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REPLY IN SUPPORT OF PETITION 
According to the Federal Circuit, no preliminary in-

junction may issue in a patent lawsuit if the defen-
dant offers an invalidity defense that presents a 
“substantial question” concerning “vulnerability” of 
the patent which the patentee cannot show “lacks 
substantial merit.”  Pet. 16-17 (citing cases).  Accord-
ing to First Quality, this standard is consistent 
with—indeed, identical to—the standard that applies 
in all other federal courts, under which a party seek-
ing a preliminary injunction must show, among other 
things, that it will likely prevail on the merits at tri-
al.  Any confusion that may once have existed, First 
Quality says, was eliminated by the Federal Circuit 
more than two years ago. 

Contrary to First Quality’s view, as recently as De-
cember 19, 2011, a district court again explained why 
the Federal Circuit’s singular, patent-specific stan-
dard cannot be reconciled with the well-established 
“likelihood of success” test.  Keystone Retaining Wall 
Sys., Inc. v. Basalite Concrete Prods., LLC, 2011 WL 
6436210, at *2 (D. Minn. Dec. 19, 2011).  As that 
court explained, the two tests are simply not the 
same:  

[O]bviously a patentee can establish that it is 
likely to prevail on the merits even if the non-
movant raises a substantial question about in-
fringement or validity.  A question can be “sub-
stantial” even if it is not likely to result in a rul-
ing in favor of the party raising it. 

But unless and until the Federal Circuit brings 
its preliminary-injunction standard in line with 
the standard applied in non-patent cases by the 
other federal courts of appeals, this Court is 
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bound to follow the case law of the Federal Cir-
cuit. 

Id. (footnote omitted).   
Like the Minnesota District Court, three judges of 

the Federal Circuit concluded in this case that (1) the 
Federal Circuit’s patent-specific standard diverges 
from the standard established by this Court and ap-
plied by the regional circuits, (2) the problem has not 
been corrected by the Federal Circuit, and (3) correc-
tion is necessary.  Pet. App. 63a, 74a-75a, 75a n.2, 
76a; see also Pet. 22-24.  The briefs submitted by 
amici curiae representing a host of major U.S. com-
panies and patent attorneys confirm the importance 
and immediacy of the issue.   

Despite the vehement dissents and requests from 
district courts, commentators, and the amici for cor-
rection of the Federal Circuit’s standard, First Quali-
ty asserts that any “confusion” concerning the stan-
dard was “eliminated by the Federal Circuit’s Titan 
opinion.”  BIO 33 (citing Titan Tire Corp. v. Case New 
Holland, Inc., 566 F.3d 1372 (Fed. Cir. 2009)).  First 
Quality imagines a “Titan analytical framework” that 
is simultaneously a patent-specific standard for pre-
liminary injunctions, e.g., id. at 3, and nothing more 
than the traditional four-part test that applies in all 
other cases, e.g., id. at 21.   

In reality, Titan was an unsuccessful attempt to re-
concile years of precedent that applied the erroneous 
“substantial question” standard with the law that go-
verns in every other circuit—an attempt that suc-
ceeded, if at all, only in Titan itself.  See Pet. App. 
74a (Newman, J., dissenting) (“[T]he attempted re-
conciliation in Titan Tire appears to have failed ….”).  
It is thus no surprise that numerous post-Titan opi-
nions from the Federal Circuit and district courts 
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demonstrate the ongoing difficulty of reconciling the 
Federal Circuit’s patent-specific standard with the 
governing “likelihood of success” test.   

In short, nothing in the Titan decision mitigates the 
need for resolving the conflict between the governing 
standard articulated by this Court and the Federal 
Circuit’s different, patent-specific, standard.  And 
First Quality’s suggestion that this case is not a good 
vehicle for that correction, see BIO 35-38, is meritless.   

