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STATEMENT OF COUNSEL CONCERNING REHEARING EN BANC

The panel’s decision conflicts with longstanding precedent on prosecution
history estoppel. It is settled that the amendment or cancellation of one claim during
prosecution may have an estoppel effect on other, unamended claims. But this Court
has long recognized a clear rule for when such estoppel may apply: In Glaxo Well-
come, Inc. v. Impax Labs., Inc., 356 F.3d 1348 (Fed. Cir. 2004), the Court held that
such “infectious” estoppel applies only where the amended/cancelled claim and the
unamended claim “containf] the same limitation.” Id. at 1356 (emphasis added).
The panel’s decision here departed from Glaxo Wellcome’s “same limitation™ rule,
replacing it with an array of new, broader, and indeterminate formulations.

Based on my professional judgment, I believe the panel decision is contrary
to the following precedent of this Court: Glaxo Wellcome, Inc. v. Impax Labs., Inc.,
356 F.3d 1348 (Fed. Cir. 2004).

Based on my professional judgment, I believe this appeal requires an answer
to a precedent-setting question of exceptional importance: Whether, under the doc-
trine of prosecution history estoppel, the amendment or cancellation of one claim
can limit the scope of equivalents available for a separate claim that does not recite
the claim limitation that prompted the amendment or cancellation.

/s/ Jeffrey A. Lamken
Jeffrey A. Lamken

Counsel for Colibri Heart
Valve LLC

v
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INTRODUCTION

The panel’s decision conflicts with longstanding precedent on prosecution
history estoppel, replacing a clear, longstanding test with an array of indeterminate
formulations. This Court’s decision in Glaxo Wellcome, Inc. v. Impax Laboratories,
Inc., 356 F.3d 1348 (Fed. Cir. 2004), set forth a clear standard for determining when
amendment or cancellation of one claim for reasons of patentability can limit the
scope of different, unamended claims. Such “infectious” estoppel, the court held,
applies only where the amended/cancelled claim and the unamended claim “con-
tain[] the same limitation.” Id. at 1356 (emphasis added). “Claims that do not
recite the amended term are not subject to an estoppel.” Id. (emphasis added).

The panel’s decision in this case acknowledges Glaxo Wellcome’s settled
legal rule—but promptly ignores it. Op.23. In its place, the panel offered a multi-
plicity of formulations to describe the scope of infectious estoppel, including:

e Whether there is a “close linkage of the subject matter of the cancelled and
retained claims,” Op.3;

e Whether skilled artisans “would understand” the “cancelled and retained
claims” to have a “close basic-physics relationship,” Op.19;

e Whether the claims “involv[ed] such intertwined terminology that cancel-
ling one claim necessarily communicated that the scope of the other claim
had narrowed,” Op.19; and

e Whether there is a “close substantive relationship between the cancelled
and retained claims,” Op.24.
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Unlike Glaxo Wellcome’s “same limitation” requirement, those formulations
are highly indeterminate. In a patent application, all of the claims should have a
“close substantive relationship,” because they all must cover the same invention.
See 35 U.S.C. §121. So how “close” a “relationship” is close enough to trigger
estoppel? And what is a “basic-physics” relationship? The panel offers no guidance.

The panel’s revision to prosecution history estoppel law is deeply proble-
matic. The Supreme Court has warned that “courts must be cautious before adopting
changes that disrupt the settled expectations of the inventing community.” Festo
Corp. v. Shoketsu Kinzoku Kogyo Kabushiki Co., 535 U.S. 722, 739 (2002). And it
has explained that “[fJundamental alterations in the[ | rules” governing “the doctrine
of equivalents” and “prosecution history estoppel,” in particular, “risk destroying the
legitimate expectations of inventors in their property.” Id. Yet the panel departed
from the long-settled “same limitation” rule for infectious estoppel without explan-
ation. Nor could it cite a single precedent that applied the standards it offered in
replacement. The panel’s expansion of prosecution history estoppel will introduce
new and unanticipated uncertainties into the enforcement of existing patents and the

prosecution of future ones. En banc review is warranted.



Case: 23-2153 Document: 63 Page: 12  Filed: 09/17/2025

BACKGROUND

I. THE ’294 PATENT

Colibri Heart Valve LLC owns the 294 patent. That patent concerns a
method for replacing the aortic valve of the heart through a transcatheter (“TAVR”)
procedure. Appx21080-81(318:19-319:11); Appx21458(680:16-19). TAVR is an
alternative to open-heart surgery in which the surgeon routes the replacement valve
to the heart through a blood vessel, such as the femoral artery. Appx21065-
67(303:10-306:17); Appx21078-79(316:23-317:24).

