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Should Be Abandoned
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n February 23, 2009, the Federal
Circuit rejected the petition for
rehearing en banc in Abbott
Laboratories v. Sandoz, Inc.1 and so
declined the opportunity to clarify its confusing standard for granting preliminary
injunctions. The court has apparently foresworn the maxim “If it ain’t broke, don’t fix
it” and replaced it with its own aphorism—
“If it’s broke, don’t fix it.”
In Sandoz, Judge Newman and Judge
Gajarsa squared off on the meaning of the
Federal Circuit’s pet phrase “substantial
question of invalidity” and its relation to the
“likelihood of success on the merits” prong
of the traditional preliminary injunction
test. Judge Newman stated baldly that the
“substantial question” standard is incompatible with the Supreme Court’s holding in
eBay, Inc. v. MercExchange, L.L.C.2 and
the Federal Circuit’s own early jurisprudence. Judge Gajarsa, on the other hand,
denied any incompatibility and chided Judge
Newman for pursuing a nonissue. Having
set out contradictory views concerning
the utility of the court’s unique standard,
the Sandoz panel mustered only a plurality opinion with no consensus on how the
standard should be applied or whether it
should be retained. The practical result is
that the Federal Circuit remains wedded to
its woolly “substantial question” standard,
creating even greater uncertainty both for
district courts faced with motions for preliminary injunctions and for litigants deciding whether to seek early equitable relief.
This confusion, evident long before the
Federal Circuit’s decision in Sandoz, will
only be exacerbated by the court’s refusal to
resolve the issue en banc. Because the grant
or denial of a preliminary injunction following In re Seagate Technology LLC,3 may
also have significant consequences for the
recovery of multiple damages and attorney
fees, the Federal Circuit should abandon a
formulation that divides even its own bench.

A “Substantial Question of Invalidity”
Congress has expressly authorized district
courts to grant injunctions in patent cases
“in accordance with the principles of equity,” 35 U.S.C. § 283, and, nominally, the

Federal Circuit applies the familiar four-part
test for injunctive relief.4 Indeed, the Federal
Circuit has long included in its opinions
the refrain that the preliminary injunction
standard in patent cases is no different than
that applied in all other cases.5 The Supreme
Court’s holding in eBay would seem to have
erased any doubt that a standard other than
the traditional test controls.
In practice, however, the Federal Circuit
has altered the “likelihood of success on
the merits” prong of the traditional test.
Whenever a defendant raises what the
court vaguely terms a “substantial question” of invalidity, the burden shifts to the
patentee to demonstrate that the invalidity
defense “lacks substantial merit.”6 This
approach has had the practical consequence
of allowing an alleged infringer to avoid a
preliminary injunction by showing something less than a likelihood of success on
the issue of invalidity. A recent example
can be found in PrintGuard, Inc. v. AntiMarking Systems, Inc.7
PrintGuard, Inc. v. Anti-Marking Systems, Inc.
In PrintGuard, the district court denied
the patentee’s motion for preliminary
injunction, finding a “tension” between
the Federal Circuit’s “substantial question” standard and the Supreme Court’s
emphasis in eBay on the traditional fourpart test.8 It relied on a numerical example
to illustrate the problem:
Under Genentech, a preliminary
injunction should not issue if the
defendant raises a “substantial question” concerning validity of the
patent—even if the Court were to
conclude that the moving party is
more likely to succeed on that issue.
Consider, for example, a defendant
who raises a validity defense that
has a 49 percent likelihood of success on the merits; such a defense
is plainly “substantial,” yet it is
not “likely to succeed.” Under
Genentech, preliminary injunctive
relief should not issue in such a
case, even though the plaintiff is
likely to succeed on the merits.9

The district court went on to note that the
Federal Circuit reaffirmed the principle of
Genentech despite the Supreme Court’s
holding in eBay and ultimately concluded
that “[w]hatever analytical tension may
exist between eBay and Genentech, this
Court is not free to disregard binding
circuit precedent. Accordingly, the Court
will apply the Genentech standard. . . .”10
The court did not explain the basis
on which it resolved the “tension”
between eBay and Genentech in favor
of Genentech. One would have thought
that the Supreme Court’s holdings trump
those of the Federal Circuit. In any event,
the district court concluded that, under
the “substantial question” standard, an
alleged infringer can defeat a preliminary
injunction even where the patentee has
established a likelihood of showing that
the patent-in-suit is valid.
One appreciates the district court’s
unease in applying the “substantial question” standard as it understood it. There
was no dispute concerning infringement,
and the court characterized the alleged
infringer’s underlying evidence of an
anticipating prior sale as “ambiguous and
incomplete.”11 Yet, the court felt constrained to conclude that a “substantial
question” of invalidity had been raised:
“A factfinder could, if he or she chose to
credit all of defendant’s evidence, potentially find the patents-in-suit invalid as
anticipated and/or obvious.”12 For this
court, the Federal Circuit had so altered
the traditional equitable test for a preliminary injunction that the mere “potential”
to find invalidity was sufficient to bar the
patentee from establishing a likelihood of
success on the merits.
Erico International Corp. v. Doc’s Marketing, Inc.
Shortly after the denial of PrintGuard,
Inc.’s motion for preliminary injunction, the Federal Circuit had occasion
to address the “substantial question”
standard in Erico International Corp. v.
Vutec Corp.13 The court below here, too,
expressed confusion as to how to square
the Federal Circuit’s standard with the traditional four-part test. As in PrintGuard,
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the unenforceability and invalidity challenges were weak. Unlike in PrintGuard,
however, the lower court entered a preliminary injunction in favor of patentee
Erico International Corp., enjoining defendant Doc’s Marketing, Inc., from advertising, marketing, selling, or offering for sale
its allegedly infringing products. Doc’s
Marketing moved for reconsideration.
In its decision on Doc’s Marketing’s
motion, Erico International Corp. v.