I. THE FEDERAL CIRCUIT’S “SUBSTANTIAL 
QUESTION” STANDARD IS INCONSIS-
TENT WITH THIS COURT’S STANDARD.  

First Quality argues that in Titan, a Federal Cir-
cuit panel reconciled standards that are irreconcila-
ble.  Simply stated, the Titan panel attempted to fit a 
square peg into a round hole by stating that if a de-
fendant succeeds in raising a “substantial question” 
that a patent is vulnerable to an invalidity defense, 
then “it necessarily follows that the patentee has not 
succeeded in showing it is likely to succeed at trial on 
the merits of the validity issue.”  566 F.3d at 1379 
(emphasis added).  But showing that a defense 
presents a “substantial question” or that a patent is 
“vulnerable” to a validity challenge is not the same as 
showing that the defendant will likely prove at trial 
by clear and convincing evidence that the patent is 
invalid.  See Pet. 17-19.  Apart from the difference in 
ordinary meaning of these terms, the Federal Circuit 
itself has made clear that there is a significant prac-
tical difference in application of the two standards.  
That court has held, in multiple cases, that a “sub-
stantial question” exists—and that the patentee 
failed to show that the asserted defense lacks sub-
stantial merit—simply because the defendant pre-
sented evidence that would preclude summary judg-
ment, regardless of the patentee’s overall likelihood 
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of success on the merits and the court’s assessment of 
the other equitable factors.  See id. at 19-20 (citing 
cases).  First Quality simply ignores these cases. 

Thus, contrary to First Quality’s assertion, BIO 33, 
Titan did not and could not “eliminate[]” confusion in 
the district courts.  As noted above, the Minnesota 
District Court’s decision three weeks ago makes clear 
that district courts continue to find themselves forced 
to choose between the Federal Circuit’s standard and 
the traditional test.  See pp. 1-2, supra (quoting 2011 
WL 6436210, at *2).  And a number of other decisions 
issued since Titan likewise reflect continued confu-
sion from, and inconsistency in, the Federal Circuit’s 
standard, with direct impact on the resulting rulings.  
See, e.g., Conceal City, L.L.C. v. Looper Law Enforce-
ment, LLC, 2011 WL 5557421, at *2 n.6 (N.D. Tex. 
Nov. 15, 2011) (“There is disagreement in the Federal 
Circuit about the ‘substantial question’ rule.”); TNS 
Media Research, LLC v. TRA Global, Inc., 2011 WL 
4425415, at *4 n.49 (S.D.N.Y. Sept. 22, 2011) (Feder-
al Circuit standard stands “in marked distinction to 
older case law”); PRE Holding, Inc. v. Monaghan 
Med. Corp., 2009 WL 3874171, at *4 (E.D. Va. Nov. 
17, 2009) (denying preliminary injunction where de-
fendant raised a “substantial question,” even though 
“the evidence appear[ed] to tilt in Plaintiffs’ favor”).1

                                            
1 First Quality cites two recent decisions as evidence that dis-

trict courts have continued to issue preliminary injunctions in 
patent cases.  See BIO 4-5, 32.  The cases First Quality cites ac-
tually appear to have departed from the Federal Circuit’s prece-
dents, for they do not rely on or even recite the “vulnerability” 
test; instead, like the district court here, Pet. App. 55a, they ap-
ply the traditional “likelihood of success” standard.  See Sciele 
Pharma Inc. v. Lupin Ltd., 2011 WL 6097741, at *3 (D. Del. Dec. 
6, 2011) (patentee showed “a likelihood that it will succeed on 
the merits [of] its infringement claim, and that its patent will be 
found valid”); Momenta Pharms., Inc. v. Amphastar Pharms., 
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The Federal Circuit itself has continued to struggle 
in the wake of Titan.  For instance, First Quality 
claims that the Federal Circuit “followed Titan with-
out criticism” in AstraZeneca LP v. Apotex, Inc., 633 
F.3d 1042 (Fed. Cir. 2010).  BIO 21.  But, in reality, 
the AstraZeneca panel could not reach consensus.  
The majority relied on, inter alia, Titan to uphold a 
preliminary injunction.  See 633 F.3d at 1050.  Judge 
Bryson, however, would have vacated the preliminary 
injunction in part because he “believe[d] Apotex has 
raised a substantial question of invalidity as to” sev-
eral claims at issue, citing the pre-Titan opinion in 
Amazon.com, Inc. v. barnesandnoble.com, Inc., 239 
F.3d 1343, 1359 (Fed. Cir. 2001). See 633 F.3d at 
1065 (Bryson, J.).   