In TAVR procedures, it is critical that replacement valves be deployed in
exactly the right position in the patient’s heart. Appx21067-68(305:16-306:10).
The *294 patent discloses a method that gives doctors a second chance to “stick the
landing” if the valve is not positioned correctly the first time. Appx21067-
68(305:16-306:10).

The invention fits the replacement valve within a self-expanding metal stent
that is attached to a “pusher member.” Op.4-5. The stent is compressed and inserted
into a tube, called the “moveable sheath,” that can be moved back and forth inside a
catheter. Op.5-6. The catheter is inserted into the patient’s femoral artery and routed
to the aorta, where doctors position the replacement valve at the target area in the

patient’s heart. Op.5.
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Doctors then partially deploy the self-expanding metal stent—containing the
replacement valve—so that only part of the stent emerges from the moveable sheath.
Op.5-6. If the valve is not positioned correctly, doctors can recapture the stent—and
thus the replacement valve—by pulling it back into the moveable sheath, reposi-
tioning it, and then redeploying the valve. Op.5-6.

During prosecution of the 294 patent, the inventors presented two claims
reciting different methods for partially deploying the stent. Independent claim 34
recited “partially deploying the replacement heart valve within the patient by
pushing out the pusher member from the moveable sheath.” Appx23140 (emphasis
added). Independent claim 39, by contrast, recited “partially deploying the replace-
ment heart valve device within the patient by retracting the moveable sheath.”
Op.11 (emphasis added).

The examiner rejected claim 39 as lacking written-description support.
Appx26116. Colibri cancelled the claim. Op.10. Claim 34 became claim 1 of the
’294 patent. Op.10.

I1. PROCEDURAL HISTORY

Colibri sued Medtronic CoreValve, LLC, alleging that doctors infringe the
’294 patent under the doctrine of equivalents when using Medtronic’s Evolut
products in TAVR procedures. Op.8-9. Colibri showed that doctors deploy the

Evolut’s valve by applying a pushing force to the pusher member while, at the same
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time, retracting the moveable sheath. Appx19562. That combination, Colibri urged,
was equivalent to claim 1’s “pushing out the pusher member from the moveable
sheath” limitation. Appx19561-62. The jury agreed, finding that Medtronic in-
fringed. Op.13.

Medtronic appealed, arguing that prosecution history estoppel barred Coli-
bri’s equivalence theory. Medtronic.Br.46-50. ‘“Prosecution history estoppel ap-
plies when an applicant during patent prosecution narrows a claim . .. to address a
specific concern that arguably would have rendered the claimed subject matter un-
patentable. Estoppel then bars the applicant from later invoking the doctrine of
equivalents to recapture the surrendered ground.” EMD Millipore Corp. v. AllPure
Techs., Inc., 768 F.3d 1196, 1203 (Fed. Cir. 2014) (citations omitted). Medtronic
urged that Colibri’s cancellation of the claim reciting “retracting the moveable
sheath” estopped Colibri from asserting that pushing-while-retracting was equiva-
lent to claim 1’s “pushing” limitation. Medtronic.Br.46-50 (emphasis added).

Colibri did not dispute that cancellation of one claim may limit the scope of
different, unamended claims. But Colibri explained that such “infectious” estoppel
is subject to a clear limit: “‘Claims that do not recite the amended term are not
subject to an estoppel.”” Colibri.Br.46-47 (quoting Glaxo Wellcome, 356 F.3d at

1356). The claims here did not recite the same limitation. Cancelled claim 39 re-
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cited “retracting,” while claim 1 of the *294 patent recites “pushing.” As a result,
there was no basis for estoppel. Colibri.Br.46-48.

The panel reversed. It began by explaining that prosecution history estoppel
1s not limited to situations in which the asserted claim had itself been amended, and
that no “formal claim relationship between the cancelled and allowed claims”™—i.e.,
independent-dependent claim relationship—is required. Op.20. The panel thus
reached the (undisputed) conclusion that cancellation of one independent claim can
have an estoppel effect on another independent claim. Op.20.

