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(i) 

QUESTION PRESENTED 
Whether preliminary injunctions in patent 

infringement lawsuits should be governed by the 
same equitable principles that govern all other cases, 
instead of the Federal Circuit’s patent-specific stan-
dard, under which a preliminary injunction may not 
be entered where an accused infringer has raised a 
“substantial question” as to the validity of an assert-
ed patent claim and the patentee has not shown that 
the accused infringer’s defense “lacks substantial 
merit,” regardless of the patentee’s likelihood of 
success on the merits and the court’s assessment of 
the other equitable factors. 
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PARTIES TO THE PROCEEDING 
All parties to the proceeding are identified in the 

caption. 

RULE 29.6 STATEMENT 
The parent corporation of Petitioners Kimberly-

Clark Worldwide, Inc. and Kimberly-Clark Global 
Sales, LLC is Kimberly-Clark Corporation, a publicly 
traded company. 
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PETITION FOR A WRIT OF CERTIORARI 
Kimberly-Clark Worldwide, Inc. and Kimberly-

Clark Global Sales, LLC (collectively “Kimberly-
Clark”) respectfully petition for a writ of certiorari to 
review the judgment of the United States Court of 
Appeals for the Federal Circuit in favor of First 
Quality Baby Products, LLC and First Quality Retail 
Services, LLC (collectively “First Quality”). 

OPINIONS BELOW 
The opinion of the United States District Court for 

the Eastern District of Wisconsin, which entered a 
preliminary injunction in favor of Kimberly-Clark, is 
reported at 714 F. Supp. 2d 919, and is reproduced in 
the appendix to this petition (Pet. App.) at 25a-60a.  
The opinion of the Federal Circuit vacating the 
preliminary injunction is reported at 431 F. App’x 
884, and is reproduced in the appendix at 1a-22a.  
The Federal Circuit’s order denying panel rehearing 
and rehearing en banc, accompanied by Judge 
Newman’s opinion (joined by Judges O’Malley and 
Reyna) dissenting from denial of rehearing en banc 
and Judge O’Malley’s opinion dissenting from denial 
of rehearing en banc, is available at 2011 WL 
4495619, and is reproduced in the appendix at 61a-
77a.  The Federal Circuit’s Errata amending the 
panel opinion is reproduced in the appendix at 23a-
24a. 

JURISDICTION 
The court of appeals entered judgment on June 1, 

2011.  Pet. App. 1a.  A timely petition for rehearing 
and rehearing en banc was denied on September 29, 
2011.  Pet. App. 61a-62a.  The jurisdiction of the 
court of appeals was based on 28 U.S.C. § 1295(a)(1).  
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This Court has jurisdiction pursuant to 28 U.S.C. 
§ 1254(1). 

STATUTORY PROVISION INVOLVED 
The federal Patent Act provides in relevant part as 

follows: 
 The several courts having jurisdiction of cases 
under this title may grant injunctions in accor-
dance with the principles of equity to prevent the 
violation of any right secured by patent, on such 
terms as the court deems reasonable. 

35 U.S.C. § 283. 

STATEMENT OF THE CASE 
I. STATUTORY BACKGROUND 
“To promote the Progress of Science and useful 

Arts,” the Constitution authorizes Congress to 
“secur[e] for limited Times to … Inventors the exclu-
sive Right to their … Discoveries.”  U.S. Const. art. I, 
§ 8, cl. 8.  Congress has done so with the federal 
patent laws, which confer on those who obtain a 
patent covering an invention the right to exclude 
others from making, selling, or using the invention 
for a specified period of time—for most patents, 20 
years from the time of application to the Patent & 
Trademark Office.  See 35 U.S.C. § 154(a)(2); see also 
id. § 173 (establishing 14-year term from the time the 
patent is granted for design patents).  A patent 
includes both a general description of the invention 
and specific “claims,” which “particularly point[] out 
and distinctly claim[] the subject matter which the 
applicant regards as his invention.”  Id. § 112.  These 
“claims” set the boundaries of the patent right.  
Markman v. Westview Instruments, Inc., 517 U.S. 
370, 373 (1996).   
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In a suit for patent infringement, a patentee must 
demonstrate that the product or process accused of 
infringement practices each limitation of the asserted 
patent claim, which the court must construe.  Id. at 
374.  An accused infringer can successfully defend 
against infringement liability by showing that the 
accused product does not infringe, or that the patent 
claim is not “valid.”   

If, for instance, a claim covers what already has 
been done or disclosed, it is invalid for lack of novelty 
and deemed “anticipated” by the prior art.  See 35 
U.S.C. § 102.  Whether a claim is anticipated is a 
question of fact.  E.g., Finisar Corp. v. DirecTV Grp., 
Inc., 523 F.3d 1323, 1334 (Fed. Cir. 2008).  If a claim 
covers obvious modifications to what previously has 
been done or disclosed, then the claim is invalid for 
“obviousness.”  35 U.S.C. § 103; see KSR Int’l Co. v. 
Teleflex, Inc., 550 U.S. 398, 417-18 (2007).1

                                            
1 A patent may also be invalid if the patent specification does 

not provide a description that would permit one of ordinary skill 
in the art to implement the full scope of what is claimed, see, 
e.g., ALZA Corp. v. Andrx Pharms., LLC, 603 F.3d 935, 940 
(Fed. Cir. 2010), or if the claim is insufficiently “definite,” 35 
U.S.C. § 112 ¶ 2.  A patent may be deemed “unenforceable” if the 
patentee acted improperly in acquiring the patent.  See, e.g., 
Star Scientific, Inc. v. R.J. Reynolds Tobacco Co., 537 F.3d 1357, 
1365 (Fed. Cir. 2008). 

  Obvious-
ness is a question of law decided based on underlying 
findings of fact as to, inter alia, the scope and content 
of the prior art and differences between the prior art 
and the claims at issue.  Graham v. John Deere Co. of 
Kansas City, 383 U.S. 1, 17 (1966).  By statute, all 
patents are presumed valid, and “[t]he burden of 
establishing invalidity … shall rest on the party 
asserting such invalidity.”  35 U.S.C. § 282.  To over-
come the presumption of validity, a defendant faces a 
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heightened burden of proof and must establish 
invalidity by “clear and convincing evidence.”  
Microsoft Corp. v. i4i Ltd. P’ship, 131 S. Ct. 2238, 
2245-46 (2011).   