demands that such a test be improper. The
court stated that Doc’s Marketing interpreted Amazon.com “too broadly” and
read too much into the Federal Circuit’s
“vulnerability” language. It concluded that
Amazon.com addressed the specific issues
that “arise from the interplay between
claims of infringement (by a plaintiff)
and invalidity (by a defendant), both of
which touch upon the plaintiff’s ability
to demonstrate a ‘likelihood of success

The “substantial question” of invalidity
standard is either redundant of the
traditional preliminary injunction
test or flatly at odds with it.

Doc’s Marketing, Inc.,14 the district court
faced head-on the question of whether
the Federal Circuit has created a different
preliminary injunction standard in patent
cases. Doc’s Marketing argued that the
district court had applied the wrong legal
standard and, in so doing, had imposed
too high a burden on Doc’s Marketing.
The argument put forward by Doc’s
Marketing, as framed by the district court,
was that the Federal Circuit had used the
phrase “substantial question” of invalidity
to create a different preliminary injunction standard for patent cases, one more
“lenient” from the alleged infringer’s perspective. Doc’s Marketing argued that by
“simply asserting a good faith invalidity
defense and convincing the PTO to grant
a reexamination” of the patent-in-suit, it
had shown the patent to be sufficiently
“vulnerable” under the Federal Circuit’s
holding in Amazon.com, Inc. v. barnesandnoble.com, inc.15
In a thoughtful opinion, the district
court struggled to reconcile Amazon.
com with eBay. Its opinion noted that if,
in fact, the Federal Circuit did create a
unique preliminary injunction standard for
patent cases in Amazon.com, then eBay
4

on the merits.’”16 For the district court,
however, Amazon.com was a nonevent
in this regard; the Federal Circuit simply
pointed out two unremarkable principles
about application of the burden of proof
at the preliminary injunction stage. These
principles “are not unique to patent cases;
they apply in any case where a defendant
has affirmative defenses available to it
which are distinct from its mere denial of
a plaintiff’s claims.”
Notwithstanding its efforts at harmonization, the district court pointed out troubling trends that suggest that the Federal
Circuit has gone off the rails in its preliminary injunction jurisprudence. The court
noted that Doc’s Marketing was not alone
in its view that the Federal Circuit had created a different preliminary injunction standard. Based on the “substantial question”
and “vulnerability” language, “a belief
apparently has emerged that only the most
minimal showing of invalidity is sufficient
to withstand a patentee’s request for a preliminary injunction” and that parties were
arguing, “with some success, that the mere
assertion of an invalidity claim is sufficient
to suggest that a patent is ‘vulnerable’ to
such a finding and, thus, is sufficient to