The panel stated that the “focus™ of prosecution history estoppel should be
“on the scope of what was abandoned,” Op.23, taking into account “the scope of the
claims of the patent as a whole, pre- and post-amendment,” Op.21. The panel quoted
Glaxo Wellcome’s statement that “ ‘[s]Jubject matter surrendered via claim amend-
ments during prosecution is also relinquished for other claims containing the same
limitation.’” Op.23 (quoting 356 F.3d at 1356). The panel’s opinion, however,
nowhere inquired whether cancelled claim 39 (“retracting”) and claim 1 of the 294
patent (“pushing”) contained the same limitation. Instead, the panel offered a variety
of different standards for imposing prosecution history estoppel across different
claims with different limitations. See p. 1, supra.

The panel concluded that the “close substantive relationship between the can-

celled and retained claims” warranted estoppel. Op.24. In its infringement case,



Case: 23-2153 Document: 63 Page: 16 Filed: 09/17/2025

Colibri had argued that deploying the valve by pushing on the pusher member while
retracting the moveable sheath was equivalent to the claimed deploying the valve by
pushing out the pusher member—as a matter of physics, opposing forces are always
required to deploy the valve and stent from the sheath. Op.17. The compressed stent
exerts a radial force against the inside of the sheath. Consequently, if a doctor only
retracted the sheath, the entire device—including the stent and valve—would retract
along with it. The radial force can be overcome, and the valve emerge from the
moveable sheath, only by applying a pushing force to one portion and a retracting
force to another simultaneously. Op.17-18. The panel stated that skilled artisans
thus would “know that pushing necessarily accompanies retraction.” Op.18. In the
panel’s view, that “basic-physics relationship of the cancelled” retracting claim to
the “retained” pushing claim was sufficient to apply estoppel. Op.19.

Having found that prosecution history estoppel “bars application of the doc-
trine of equivalents,” the panel granted Medtronic JMOL of non-infringement.
Op.3.

REASONS FOR GRANTING THE PETITION

1. THE PANEL’S EXPANSION OF “INFECTIOUS” PROSECUTION HISTORY
ESTOPPEL DEFIES PRECEDENT

The panel’s decision warrants en banc review. The panel defied precedent
holding that the amendment or cancellation of one claim can have an estoppel effect

on a separate, unamended claim only where both claims “contain[ ] the same limita-

7
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tion.” Glaxo Wellcome, 356 F.3d at 1356. The new, broader, and vaguer standards
the panel adopted for cross-claim or “infectious” estoppel have no basis in this
Court’s or the Supreme Court’s precedent.

A. The Panel’s Decision Conflicts with Precedent Holding That

Infectious Estoppel Applies Only Where the Claims “Contain the
Same Limitation”

In Glaxo Wellcome, this Court explained the principle that “subject matter
surrendered via claim amendments during prosecution is also relinquished for other
claims containing the same limitation.” 356 F.3d at 1356 (emphasis added) (citing
Builders Concrete, Inc. v. Bremerton Concrete Prods. Co., 757 F.2d 255, 260 (Fed.
Cir. 1985)). It noted that “[t]his court follows this rule to ensure consistent interpre-
tation of the same claim terms in the same patent.” Id. (emphasis added). “How-
ever,” the Court cautioned, “the quest for consistency in patent claims also has its
limits. Claims that do not recite the amended term are not subject to an estoppel.”
Id. (emphasis added) (citing Fiskars, Inc. v. Hunt Mfg. Co., 221 F.3d 1318, 1322-23
(Fed. Cir. 2000)). The panel’s decision overturns that clear rule, expanding prosecu-
tion history estoppel beyond prior bounds.

During prosecution, Colibri presented two independent claims—claims 34
and 39—that differed. Claim 34 recited “partially deploying the replacement heart
valve within the patient by pushing out the pusher member from the moveable

sheath to expose a portion of the replacement heart valve device,” and “recovering
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the portion of the replacement heart valve device within the moveable sheath.”
Appx23140 (emphasis added). Claim 39 did not include the partial-deployment-by-
pushing limitation. Instead, claim 39 recited “partially deploying the replacement
heart valve device within the patient by retracting the moveable sheath to expose a
portion of the replacement heart valve device,” Op.11 (emphasis added), not found
in claim 34.

The examiner rejected claim 39, stating that the combination of “retracting the
moveable sheath to expose a portion of the valve device AND recovering the portion
of the valve within the moveable sheath” lacked written-description support.
Appx26116. In the examiner’s view, the specification disclosed a “method where
... the sheath is retracted fully,” but in that method, “no recovering is disclosed.”
Appx26116-17. Colibri canceled claim 39. Op.10. Claim 34, which contained the
different “pushing” limitation, became claim 1 of the 294 patent. Op.10.