The patent laws make various remedies available 
for infringement, including monetary damages and 
injunctive relief.  35 U.S.C. §§ 283-284.  As to 
injunctive relief, the Patent Act provides that “[t]he 
several courts having jurisdiction of cases under this 
title may grant injunctions in accordance with the 
principles of equity to prevent the violation of any 
right secured by patent, on such terms as the court 
deems reasonable.”  Id. § 283.  This provision author-
izes courts to impose both preliminary and perma-
nent injunctions against infringement.  See, e.g., 
Amazon.com, Inc. v. barnesandnoble.com, Inc., 239 
F.3d 1343, 1350 (Fed. Cir. 2001).  Interpreting section 
283, this Court has held that the same “well-
established principles of equity” that govern 
injunctive relief in other areas of the law “apply with 
equal force to disputes arising under the Patent Act.”  
eBay Inc. v. MercExchange, L.L.C., 547 U.S. 388, 391 
(2006). 
II. THE UNDERLYING DISPUTE 

This case concerns disposable training pants used 
to transition young children from diapers to under-
wear and to assist with toilet training.  Kimberly-
Clark first introduced disposable training pants with 
its PULL-UPS® brand in 1989.  Pet. App. 28a-29a.  
Kimberly-Clark’s original PULL-UPS®, unlike dia-
pers, were permanently sealed at the sides, which 
made them similar to standard underpants.  Id. at 
29a.  However, Kimberly-Clark’s consumer testing 
showed that parents would prefer disposable training 
pants with refastenable sides, which would more 
easily allow for changing or simply checking the 
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condition of the pant.  Id.  At the same time, 
Kimberly-Clark determined that for ease of use and 
other reasons, the sides would need to be pre-
fastened in the package.  Id.   

Developing a commercially viable production 
system with the capacity Kimberly-Clark needed 
proved challenging and required a substantial 
investment.  Existing machines used to manufacture 
disposable diapers and conventional training pants 
were not designed to produce training pants with pre-
fastened, refastenable  sides and could not do so.  Pet. 
App. 30a-31a.  And the flexibility and light weight of 
the material used in disposable training pants made 
it difficult to design a machine with sufficiently 
precise control to align and fasten the components 
prior to packaging under the high-speed manu-
facturing conditions in a commercial plant.  Id. at 
30a.  After overcoming significant technical challen-
ges in designing numerous aspects of a manu-
facturing process that could accomplish these goals, 
Kimberly-Clark was the first company to develop a 
commercially practical method for producing dispos-
able training pants with refastenable side seams.  Id. 
at 31a.   

Kimberly-Clark obtained the four patents at issue 
here—U.S. Patent Nos. 6,514,187 (“’187 patent”), 
7,156,939 (“’939 patent”), 6,888,143 (“’143 patent”), 
and 6,776,316 (“’316 patent”)—to protect its new 
manufacturing process.  Those patents claim “a 
machine-based method of folding training pants at 
the crotch region, aligning and fastening the side 
seams of the training pants, inspecting the training 
pants, and then folding the training pants for pack-
aging.”  Pet. App. 2a.  

Kimberly-Clark learned that Respondent First 
Quality was using Kimberly-Clark’s patented process 
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to produce its own refastenable training pants, which 
First Quality sold in competition with Kimberly-
Clark.  Pet. App. 26a.  Kimberly-Clark and First 
Quality are direct competitors in the $900 million 
market for disposable training pants.  Id. at 26a, 55a-
56a.  On March 1, 2010, to prevent irreparable harm 
to its position in that market, Kimberly-Clark filed 
its First Amended Complaint against First Quality.  
Kimberly-Clark alleged, inter alia, that First Quality 
infringes the asserted patents by using Kimberly-
Clark’s patented processes to manufacture refasten-
able training pants.  Id. at 26a.  At the same time, 
Kimberly-Clark moved for a preliminary injunction 
barring continued infringement of its patented 
production processes.   
III. DISTRICT COURT PROCEEDINGS 

After expedited discovery and full briefing, the 
district court held a two-day evidentiary hearing on 
Kimberly-Clark’s preliminary injunction motion.  Pet. 
App. 2a.  First Quality disputed that its manufac-
turing processes infringed three of the four Kimberly-
Clark patents at issue.  Id. at 32a-38a.  The district 
court rejected First Quality’s noninfringement de-
fenses, id., and those findings were not disturbed on 
appeal.  First Quality also argued that each of the 
patent claims asserted by Kimberly-Clark was 
invalid because it was either anticipated by the prior 
art or obvious in light of that prior art. 

In assessing First Quality’s invalidity contentions, 
the district court made a host of factual findings—
including express credibility findings regarding the 
expert testimony presented by both parties.2

                                            
2 See, e.g., Pet. App. 47a-48a (testimony of Kimberly-Clark 

expert regarding whether prior art taught the “separation rods” 
limitation of the ’187 patent was “far more convincing” than 

  After a 
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thorough review of all of the evidence, the district 
court found that Kimberly-Clark had “shown a strong 
probability that it will succeed on the merits of its 
claims that  First Quality has infringed the four 
process patents … and that its patents are valid.”  
Pet. App. 55a.  It also found that the other equitable 
factors favored Kimberly-Clark.  Id. at 55a-57a.   

Based on these findings, the district court prelimin-
arily enjoined First Quality “from making, using, 
selling or offering to sell in the United States, or 
importing into the United States the methods of 
manufacturing disposable training pants with 
refastenable side seams that infringe on the ’187, 
’316, ’143 and ’939 patents.”  Pet. App. 60a.  The court 
required Kimberly-Clark to post a bond of $39 
million, and it stayed the injunction for 30 days to 
permit First Quality to take an interlocutory appeal 
to the Federal Circuit.  Id. 