defeat a request for a preliminary injunction.”17 The district court also reported that,
at the 2006 annual meeting of the Federal
Circuit Bar Association, the consensus was
that “it is futile to ever seek a preliminary
injunction . . . .”18 Nevertheless, the court
believed that the Federal Circuit could not
have intended the “mere assertion of a
claim of invalidity” to be sufficient to raise
a “substantial question.”19 Such a lenient
standard would effectively deprive patent
holders of an ancient equitable remedy
whose availability is guaranteed by statute.
On appeal, the Federal Circuit
reversed and vacated the preliminary
injunction, finding that Doc’s Marketing
had raised a “substantial question of
invalidity” for the patent-in-suit.20 It
ducked altogether the problem of reconciling eBay with its own standard. The
panel’s majority blandly acknowledged
that the district court had “applied the
correct four factor test” (albeit, incorrectly), but made no reference to the district court’s thoughtful summary of the
tensions created by the “substantial question of invalidity” standard itself.21
Instead, the Federal Circuit reaffirmed
the “substantial question” standard and
its earlier vulnerability language: “[A]
defendant must put forth a substantial
question of invalidity to show that the
claims at issue are vulnerable.”22 Far from
being chastened by lower courts’ and
practitioners’ concerns about conflicting
standards, the Federal Circuit articulated
what may be yet another standard, according to which the alleged infringer need
only “cast doubt” on the validity of the
patent to defeat a preliminary injunction.
The court did not explain whether it views
“casting doubt” as synonymous with
“vulnerability” or as a further tweaking
of the likelihood of success standard that
increases the patentee’s burden and correspondingly decreases the alleged infringer’s burden at the preliminary injunction
stage. Like much of the vague language
in the Federal Circuit’s preliminary
injunction jurisprudence, Erico’s “casting
doubt” confuses rather than clarifies.
Abbott Laboratories v. Sandoz
In Sandoz, Judge Newman—a longtime critic of the “substantial question”
standard—found herself now writing
for the majority but could not garner the
support of Judge Archer to eliminate the
court’s odd burden-shifting test.23 Her
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scathing critique of the “substantial question of invalidity” analysis was thus dicta,
highlighting the panel split, and creating a
case seemingly ripe for en banc review.
Judge Newman first stressed that the
Federal Circuit’s analysis is unlike the
standard otherwise uniformly24 applied in
the federal courts and is inconsistent with
traditional equitable factors. She concluded: “No circuit has held that it suffices
to simply raise a ‘substantial question.’
Raising a substantial question achieves the
threshold requirement of a well-pleaded
complaint; it does not demonstrate a
likelihood of prevailing.” Second, Judge
Newman emphasized that the Federal
Circuit has strayed not only from its sister
circuits but also from the Supreme Court’s
ruling in eBay. She found the “substantial
question” standard to be precisely the kind
of “unique” test that eBay proscribes.25
As eBay held, as the Federal Circuit’s
own history demonstrates, and as Judge
Newman plainly stated, there is no need
for a special preliminary injunction analysis in patent cases. The Federal Circuit’s
early preliminary injunction cases emphasized the traditional four equitable factors,
including the need to show a “reasonable
likelihood of success on the merits.”26 In
1992, the court introduced the “substantial
question” standard merely as a gloss on
the patentee’s burden to show a “likelihood of success.”27 When the Federal
Circuit found itself called upon to explain
what its explanations meant, however,
rather than abandon the “substantial question” formulation as a confusing mistake,
it chose instead to elaborate increasingly
rococo variations, culminating in “clarifications” such as the “vulnerability” language in Amazon.com and the “casting
doubt” phrase in Erico.
Use of such phrases masks the reality
that the “likelihood of success” inquiry on
validity is a single issue; either the patentee establishes a likelihood of success on
validity or the alleged infringer establishes
a likelihood of success on invalidity. Both
parties cannot simultaneously be likely to
succeed on this one issue. Consequently,
the alleged infringer should not be able
to avoid an injunction by establishing
something less than a likelihood of success on invalidity. Yet, in practice, this is
precisely what the “substantial question”
standard allows an alleged infringer to do.
The Federal Circuit should abandon
the “substantial question” standard. The

court’s tinkering with the long-standing
preliminary injunction test has created
confusion among lower courts trying
to measure the quantum of evidence of
invalidity necessary to defeat a motion for
preliminary injunction, especially where
the patentee has otherwise established a
likelihood of success on the merits.

Unforeseen Implications
The denial of en banc review in Sandoz
suggests, however, that the Federal Circuit
has no interest in rectifying its mistake
and unambiguously embracing the traditional four-part test for preliminary
injunctions in patent cases. As a result,
the regimen described by the district court
in Erico and given effect in PrintGuard,
according to which the mere potential of
invalidity or “the most minimal showing of invalidity” is sufficient to defeat a
motion for a preliminary injunction, has
gained credence in district courts.
Even as the Federal Circuit makes it
more difficult for a patentee to receive a
preliminary injunction, it increases the
consequences of not receiving one. In In
re Seagate Technology, LLC, the Federal
Circuit observed that a patentee’s failed
attempt to obtain, or merely its decision to
forgo, preliminary injunctive relief will
likely demonstrate that the alleged infringement does not meet the requisite recklessness showing under 35 U.S.C. § 284: “A
substantial question about invalidity or
infringement is likely sufficient not only to
avoid a preliminary injunction, but also a
charge of willfulness based on post-filing
conduct.”28
By linking the “substantial question”
standard to the ability to obtain multiple
damages, the Federal Circuit has ensured
that speculation over the scope and meaning of the standard will assume even
greater significance. Since the “substantial
question/vulnerability” formulation can be
construed to allow an alleged infringer to
defeat a preliminary injunction (even where
infringement is clear) by demonstrating
less than a 50 percent chance of invalidating the patent, it effectively also excuses
the infringer from an ultimate finding of
willfulness.29 Such a result constitutes a
wholesale rewriting of 35 U.S.C. § 284.

Conclusion
The “substantial question” of invalidity standard (as well as the more recent
“casting of doubt” formulation) is either

redundant of the traditional preliminary
injunction test or flatly at odds with it.
In the former case, the “substantial question” standard serves only to confuse and
should therefore be abandoned. In the
latter case, compliance with the Supreme
Court’s holding in eBay mandates abandoning it. There is only one likelihood of
success as to validity. If a patentee establishes that it has a greater than 50 percent
likelihood of success on the merits as to
validity, no question (“substantial” or
otherwise) raised by the alleged infringer
can overcome the patentee’s likelihood of
success showing. Accordingly, the Federal
Circuit should jettison the “substantial
question” standard and reintroduce predictability and consistency into preliminary injunction analysis. ●
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