Tarnay.  

Our next CLE program will be held on Friday June 24, 2011 at the State Bar 
Annual Meeting in San Antonio. Our Chair-Elect, Steve Malin, is the Course 
Director, and he is coordinating our Section's CLE program and events, which 
includes a welcome reception on Thursday June 23, 2011.  

In keeping with tradition, we will also present several awards at the Section's 
business meeting and luncheon on June 2 4 th at the Annual Meeting. This year, the 
Section will award three (3) Women & Minority Scholarships to deserving law 
students who intend to practice Intellectual Property law*in Texas. In addition, we 
will also present the Outstanding Texas Inventor of the Year award. I hope many 
of you are planning to attend the Annual Meeting! 

Following shortly after Annual Meeting, the Section is sponsoring an 
Advanced Patent Litigation Course on July 14-15, 2011 at the Hyatt Hill Country 
Resort in San Antonio. This program is being co-chaired by Sanford Warren and 
Craig Lundell, and we are looking forward to another outstanding CLE program.  

Committees are the foundation of our Section. If you have not already done 
so, please consider joining one or more of our committees, which include: 
Alternative Dispute Resolution, Antitrust, Copyright, Diversity Task Force, 
Electronic & Computer Law, Ethics and Unauthorized Practice, International Law,
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Inventors' Recognition, Litigation, Membership, Newsletter, Opinions, Patent 
Legislation/PTO Practice, Pro Bono Task Force, Public Relations, Section Website, 
Trademark Legislation/PTO Practice and Unfair Competition and Trade Secrets.  
We have also added a new Women in IP Task Force this year. The committees 
provides a great way to get involved with the Section. Please contact any of the 
committee chairs or me to join a committee.  

It has been a pleasure to serve as Chair of the Intellectual Property Law 
Section during the 2010-2011 State Bar year. We have a talented and energetic 
group of lawyers, and our Section has grown to over 2000 members. I look 
forward to continuing my involvement in the Section and working with many of 
you in the years to come.
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