                                            
contrary testimony of First Quality expert); id. at 48a-49a (as to 
“vacuum rolls” limitation of ’187 patent, testimony of Kimberly-
Clark expert “regarding the presence of vacuum roll[s] in the 
[prior art] Fameccanica Application [was] more persuasive than” 
that of First Quality expert); id. at 48a (testimony of Kimberly-
Clark expert as to non-obviousness of the ’187 patent over prior 
art TP3 Machine “is far more convincing”); id. at 51a (as to the 
’316 patent, Kimberly-Clark expert “convincingly testified that it 
would not have been obvious for a person of ordinary skill in the 
art to use such [prior art] machines to make pre-fastened 
training pants with refastenable side seams”); id. at 53a-54a 
(citing with approval testimony of Kimberly-Clark expert that 
prior art “discloses a compression or bending force, not a shear 
force” as called for in the “shear stress” limitation of the ’939 
patent); id. at 54a-55a (after noting disagreement between First 
Quality’s allegations and testimony of Kimberly-Clark expert, 
finding that Kimberly-Clark expert’s “opinion is supported by 
the diagram of the [prior art] Paragon Diaper Machine”). 
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IV. THE FEDERAL CIRCUIT PANEL OPINION 
The Federal Circuit vacated the preliminary 

injunction as to three patents: the ’187 patent, the 
’939 patent, and the ’143 patent.  It affirmed the 
injunction as to the fourth—the ’316 patent.   

The court began by quoting this Court’s opinion in 
Winter v. NRDC, Inc., 129 S. Ct. 365 (2008), setting 
forth the four elements a plaintiff seeking a prelimin-
ary injunction must establish: “‘[1] that he is likely to 
succeed on the merits, [2] that he is likely to suffer 
irreparable harm in the absence of preliminary relief, 
[3] that the balance of equities tips in his favor, and 
[4] that an injunction is in the public interest.’”  Pet. 
App. 4a (alteration in original) (quoting Winter, 129 
S. Ct. at 374).  It then explained that in a patent 
infringement suit, showing likely success on the 
merits involves “demonstrat[ing] that [the plaintiff] 
will likely prove infringement of one or more claims of 
the patents-in-suit, and that at least one of those 
same allegedly infringed claims will also likely 
withstand the validity challenges presented by the 
accused infringer.”  Id. (internal quotation marks 
omitted) (quoting AstraZeneca LP v. Apotex, Inc., 633 
F.3d 1042, 1050 (Fed. Cir. 2010)). 

The court then set forth the following patent-
specific standard for preliminary injunctions: 

“A preliminary injunction should not issue if an 
alleged infringer raises a substantial question 
regarding either infringement or validity, i.e., 
the alleged infringer asserts an infringement or 
invalidity defense that the patentee has not 
shown lacks substantial merit.”  AstraZeneca, 
633 F.3d at 1050.  In attempting to prove inva-
lidity when seeking a preliminary injunction, the 
accused infringer does not face the clear and 
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convincing evidence burden of proof applicable at 
trial.  See Altana, 566 F.3d at 1006; Perricone v. 
Medicis Pharm. Corp., 432 F.3d 1368, 1372 (Fed. 
Cir. 2005).  Instead, “[v]ulnerability is the issue 
at the preliminary injunction stage, while valid-
ity is the issue at trial.”  Altana, 566 F.3d at 
1006 (quoting Amazon, 239 F.3d at 1359). 

Pet. App. 4a-5a.  In other words, to the extent that 
First Quality established a “substantial question” as 
to its invalidity defense, no preliminary injunction 
was warranted unless Kimberly-Clark could show 
that the defense “lack[ed] substantial merit.”  More-
over, First Quality was not required to provide “clear 
and convincing evidence” of invalidity, as it would be 
required to do at trial.  Indeed, First Quality was not 
required to establish that it was likely to show  
invalidity at all, because vulnerability—not actual 
invalidity—“is the issue at the preliminary injunction 
stage.” 

The Federal Circuit next examined the district 
court’s conclusions as to Kimberly-Clark’s likelihood 
of success on the merits as to each of the patents at 
issue.  For the ’187, ’939, and ’143 patents, although 
the Federal Circuit did not hold that the district court 
had erred in finding that Kimberly-Clark was likely 
to succeed on the merits, the court reversed the 
district court because it held that First Quality had 
presented invalidity defenses that “cannot be 
characterized as substantially meritless.”  Pet. App. 
9a, 13a, 17a.3

                                            
3 As discussed below, p. 15 infra, the Federal Circuit panel 

later issued an “Errata” that replaced each appearance of the 
term “substantially meritless” with “lacks substantial merit.”  
See Pet. App. 23a-24a.  Petitioners here quote from the opinion 
as originally issued. 
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Significantly, the Federal Circuit did not hold that 
any of the district court’s factual findings were clearly 
erroneous.  To the contrary, it made express its 
acceptance of some of those findings.  See, e.g., Pet. 
App. 9a (district court’s conclusion as to the function 
served by prior art machine “may be true”); id. at 12a 
(“We do not conclude that the district court’s factual 
findings … are incorrect.”).  

The Federal Circuit also did not hold that First 
Quality had shown that it would likely be able to 
establish by clear and convincing evidence that the 
asserted patent claims were either obvious in light of, 
or anticipated by, the prior art.  Indeed, in its discus-
sion of the ’187 patent, the court stated that “the 
ultimate question of obviousness is not before us.”  
Pet. App. 7a-8a.  Instead, the court reasoned that no 
preliminary injunction was warranted as to three 
patents because First Quality had presented some 
evidence of invalidity and might develop more as the 
litigation progressed.  Id. at 7a-13a. 