In another post-Titan opinion, Automated Mer-
chandising Systems, Inc. v. Crane Co., 357 F. App’x 
297 (Fed. Cir. 2009), the Federal Circuit vacated a 
preliminary injunction because the district court had 
“improperly” placed on the defendant the “burden” to 
“demonstrate that [the asserted] patents were likely 
to be proven invalid.”  Id. at 302.  But this reasoning 
is flatly inconsistent with Titan’s statement that “the 
burden is on the challenger to come forward with evi-
dence of invalidity, just as it would be at trial.”  566 
F.3d at 1377.   
                                            
Inc., 2011 WL 5114475, at *8 (D. Mass. Oct. 28, 2011) (prelimi-
nary injunction appropriate if patentee “persuade[s] the court 
that, despite the challenge presented to validity, it is neverthe-
less likely to succeed at trial on the validity issue”).  In any 
event, the fact that the Federal Circuit’s standard has not en-
tirely shut down preliminary injunctions in patent cases is hard-
ly reason to conclude that there is no problem.  Issuance of pre-
liminary injunctions in cases where they are warranted is vital 
to the industries that depend on ongoing innovation and to the 
patent system, as Judge Newman’s dissent and the amici make 
clear.  See Pet. App. 74a; PhRMA/BIO Br. 10-15.   
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Most importantly, the panel here applied the Fed-
eral Circuit’s “substantial question”/“vulnerability” 
standard—not First Quality’s imagined “Titan ana-
lytical framework.”  See Pet. 20-21.  The panel held 
that “when seeking a preliminary injunction, the ac-
cused infringer does not face the clear and convincing 
evidence burden of proof applicable at trial,” and that 
“‘[v]ulnerability is the issue at the preliminary in-
junction stage, while validity is the issue at trial.’”  
Pet. App. 4a-5a (alteration in original).  But in Gon-
zales v. O Centro Espirita Beneficente Uniao do Ve-
getal, this Court emphasized that “the burdens at the 
preliminary injunction stage track the burdens at tri-
al.”  546 U.S. 418, 429 (2006).  First Quality suggests 
that this Court’s direction means something other 
than that the evidence presented at the preliminary 
injunction stage must be assessed using the stan-
dards and burdens of proof that will apply at trial.  
See BIO 30.  But First Quality’s argument makes no 
sense:  a court cannot determine the likelihood of suc-
cess at trial without applying the burdens and stan-
dards that will apply at trial.   

The panel here did not apply the proper burdens or 
standards.  Not even First Quality suggests that the 
panel’s decision was predicated on a conclusion that 
Kimberly-Clark failed to show it would “‘likely with-
stand [First Quality’s] challenges … to the validity of 
the patent.’”  BIO 19 (emphasis omitted).  The panel 
reversed because First Quality had presented some 
evidence in support of its defenses, which “the parties 
and district court [could] address during the litiga-
tion,” and which as of “the time the district court 
granted the preliminary injunction,” were not “sub-
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stantially meritless.”  Pet. App. 9a; accord id. at 13a, 
17a.2

As the dissenting judges recognized, there is a 
“large difference” between the panel’s holding here 
and a conclusion that Kimberly-Clark failed to show 
that it would likely “prevail after trial of the merits.”  
Pet. App. 64a.  This “large difference” exemplifies the 
problems that result when a court adopts, for a par-
ticular category of cases, a novel formulation of the 
governing legal standard.  Whatever the Federal Cir-
cuit may have attempted to do in Titan, the standard 
it actually applies is very different from the standard 
articulated by this Court.   