Under the rule in Glaxo Wellcome, the fact that claim 1 of the 294 patent
“do[es] not recite” the “term” that prompted the cancellation of claim 39—
“retracting”—means that claim 1 is “not subject to an estoppel” based on claim 39’s
cancellation. 356 F.3d at 1356. That rule makes sense. Prosecution-history estoppel
applies only where the patentee made an “amendment” that “narrowed the literal
scope of the claim” for “a substantial reason relating to patentability.” Festo Corp.

v. Shoketsu Kinzoku Kogyo Kabushiki Co., 344 F.3d 1359, 1366-67 (Fed. Cir. 2003)
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(emphasis added). Because the claims recited distinct limitations—each with
requirements not found in the other—cancelling claim 39 in no way related to claim
1. Cancelling a claim reciting “retracting the moveable sheath” does not narrow the
literal scope of a claim reciting “pushing out the pusher member from the moveable
sheath.” Nor was claim 39’s cancellation necessary for claim 1’°s patentability.

The panel quoted—indeed, italicized—Glaxo Wellcome’s “same limitation”
rule for infectious estoppel. Op.23. And it did not deny that claim 1 of the 294
patent “d[id] not recite” the retracting “term” that prompted claim 39’s cancellation.
Glaxo Wellcome, 356 F.3d at 1356. Yet the panel held that claim 39’s cancellation
“bars application of the doctrine of equivalents” for claim 1 anyway. Op.3. That
conflict with precedent warrants en banc review.

B. The New, Broader Standards the Panel Adopted for Infectious
Prosecution History Estoppel Cannot Be Sustained

Worse still, the panel replaced Glaxo Wellcome’s predictable “same limita-
tion” rule with a plethora of indeterminate standards of its own invention. For
example, the panel held that infectious prosecution history estoppel applies where
the claims “are closely related as a substantive matter,” Op.20, and where skilled
artisans “would understand” the “cancelled and retained claims” to have a “close
basic-physics relationship,” Op.19. But the panel did not explain how to determine
how “close” is close enough. And those standards, which expand prosecution his-

tory estoppel far beyond claims containing the “same limitation,” have no basis in

10
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law. The panel did not cite a single decision of this Court or the Supreme Court that
applied any of the formulations the panel offered.

l. The panel urged that “[g]overning law precludes making formalities
determinative, to the exclusion of substantive relationships that would be understood
by relevant readers.” Op.20. But this Court’s precedents define the “substantive
relationship” that must exist to trigger infectious estoppel—the claims must “con-
tain[ | the same limitation.” See Glaxo Wellcome, 356 F.3d at 1356; Felix v. Am.
Honda Motor Co., Inc., 562 F.3d 1167, 1182-84 (Fed. Cir. 2009); Fiskars, 221 F.3d
at 1182-84; Builders Concrete, 757 F.2d at 259-60.

Indeed, this Court applies the same rule to claim construction, holding that,
for the closely related doctrine of “prosecution disclaimer to apply,” the “patents
must have limitations in common.” Maquet Cardiovascular LLC v. Abiomed Inc.,
131 F.4th 1330, 1339-40 (Fed. Cir. 2025). In that context, the Court specifically
rejected the view the panel adopted here—i.e., “that prosecution disclaimer applies,
despite differences in the claim language, when patents share ‘common subject mat-
ter.”” Id. at 1340. The panel did not explain why the rules for prosecution history
estoppel should differ from those for prosecution disclaimer, when the doctrines are
based on exactly the same concerns.

2. The cases the panel cited as “reject[ing] a formalistic approach” to

prosecution history estoppel, Op.22, stand only for the principle that a claim need

11
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not itself be amended, or be in a formal independent-dependent claim relationship
with the amended or cancelled claim, for prosecution history estoppel to apply. See
Honeywell Int’l Inc. v. Hamilton Sundstrand Corp., 370 F.3d 1131, 1141-42 (Fed.
Cir. 2004); Deering Precision Instruments, LLC v. Vector Distrib. Sys., Inc., 347
F.3d 1314, 1325-26 (Fed. Cir. 2003); Mycogen Plant Sci., Inc. v. Monsanto Co., 91
F. App’x 666, 668 (Fed. Cir. 2004); Keith v. Charles E. Hires Co., 116 F.2d 46, 48
(2d Cir. 1940). But no one disputed those principles here.