In particular, in its discussion of the ’187 patent, 
the Federal Circuit accepted that the district court’s 
view of the prior art “may be true,” but nonetheless 
reversed the district court because the issue was one 
“that the parties and district court can address 
during litigation.  At the time the district court 
granted the preliminary injunction, however, First 
Quality’s argument … did not lack substantial merit.”  
Pet. App. 9a.  Similarly, in its discussion of the ’143 
patent, the Federal Circuit expressly accepted the 
district court’s factual findings as to whether the 
“tension” limitation of the asserted claims was 
disclosed in the prior art.  Id. at 10a-12a.  Nonethe-
less, the Federal Circuit reversed because First 
Quality had presented some evidence of anticipation 
and could potentially present more at trial: “The 
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tension issue, however, is a closely contested one that 
could change based on evidence submitted during 
discovery.”  Id. at 13a.  Based on such reasoning, the 
Federal Circuit held that First Quality had raised a 
“substantial question” of invalidity as to each of these 
three patents that could not be “characterized as 
substantially meritless.”  Id. at 9a, 13a, 17a.  “[A]s a 
result” of this conclusion, id., and without holding 
that the district court had erred in finding that 
Kimberly-Clark was likely to succeed on the merits, 
and without considering the other  factors that 
determine whether a preliminary injunction should 
issue, the Federal Circuit vacated the preliminary 
injunction as to the ’187, ’143, and ’939 patents. 

Finally, the Federal Circuit affirmed the 
preliminary injunction for the ’316 patent because 
First Quality presented no material evidence of 
invalidity as to that patent.  The Federal Circuit 
noted with approval that the district court had 
“dismissed” the only purported “evidence” that First 
Quality offered in support of its obviousness argu-
ment as to the ’316 patent—namely, an unrelated 
statement Kimberly-Clark had made in connection 
with another company’s European patent application 
for a different invention.  Pet. App. 18a; id. at 59a.  
This so-called evidence having been properly dismis-
sed, the Federal Circuit held that “given the absence 
of contrary evidence from First Quality on the 
obviousness issue, the district court did not err in 
finding that First Quality failed to raise a substantial 
issue of patentability” as to the ’316 patent.  Id. at 
19a.   
V. ORDER ON REHEARING 
On September 29, 2011, the Federal Circuit denied 

Kimberly-Clark’s combined petition for panel 
rehearing and rehearing en banc.  Pet. App. 62a.  
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Three judges dissented from the denial of rehearing 
en banc, writing two separate opinions. 

Judge Newman, in an opinion joined by Judges 
O’Malley and Reyna, stated that although the panel 
had initially recited the proper preliminary 
injunction standard, as set forth by this Court in 
Winter, that standard was then “ignored.”  Pet. App. 
65a.  Rehearing was necessary because  

[t]he panel’s view of the law governing prelimin-
ary injunctions warrants correction, for it is in 
conflict with the law of the Supreme Court, in 
conflict with the law of all of the regional 
circuits, and in conflict with controlling Federal 
Circuit precedent.  Recent aberrations, including 
this case, have imparted uncertainty and 
brought further conflict to our own precedent.  
To reestablish reliable law this issue should be 
taken en banc, and a consistent position taken on 
which the district courts and the concerned 
public can rely. 

Id. at 63a. 
Judge Newman identified several problems with 

the approach taken by the panel here and by the 
Federal Circuit in earlier decisions.  See Pet. App. 
72a (citing Amazon.com, 239 F.3d 1343; Genentech, 
Inc. v. Novo Nordisk, A/S, 108 F.3d 1361, 1364 (Fed. 
Cir. 1997)).  First, by denying a preliminary injunc-
tion “if the defendant has raised a defense that does 
not lack substantial merit,” the panel imposes too 
high a burden on plaintiffs.  As Judge Newman 
explained, “[t]here is a large difference between 
whether the movant is likely to prevail after trial of 
the merits”—the standard set forth by this Court—
“and whether the nonmovant has proffered a pre-trial 
defense that ‘does not lack substantial merit.’”  Id. at 
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64a, 65a.  Indeed, the standard applied by the panel 
here is so one-sided that it “essentially negates the 
possibility of grant of a preliminary injunction to 
preserve the status quo during patent litigation, for 
in today’s complex patent law it is hard to imagine a 
case in which a defense that is ‘not substantially 
meritless’ cannot be devised at the preliminary 
stage.”  Id. at 68a.   

Moreover, “[n]o other circuit denies a preliminary 
injunction merely because the nonmovant has raised 
an argument worthy of consideration.”  Pet. App. 72a.  
Thus, by adopting this improperly stringent standard 
for patentees, the Federal Circuit has set itself, and 
the law applicable to patent-related preliminary 
injunctions, apart from other circuits and the law 
applicable to preliminary injunctions in all other 
contexts.  See id. at 68a-71a (“The panel’s approach is 
in conflict with not only the Supreme Court, but with 
every other circuit.”) (citing cases).  This  

departure from the universal standard conflicts 
with the Court’s admonition in eBay Inc[.] v. 
MercExchange, L.L.C., 547 U.S. 388, 391 (2006), 
where in discussing the traditional principles for 
grant of a permanent injunction, the Court held 
that “these familiar principles apply with equal 
force to disputes arising under the Patent Act.”   

Id. at 72a-73a.   
 Judge Newman also noted that the Federal Cir-

cuit’s approach to preliminary injunctions “does not 
properly consider, on motion for preliminary injunc-
tion, the presumptions and burdens that will inhere 
at trial.  That too is contrary to controlling prece-
dent.”  Pet. App. 65a-66a (citing Gonzales v. O Centro 
Espirita Beneficente Uniao do Vegetal, 546 U.S. 418, 
429 (2006)).  Moreover, it places determinative 
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weight on the likelihood-of-success-on-the-merits 
factor, paying no heed to the other factors—even 
though this Court and all other circuits “require 
consideration of the likely outcome on the merits as 
well as the equitable factors.”  Id. at 68a.  And it fails 
to give due consideration to the discretionary 
determinations of the district court that heard and 
weighed the relevant evidence in the first instance—
again contrary to this Court’s instructions.  Id. at 75a 
(citing Deckert v. Independence Shares Corp., 311 
U.S. 282, 290 (1940)). 