   

Thus, Titan underscores the need for this Court to 
intervene.  Titan reflects the Federal Circuit’s recog-
nition of the confusion and disarray in its own case 
law.  See 566 F.3d at 1377.  To date, however, the 
Federal Circuit has been unable or unwilling to recti-
fy the situation.  See Robert L. Harmon et al., Patents 
and the Federal Circuit § 16.2(c)(i), at 1111 n.113 
(10th ed. 2011) (stating, after Titan, that the Federal 
Circuit’s confused preliminary injunction standard 
“may well require resolution by an en banc court”).   

                                            
2 First Quality asserts that it submitted “some evidence” of 

obviousness as to the ’316 patent, for which the panel affirmed 
the preliminary injunction.  BIO 3-4, 27.  The panel, however, 
agreed with the district court’s dismissal of that purported “evi-
dence” as irrelevant, and thus concluded that there was an utter 
“absence” of material evidence of invalidity from First Quality as 
to this patent.  See Pet. 11 (citing Pet. App. 18a-19a). 
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II. THIS CASE OFFERS AN APPROPRIATE 
VEHICLE FOR CORRECTION OF THE 
FEDERAL CIRCUIT’S ERRONEOUS STAN-
DARD. 

This case puts in stark relief the practical effect of 
the Federal Circuit’s erroneous preliminary injunc-
tion standard.  Although the district court found, af-
ter conducting an extensive evidentiary hearing and 
making numerous factual findings, that a prelimi-
nary injunction was warranted, the Federal Circuit 
vacated that injunction as to three of the four patents  
because of the mere presence of a “substantial ques-
tion” of “vulnerability” of those patents.  See Pet. 6-
11, 20-21.  This case thus provides a clear opportuni-
ty to compare the Federal Circuit’s standard with go-
verning law.   

First Quality disagrees, asserting that the prelimi-
nary injunction was properly vacated because of er-
rors in the district court, including what it calls “ad-
mittedly” wrong claim constructions.  BIO 35-36.3

First Quality argues that two changes in the dis-
trict court’s claim construction undermined the pre-

  
Kimberly-Clark disputes that the district court made 
any error.  But more importantly, the panel’s decision 
does not turn on these supposed errors.   

                                            
3 First Quality also points to an office action in a reexamina-

tion proceeding involving one of the patents.  BIO 5, 12.  Beyond 
the facts that the reexamination is far from completed and in-
volves only one patent, the clear and convincing evidence stan-
dard does not apply in reexamination, and the district court, 
unlike the Patent & Trademark Office, heard testimony con-
cerning the prior art and whether the claims would have been 
obvious to one of ordinary skill.  See generally In re Etter, 756 
F.2d 852, 857 (Fed. Cir. 1985) (en banc) (“litigation and reex-
amination are distinct proceedings, with distinct parties, pur-
poses, procedures, and outcomes”). 
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liminary injunction by supposedly causing the district 
court to “reject[] prior art” that First Quality argued 
anticipated certain asserted claims.  BIO 35-36.  But 
the Federal Circuit did not question any evidentiary 
decision by the district court to “reject” First Quality’s 
supposed evidence of invalidity.  As to the ’143 pa-
tent, the district court held that the prior art TP3 
machine did not anticipate the asserted claims both 
because of the claim construction, Pet. App. 50a-51a, 
and “[a]dditionally” because the TP3 machine did not 
“tension” the seam of the training pants, id. at 51a.  
The Federal Circuit held that this latter finding was 
“not … incorrect.”  Id. at 12a.  And as to the ’939 pa-
tent, the district court found that the Lindqvist prior 
art did not anticipate because it failed to disclose two 
separate claim limitations—not just the “shear 
stress” limitation for which the construction was later 
amended.  Pet. App. 54a; see also id. at 15a-17a.   