This case concerned the issue this Court addressed in Glaxo Wellcome—not
whether, but when amendment of one claim can give rise to an estoppel for another.
Such infectious cross-claim estoppel, the Court held, can apply only where the
“claims contain[] the same limitation.” 356 F.3d at 1356. “Claims that do not recite
the amended term are not subject to an estoppel.” Id. Tellingly, Glaxo Wellcome’s
“same limitation” standard was met (even if not articulated) in each case the panel
cited where infectious estoppel was applied. See Honeywell, 370 F.3d at 1141
(patentee’s “rewriting a dependent claim into independent form, coupled with the
cancellation of the original [overly broad] independent claim,” supported estoppel);
Deering, 347 F.3d at 1326 (estoppel applied to “all claims containing the Zero
Position Limitation”); Mycogen, 91 F. App’x at 668 (estoppel applied to all claims
that “addressed the same claim limitations™ as the amended claims); Keith, 116 F.2d

at 48 (narrowing amendment to one claim warranted applying estoppel to separate

12
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claim that “already ... contain[ed] the necessary differentia”). Nothing in those
cases supports the panel’s decision to abandon Glaxo Wellcome’s “same limitation”
requirement.

3. The panel cited the Supreme Court’s decision in Festo for the notion
that courts should broadly consider “the scope of the claims of the patent as a whole,
pre- and post-amendment.” Op.20-21. But Festo never suggested that any narrow-
ing of the patent’s overall scope, through amendment or cancellation of one claim,
should result in prosecution history estoppel against other claims that do not recite
the amended or cancelled limitation. The issue of cross-claim estoppel was not even
before the Supreme Court—as the panel acknowledged, “the claim in Festo [that
was subject to estoppel] itself had been amended.” Op.20 (emphasis added). Thus,
Festo’s statement that ““ ‘[e]stoppel arises when an amendment is made to secure the
patent and the amendment narrows the patent’s scope,”” Op.21 (quoting 535 U.S. at
736 (emphasis the panel’s)), hardly sets the standard for applying estoppel across
claims. Rather, it reflects the common (but imprecise) practice of using the terms
“patent” and “claim” interchangeably when talking about scope. “The language in
the [Supreme] Court’s opinion upon which [the panel] relie[d] cannot be taken as a
decision upon a point which the facts of the case did not present.” United States v.

Neifert-White Co., 390 U.S. 228, 231 (1968).

13
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In the 23 years since the Supreme Court decided Festo, no previous decision
of this Court understood Fesfo as instructing courts to apply prosecution history
estoppel to claims that not only were unamended, but do not even share a limitation
with the claim that was amended or cancelled.! To the contrary, this Court held,
post-Festo, that “the quest for consistency in patent claims . . . has its limits. Claims
that do not recite the amended term are not subject to an estoppel.” Glaxo Wellcome,
356 F.3d at 1356. The panel was not free to overturn that clear “limit” on prose-
cution history estoppel.

I1. THE PANEL’S ABANDONMENT OF THE “SAME LIMITATION” RULE UPSETS
SETTLED EXPECTATIONS AND CREATES WIDESPREAD UNCERTAINTY

The panel did not merely displace settled law governing “infectious” prosecu-
tion estoppel. It replaced the clear “same limitation” requirement with a host of
newer, broader, and vaguer standards. It imposes precisely the sort of “[fJundamen-
tal alteration[ ] in the[ ] rules” governing “the doctrine of equivalents” and “prosecu-
tion history estoppel” that the Supreme Court has warned against. Festo, 535 U.S.
at 739. And far from being “cautious before adopting [such] changes,” id., the panel

never addresses the broader consequences. The panel’s decision “disrupt[s] the

"'Nor has this Court ever so construed Schriber-Schroth Co. v. Cleveland Trust Co.,

311 U.S. 211 (1940), a claim-construction case the panel invoked in a footnote.
Op.21 n.3.

14
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settled expectations of the inventing community.” /d. And it introduces new uncer-
tainties into the enforcement of existing patents and the prosecution of future ones.

A.  Hundreds of thousands of patent applications are filed every year.?
Since 1985, inventors have been on notice that amendment or cancellation of one
claim could have an estoppel effect on other, unamended claims. See Builders
Concrete, 757 F.2d at 260. But equally, for over two decades, they have been able
to rely upon Glaxo Wellcome’s articulation of a clear legal rule that was implicit in
prior case law: “Claims that do not recite the amended term are not subject to an
estoppel.” 356 F.3d at 1356.