Finally, Judge Newman noted an internal conflict 
between two strands of authority in the Federal 
Circuit.  In several cases, the court had “been faithful 
to the established rules.”  Pet. App. 66a-67a (citing 
cases).  However, in this and other cases, the Federal 
Circuit had repeatedly discarded those standards.  Id. 
at 72a (citing cases).  This inconsistency has created 
confusion that, in the view of Judge Newman and the 
two judges joining her opinion, warrants correction.  
Id. at 65a, 75a & n.2.    

Judge O’Malley joined Judge Newman’s dissent and 
also wrote a separate dissent.  Although she recog-
nized that the panel’s approach was consistent with 
Federal Circuit precedent, Judge O’Malley explained 
that that precedent “should be rethought and 
revised.”  Pet. App. 76a.  Because it deviated from the 
preliminary injunction standard set forth by this 
Court and the other circuits—by requiring patent 
owners to show something more than likelihood of 
success on the merits, ignoring the other equitable 
factors, and giving “virtually no deference to district 
court determinations in an area where deference is 
clearly due”—Judge O’Malley, a former district judge, 
asserted that the court had created confusion for 
district courts struggling to follow the law.  Id. at 
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77a.  “District courts across the country have 
struggled with our precedent in this area, concluding 
in large measure that, whatever their views of the 
merits of a particular preliminary injunction request, 
this court’s precedent virtually mandates denial of all 
such motions.”  Id.  Further review is thus necessary 
to “bring [Federal Circuit] law into line with that 
applied in every other regional circuit and with the 
standards mandated by eBay.”  Id. 

Also on September 29, 2011, the panel issued an 
“Errata.”  Pet. App. 23a-24a.  That document changed 
every appearance of “substantially meritless” in the 
opinion to “lacks substantial merit.”  Thus, “First 
Quality has raised a substantial question of validi-
ty … that cannot be characterized as substantially 
meritless” became “First Quality has asserted a 
defense … that raises a substantial question of validi-
ty and does not lack substantial merit.”  However, 
“[t]he panel [did] not explain its ‘error,’ nor how its 
new usage is free of that error.”  Pet. App. 64a n.1. 

REASONS FOR GRANTING THE PETITION 
I. THE FEDERAL CIRCUIT’S PRELIMINARY 

INJUNCTION STANDARD IS INCONSIS-
TENT WITH THE RULINGS OF THIS 
COURT AND THE OTHER CIRCUITS. 

In eBay, this Court held that the “well-established 
principles of equity” that govern injunctions in other 
contexts “apply with equal force to disputes arising 
under the Patent Act.”  547 U.S. at 391.  Although 
the eBay Court addressed a permanent injunction, its 
interpretation of 35 U.S.C. § 283 has equal appli-
cation to preliminary injunctions granted under that 
statute.  See Abbott Labs. v. Andrx Pharm., Inc., 452 
F.3d 1331, 1334 (Fed. Cir. 2006) (applying eBay in 
the context of a preliminary injunction).  Thus, in 
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patent as in other cases, a preliminary injunction 
motion should be resolved according to the following 
well-settled principles:  “A plaintiff seeking a prelim-
inary injunction must establish that he is likely to 
succeed on the merits, that he is likely to suffer 
irreparable harm in the absence of preliminary relief, 
that the balance of equities tips in his favor, and that 
an injunction is in the public interest.”  Winter, 129 S. 
Ct. at 374.  Where a defendant opposes a preliminary 
injunction by asserting an affirmative defense, the 
burden to establish that the defense is likely to 
succeed rests on the defendant, just as it would at 
trial.  See O Centro Espirita Beneficente Uniao do 
Vegetal, 546 U.S. at 429 (“the burdens at the prelim-
inary injunction stage track the burdens at trial”); 
accord Ashcroft v. ACLU, 542 U.S. 656, 666 (2004).  

 The Federal Circuit has departed from this settled 
law.  In the process, it has created a patent-specific 
standard to govern preliminary injunctions under the 
Patent Act.  A defendant accused of patent infringe-
ment need not establish that its defense is likely to 
succeed on the merits in order to defeat a preliminary 
injunction.  Instead, it need only “assert[] an infringe-
ment or invalidity defense that the patentee cannot 
prove ‘lacks substantial merit.’”  Amazon.com, 239 
F.3d at 1350-51 (quoting Genentech, 108 F.3d at 
1364).   

Moreover, the Federal Circuit has explained that 
for a defendant asserting a defense of patent invalid-
ity, a different and less stringent substantive stan-
dard applies at the preliminary injunction stage than 
in subsequent proceedings:  An accused infringer 
need not “make out a case of actual invalidity.  
Vulnerability is the issue at the preliminary 
injunction stage, while validity is the issue at trial.  
The showing of a substantial question as to invalidity 
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thus requires less proof than the clear and convincing 
showing necessary to establish invalidity itself.”  Id. 
at 1359 (emphasis added).  See also Erico Int’l Corp. 
v. Vutec Corp., 516 F.3d 1350, 1355-56 (Fed. Cir. 
2008) (“‘Validity challenges during preliminary 
injunction proceedings can be successful, that is, they 
may raise substantial questions of invalidity, on 
evidence that would not suffice to suport a judgment 
of invalidity at trial.’”).  And, if the patentee cannot 
show that the invalidity defense (as to which the 
defendant bears the ultimate burden of proof) “lacks 
substantial merit,” the preliminary injunction must 
be denied—without regard to the strength or degree 
of the patentee’s showing on the other equitable 
factors.  See Nat’l Steel Car, Ltd. v. Canadian Pac. 
Ry., 357 F.3d 1319, 1325 (Fed. Cir. 2004) (“[A] district 
court cannot use an exceptionally weighty showing on 
one of the other three factors to grant a preliminary 
injunction if a movant fails to demonstrate a 
likelihood of success on the merits.”). 