First Quality also argues that Kimberly-Clark did 
not properly present the issues raised in the petition 
in the courts below.  BIO 37.  The assertion is bizarre 
given that the panel decided the appropriateness of a 
preliminary injunction in a patent case—thus neces-
sarily addressing the proper standard.  And contrary 
to First Quality’s assertion that “Petitioners did not 
raise their current contentions to the district court,” 
id., the district court unquestionably applied the 
proper likelihood-of-success standard.  See Pet. App. 
55a.   

On appeal, Kimberly-Clark properly relied on go-
verning Federal Circuit law in arguing for affir-
mance.  As the petition noted, Pet. 23-24, and as the 
dissenting opinion explains, Pet. App. 66a-67a, 74a, 
some Federal Circuit panels have properly applied 
the governing four-part test.  It was thus not until 
the panel failed to apply governing law as articulated 
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by this Court that Kimberly-Clark could possibly 
have argued that the wrong standard had been ap-
plied.  And First Quality’s suggestion that Kimberly-
Clark did not properly raise the issue in its petition 
for rehearing, BIO 13-14, is belied by the petition it-
self, see, e.g., Combined Petition for Rehearing and 
Rehearing En Banc 14 (filed July 1, 2011), and by the 
dissents, which demonstrate that at least three 
judges understood exactly what Kimberly-Clark was 
arguing. 

First Quality also suggests that the Court should 
deny review because First Quality no longer uses the 
patented processes.  BIO 7, 38.  However, First Qual-
ity concedes that it stopped using those processes on-
ly “[i]n compliance with the preliminary injunction.”  
Id. at 38.  And it was First Quality that chose to ap-
peal the preliminary injunction and not to withdraw 
its appeal after supposedly altering its processes.  In-
deed, in a letter filed with this Court, First Quality 
indicated that it might well implement the patented 
processes again upon resolution of this petition.  See 
Letter from K. George to C. Vasil 2 (Nov. 29, 2011) 
(agreeing not to “implement the prior enjoined 
processes unless and until the Supreme Court re-
solves this Petition”).  A party’s voluntary action is no 
bar to this Court’s review.  See, e.g., Friends of the 
Earth, Inc. v. Laidlaw Envtl. Servs. (TOC), Inc., 528 
U.S. 167, 190 (2000).   

First Quality also asserts that the district court will 
“more likely than not” finally resolve the validity is-
sues “before this Court resolves the parties’ interlocu-
tory disputes if certiorari is granted.”  BIO 38.  But 
briefing on summary judgment will not be completed 
until February 2012; no trial date has yet been set, 
and trial is highly unlikely to occur before fall 2012—
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well after any decision by this Court if certiorari were 
to be granted and the case argued during this Term.   

Finally, First Quality notes that the decision at is-
sue is interlocutory and that the Federal Circuit’s 
opinion is non-precedential.  BIO 4, 14, 38.  Prelimi-
nary injunction cases are necessarily interlocutory—
yet this Court has not hesitated to review them.  See, 
e.g., Winter v. NRDC, Inc., 555 U.S. 7 (2008); Gon-
zales, 546 U.S. 418.  And the “non-precedential” de-
signation of the opinion is irrelevant.  The decision 
below is not a one-off, isolated departure from the 
proper standard, but the latest in a series of Federal 
Circuit decisions applying its erroneous standard.  
This Court has not hesitated to review such nominal-
ly “non-precedential” cases in the recent past.  See 
Pet. App. 75a (Newman, J., dissenting); PhRMA/BIO 
Br. 19 n.3 (citing cases).  It should not hesitate to do 
so here. 

CONCLUSION 
For the foregoing reasons and those stated in the 

petition, the petition for a writ of certiorari should be 
granted. 
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