With its focus not on the likely outcome of an 
“actual invalidity” defense at trial, but instead on the 
defendant’s ability to establish a “vulnerability” 
defense that presents a “substantial question” and 
does not “lack substantial merit,” the Federal Cir-
cuit’s patent-specific standard for preliminary injunc-
tions is a stark departure from the generally applic-
able  standard that this Court has set forth and that 
all other circuits apply.  See Pet. App. 68a-71a (all 
other circuits “require consideration of the likely 
outcome on the merits”) (citing cases).  Setting forth a 
vulnerability defense that does not “lack substantial 
merit” is a significantly less difficult task than estab-
lishing, according to the clear and convincing evi-
dence burden applicable at trial, that an affirmative 
defense of invalidity is likely to succeed on the merits.  
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See Pet. App. 72a (“a defense that does not ‘lack 
substantial merit’ is of a different order than a 
defense that is likely to succeed by clear and convin-
cing evidence”).  “Consider, for example, a defendant 
who raises a validity defense that has a 49% likely-
hood of success on the merits; such a defense is 
plainly ‘substantial,’ yet it is not ‘likely to succeed.’”  
PrintGuard, Inc. v. Anti-Marking Sys., Inc., 535 F. 
Supp. 2d 189, 196 (D. Mass.), appeal dismissed as 
moot, 327 F. App’x 877 (Fed. Cir. 2008). 

And there can be no doubt that the Federal 
Circuit’s application of this patent-specific standard 
has had real-world consequences.  See Joseph F. Shea 
et al., The Standard for Preliminary Injunctions 
Should Be Abandoned, 20 A.B.A. Sec. Intell. Prop. 
Litig. (Summer 2009) (Federal Circuit’s preliminary 
injunction standard “has had the practical conse-
quence of allowing an alleged infringer to avoid a 
preliminary injunction by showing something less 
than a likelihood of success on the issue of invalid-
ity”).  Since the Federal Circuit established its “vul-
nerability” standard in Amazon.com, 239 F.3d at 
1359, in 2001, it has reversed nearly two-thirds of the 
preliminary injunctions entered in cases where the 
defendant asserted an invalidity defense—even 
though the applicable standard of review is ostensibly 
abuse of discretion.  By comparison, the Seventh 
Circuit, the regional circuit whose law governs non-
patent-specific issues in this case, has reversed only a 
third of the preliminary injunctions appealed to it for 
any reason.4

                                            
4 These results were obtained by searching the CTAF and 

CTA7 databases, respectively, on Westlaw for all cases since 
2001. 
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Specifically, the Federal Circuit has repeatedly 
rejected preliminary injunctions where an application 
of the generally applicable preliminary injunction 
standard would call for a different result.  In O 
Centro Espirita Beneficente Uniado do Vegetal, this 
Court made clear that if a defendant is to defeat a 
preliminary injunction by asserting a defense on 
which it bears the burden of proof, the defendant 
must establish that it is likely to succeed on that 
defense.  546 U.S. at 428-29.  Thus, in that case, 
because the Government had established no more 
than a state of evidentiary “equipoise” as to its 
affirmative defense, it could not defeat entry of a 
preliminary injunction.  Id.  By contrast, the Federal 
Circuit has conflated the standard for preliminary 
injunctions with the standard for summary judgment 
under Federal Rule of Civil Procedure 56.  In other 
words, under the Federal Circuit’s approach, if the 
defendant presents some evidence in support of its 
invalidity defense such that there is a disputed issue 
of material fact, that alone is sufficient to deny the 
preliminary injunction.  See Abbott Labs. v. Sandoz, 
Inc., 544 F.3d 1341, 1364 (Fed. Cir. 2008) (opinion of 
Newman, J.) (“[A] showing of a substantial question 
concerning validity or infringement can serve to avert 
judgment on the pleadings, or to avoid the grant of 
summary judgment, but it is not the same as showing 
likelihood of eventual success on the merits.”). 

Thus, in Amazon.com, the Federal Circuit reversed 
a preliminary injunction where “the district court … 
failed to recognize that a reasonable jury could find” 
that the defendant had established invalidity.  239 
F.3d at 1363-64; id at 1364-66 (same).  Similarly, in 
Abbott Laboratories v. Andrz Pharmaceuticals, Inc., 
452 F.3d 1331 (Fed. Cir. 2006), a preliminary 
injunction was vacated where the accused infringer 
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“raised a substantial question that [the asserted 
patent claim] is vulnerable to allegations of invalidi-
ty.”  Id. at 1342 (emphasis added).  And in Helifix 
Ltd. v. Blok-Lok, Ltd., 208 F.3d 1339 (Fed. Cir. 2000), 
the court held that no preliminary injunction was 
warranted where the competing evidence as to 
invalidity was “very much in equipoise,” id. at 1351—
a result that directly conflicts with this Court’s 
holding in O Centro Espirita Beneficente Uniao do 
Vegetal that evidentiary “equipoise” cannot defeat a 
preliminary injunction.   

Application of a summary judgment standard 
rather than the standard this Court has held 
applicable in the preliminary injunction context was 
the basis for the Federal Circuit’s decision in this 
case.  The court’s confusion of the preliminary injunc-
tion and summary judgment standards is clear in its 
discussion of the prior art Herrmann reference on 
which First Quality based its assertion that the ’187 
patent was obvious.  Pet. App. 8a-10a.  The district 
court found that “rods” disclosed in Herrmann were 
different from the “separation members” required by 
the ’187 patent, such that Herrmann did not render 
the ’187 patent obvious.  Id. at 8a-9a (citing 714 F. 
Supp. 2d at 931-32).  The Federal Circuit acknow-
ledged that the district court’s factual finding in this 
regard “may be true,” but nonetheless disregarded 
that finding because whether the Herrmann “rods” 
achieved separation was “an issue that the parties 
and district court can address during the litigation.”  
Id. at 9a.  Similarly, in its discussion of the ’143 
patent, the Federal Circuit noted that the district 
court found for Kimberly-Clark on the factual 
question whether the prior art TP3 machine 
“tensioned” the sides of the training pant as required 
by the asserted claims.  The panel did not conclude 
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that this finding was erroneous.5

It is clear from this Court’s precedents, and from 
the rulings of all other federal courts of appeals, that 
the Federal Circuit’s patent-specific standard has no 
place in the preliminary injunction analysis.  See Pet. 
App. 72a (“No other circuit denies a preliminary 
injunction merely because the nonmovant has raised 
an argument worthy of consideration.”).  Applying a 
summary judgment standard at the preliminary 
injunction stage nullifies the very purpose of holding 
evidentiary hearings on preliminary injunction 
motions—namely, to assess how, on the record 
available at the time, disputed issues are likely to be 
resolved at trial, even though the evidence may 
change as discovery progresses.  As Judge Newman 
has explained, “the evidence that favors the patent 
must be considered in deciding a motion for a 
preliminary injunction, as well as the evidence 
against the patent.  The trial court then decides 
which side is likely ultimately to prevail.”  Abbott 

  Id. at 12a & n.6.  
Yet the court dismissed this basis for finding that 
Kimberly-Clark had established a likelihood of 
success on the merits, again applying a summary 
judgment-like standard:  “[t]he tension issue … is a 
closely contested one that could change based on 
evidence submitted during discovery.”  Id. at 13a.  
And for the patent as to which the court affirmed the 
preliminary injunction—the ’316 patent—the Federal 
Circuit expressly based its holding on “the absence of 
contrary evidence from First Quality on the 
obviousness issue.”  Id. at 19a (emphasis added).   

                                            
5 This finding by the district court was an independent 

basis—independent of the “prefastened” issue on which the 
court changed its claim construction (see Pet. App. 11a-12a)—for 
the likelihood of success ruling.  See id. at 50a-51a. 
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Labs., 544 F.3d at 1364 (opinion of Newman, J.).  Yet 
that is not the approach taken by the Federal Circuit. 

Moreover, the Federal Circuit has exacerbated the 
effect of its faulty standard for determining likelihood 
of success on the merits by declining to give weight to 
any other factor in the preliminary injunction 
analysis, if the patentee does not show that the 
asserted invalidity defense “lacks substantial merit.”  
See Nat’l Steel Car, 357 F.3d at 1325 (“a movant is 
not entitled to a preliminary injunction if he fails to 
demonstrate a likelihood of success on the merits”); 
see also Pet. App. 77a (Federal Circuit test “deviate[s] 
from the norm” by “ignor[ing] or giv[ing] no real 
weight to the other factors that Rule 65 tells us to 
consider”).  As both dissenting opinions in the case 
below noted, the combined effect of the Federal 
Circuit’s errors is to “virtually mandate[] denial” of a 
preliminary injunction where the defendant asserts a 
defense of invalidity.  Id.; id. at 68a (Federal Circuit’s 
improper standard “essentially negates the possibility 
of grant of a preliminary injunction”).   

Despite an ongoing series of fractured opinions on 
the topic, see p. 22-26 infra, the Federal Circuit has 
not corrected this manifest error.  Review by this 
Court is therefore necessary. 
II. THE FEDERAL CIRCUIT HAS CREATED 

AN INTRA-CIRCUIT CONFLICT AND CON-
FUSION IN THE DISTRICT COURTS. 

In addition to departing from the standard applied 
by this Court and the regional circuits, the Federal 
Circuit’s reliance on its “lacks substantial merit” test 
has resulted in a series of fractured opinions and an 
intra-circuit split.  In just the last three years, some 
five cases (including this one) have produced one or 
more separate opinions on the proper preliminary 
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injunction standard.  See Erico Int’l, 516 F.3d at 
1357-60 (Newman, J., dissenting); Abbott Labs., 544 
F.3d at 1371-81 (Gajarsa, J., dissenting); Altana 
Pharma AG v. Teva Pharm. USA, Inc., 566 F.3d 999, 
1011 (Fed. Cir. 2009) (Newman, J., concurring); 
AstraZeneca LP v. Apotex, Inc., 633 F.3d 1042, 1065-
67 (Fed. Cir. 2010) (Bryson, J., concurring in part and 
dissenting in part).   

Further destabilizing the law in this area, various 
decisions of the Federal Circuit stand in stark conflict 
with one another.  As shown above, the Federal 
Circuit has repeatedly held that an accused infringer 
can defeat a preliminary injunction merely by setting 
forth a “substantial question” of “vulnerability” that 
the plaintiff does not show “lacks substantial merit.”  
Other Federal Circuit decisions, however, are more 
faithful to this Court’s precedents and the decisions of 
other circuits, focusing on likelihood of success at 
trial.  See, e.g., AstraZeneca, 633 F.3d at 1056 (affirm-
ing preliminary injunction where court did not 
“clearly err[] by concluding that at trial Apotex will 
likely not be able to demonstrate by clear and convin-
cing evidence that the Thorax advertisement antici-
pates the asserted method claims”); Abbott Labs., 544 
F.3d at 1352-53 (“On the record of the preliminary 
injunction proceedings … we do not discern reversible 
error in the district court’s ruling that Abbott is likely 
to prevail on the issues of patent validity”).   

The Federal Circuit attempted to reconcile these 
two conflicting lines of authority in Titan Tire Corp. 
v. Case New Holland, Inc., 566 F.3d 1372 (Fed. Cir. 
2009).  In that case, the court recognized that the lan-
guage in its precedents, “referring, first, to evidence 
presented by the alleged infringer to support an 
invalidity defense that ‘raises a substantial question,’ 
and, second, to the patentee’s obligation to show that 
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the alleged infringer’s defense ‘lacks substantial 
merit,’ is less than entirely clear, and leaves room for 
different interpretations.”  Id. at 1377.  The court 
explained that the correct interpretation is that “a 
‘substantial question’ of invalidity is a substantive 
conclusion by the trial court, a conclusion that the 
patentee is unlikely to succeed on the merits of the 
validity issue because the patentee is unable to 
establish that the alleged infringer’s invalidity 
defense ‘lacks substantial merit.’”  Id. at 1378.  But, 
as Judge Newman noted, “the attempted reconcili-
ation in Titan Tire appears to have failed, for this 
panel provides no qualification for its position that if 
validity is reasonably questioned, the injunction will 
be denied.”  Pet. App. 74a. 

The result of the Federal Circuit’s back-and-forth 
has been a state of confusion among district courts 
and practitioners.  See Pet. App. 77a.  For example, in 
PrintGuard, the Massachusetts district court noted 
that “[a]n apparent tension exists between the ‘likeli-
hood of success’ requirement and the ‘substantial 
question’ language of” the Federal Circuit’s case law.  
535 F. Supp. 2d at 196.  Although the court concluded 
that this Court’s decision in eBay stood in conflict 
with the Federal Circuit’s precedents, it held itself to 
be bound by the Federal Circuit’s rulings.  Id. at 196-
97.  See also TNS Media Research, LLC v. TRA 
Global, Inc., 2011 WL 4425415, at *4 & n.49 
(S.D.N.Y. Sept. 22, 2011) (Federal Circuit’s current 
preliminary injunction standard stands “in marked 
distinction to older case law”). 

Similarly, the Northern District of Ohio, in a 
decision by Judge O’Malley, then a district judge, 
declared itself compelled either “to agree that the 
Federal Circuit’s ‘vulnerability’ consideration consti-
tutes a unique preliminary injunction standard for 
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patent cases” or to somehow “harmonize Amazon’s 
references to ‘vulnerability’ with the well-settled four-
part test courts traditionally use to determine 
whether a preliminary injunction should issue in any 
case.”  Erico Int’l Corp. v. Doc’s Mktg., Inc., 2007 WL 
108450, at *2 (N.D. Ohio Jan. 9, 2007).  The court 
attemptted to do the latter, and held that a 
preliminary injunction was warranted.  Id. at *3-6.  
On appeal, however, the Federal Circuit reversed, 
based on the “doubt” cast upon the validity of the 
asserted patent by the defendant’s invalidity defense.  
Erico Int’l Corp., 516 F.3d at 1357. 

By reversing the district court in Erico, the Federal 
Circuit confirmed the fears of many observers.  As the 
district court in that case explained when it tried to 
harmonize Federal Circuit precedent with the 
standard that applies to preliminary injunctions in 
other cases,  

a panel of experienced professionals and judges 
[at a Federal Circuit Bar Association meeting] 
discussed the practical impact of the Federal 
Circuit’s jurisprudence on a party’s ability to 
obtain preliminary injunctive relief, even in 
cases involving clear acts of infringement.  The 
consensus among practitioners and judges alike 
was that it is futile to ever seek a preliminary 
injunction because the mere assertion of a claim 
of invalidity by a defendant would render the 
patent sufficiently “vulnerable” to prohibit entry 
of such an injunction.  Essentially, the consensus 
seemed to be that the relief normally available 
under Rule 65 where its standards are otherwise 
satisfied, simply is not a tool available to patent 
holders after Amazon and its progeny. 

Erico Int’l Corp., 2007 WL 108450, at *8 n.6.  Because 
the Federal Circuit has shown that it is unable to 
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resolve this issue itself, this Court’s review is 
necessary. 
III. THE FEDERAL CIRCUIT’S UNIQUE PRE-

LIMINARY INJUNCTION STANDARD HAS 
SIGNIFICANT CONSEQUENCES FOR PAT-
ENTEES. 

This Court should correct the Federal Circuit’s 
erroneous standard now to avoid further harm to 
patentees.  As Judge Newman explained, preliminary 
injunctions are of particular importance to 
patentees—particularly patentees like Kimberly-
Clark that practice their inventions in highly 
competitive markets—because of the limited term of 
exclusivity that patentees enjoy.  “[T]he patent term 
continues to run during litigation, and a loss of 
patent-supported exclusivity during the years of 
litigation may exhaust not only the life of the patent, 
but also the value of the invention to its creator.”  
Pet. App. 74a.  The risk is even more grave in the 
world of pharmaceutical patents:  “[G]iven the notori-
ous length of complex pharmaceutical patent litiga-
tions, the 30-month clock[6

Additionally, the Federal Circuit’s case law ties the 
availability of enhanced damages for willful infringe-
ment to the patentee’s success in obtaining a prelim-

] often runs out prior to 
the issuance of a judgment on the merits.”  Steven J. 
Lee, Recent Trends in Patent Litigation Under the 
Hatch–Waxman Act, 878 PLI/Pat 991, 1026 (2006). 

                                            
6 The reference is to the 30-month period during which the 

Food and Drug Administration may not finally approve an 
Abbreviated New Drug Application seeking approval to market 
a generic version of a drug unless, in the course of infringement 
litigation brought by the holder of the New Drug Application, a 
court determines that the patent is not infringed or is invalid.  
21 U.S.C. § 355(j)(5)(B)(iii).   
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inary injunction.  The Federal Circuit has held that a 
patentee may be entitled to enhanced damages under 
35 U.S.C. § 284 if it can show that the accused 
infringer willfully infringed the patent.  In re Seagate 
Tech., LLC, 497 F.3d 1360, 1368 (Fed. Cir. 2007) (en 
banc).  However, under Federal Circuit law, a pat-
entee generally cannot recover enhanced damages for 
willful infringement that continues after the filing of 
a lawsuit if the patentee does not seek, and succeed 
in obtaining, a preliminary injunction.  Id. at 1374 
(“A patentee who does not attempt to stop an accused 
infringer’s activities [by seeking a preliminary 
injunction] should not be allowed to accrue enhanced 
damages based solely on the infringer’s post-filing 
conduct.  Similarly, if a patentee attempts to secure 
injunctive relief but fails, it is likely the infringement 
did not rise to the level of recklessness.”).   

Thus, the difficulty of obtaining a preliminary 
injunction under the Federal Circuit’s improper 
standard limits the protection afforded to patentees 
in two ways.  It not only reduces the likelihood that a 
patentee will have the full benefit of its statutory 
right to exclusivity, but it also makes it less likely 
that a patentee will be able to recover enhanced 
damages for willful infringement that continues after 
a lawsuit is filed.  To avoid the continued harm to 
intellectual property rights caused by the Federal 
Circuit’s legal error, this Court should take this 
opportunity promptly to correct it. 
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CONCLUSION 
For the foregoing reasons, the petition for writ of 

certiorari should be granted. 
 Respectfully submitted, 
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