The panel’s decision “change[s] ... the rules of the game.” Festo, 535 U.S.
at 739. It holds that infectious prosecution history now applies whenever there is a
“close substantive relationship between the cancelled and retained claims.” Op.24.
But inventors cancel claims for many reasons, including to streamline the prosecu-
tion process. “Inventors who amended [or cancelled] their claims under the previous
regime had no reason to believe they were conceding” claim scope under the doctrine
of equivalents for claims that do not share the limitation that prompted the amend-

ment or cancellation. Festo, 535 U.S. at 739. “If they had known, they might have

2 U.S. Patent Statistics Chart Calendar Years 1963-2020, U.S. Patent and Trademark
Office Patent Technology Monitoring Team, https://www.uspto.gov/web/offices/ac/
ido/oeip/taf/us_stat.htm.

15
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appealed the rejection instead. There is no justification for applying a new and more
robust estoppel to those who relied on prior doctrine.” Id.

B.  The panel’s decision does not merely “risk destroying the legitimate
expectations of inventors in their property.” Festo, 535 U.S. at 739. It also creates
intractable problems for the acquisition and enforcement of patents going forward.

A “patent application ... ‘constitutes one of the most difficult legal instru-
ments to draw with accuracy.”” Sperry v. State of Fla. ex rel. Fla. Bar, 373 U.S.
379, 383 (1963) (quoting Topliff v. Topliff, 145 U.S. 156, 171 (1892)). And “every
amendment to patent claim language carries with it some risk of ultimately triggering
prosecution history estoppel.” Lichtman, Rethinking Prosecution History Estoppel,
71 U. Chi. L. Rev. 151, 175 (2004). Glaxo Wellcome provided inventors with cer-
tainty that, whatever claim scope might be surrendered through amending or cancel-
ling a claim, only “claims containing the same limitation” would be affected. 356
F.3d at 1356.

After the panel’s decision, the patent prosecutor’s decision to amend or cancel
a claim is fraught with new uncertainties. The opinion warns that estoppel applies
if there is a “close substantive relationship between the cancelled and retained
claims.” Op.24. How is one supposed to predict when the substance of two claims
is close enough to trigger estoppel, when they don’t recite the same limitation? And

what is a patent prosecutor to make of the panel’s holding that a “close basic-physics

16
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relationship of the cancelled and retained claims” may trigger estoppel? Op.19.
Could the prosecutor of Colibri’s patents realistically be expected to have foreseen
that cancelling a claim reciting “retracting” would be deemed to have “communi-
cate[d] a narrowing message” about the scope of a claim reciting “pushing”? Op.20.

In a proper patent application, moreover, all of the claims have a “close sub-
stantive relationship,” because they must cover the same invention. (If the applica-
tion claims “two or more ... distinct inventions,” the application should “be
restricted to one of the inventions” and the claims covering “the other invention”
should be pursued in a “divisional application.” 35 U.S.C. §121; see 37 C.F.R.
§1.142.) Does the panel’s “close substantive relationship” standard, combined with
its admonition that courts must consider “the scope of the claims of the patent as a
whole, pre- and post-amendment,” Op.20-21, mean that amending one claim will
henceforth limit the scope of every claim in the application? That has never been
the law, yet patent prosecutors now must consider that possibility.

The panel’s decision creates similar problems for courts and litigants. “For
estoppel to achieve its purpose of reducing the uncertainty inherent in equivalents
analysis, estoppel itself must be implemented in a predictable fashion.” Lichtman,
supra, at 153. Yet the panel’s decision replaces the clear “same limitation™ rule with
nebulous standards that are impossible to apply with any consistency or

predictability. Accused infringers, moreover, now have an incentive to assert prose-

17
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cution history estoppel in every doctrine of equivalents case, because lawyers will
always be able to present some non-sanctionable argument that there is a “close
substantive relationship” between any amended patent claims and the asserted
claims. That will only further complicate, and drive up the already astronomical
costs of litigating, patent infringement suits.

The panel opinion’s departure from precedent portends serious mischief and

uncertainty. The panel opinion addresses none of it. En banc review is warranted.

CONCLUSION

The petition for rehearing en banc should be granted.
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Piper LLP (US), Palo Alto, CA; STANLEY JOSEPH
PANIKOWSKI, I1I, San Diego, CA.

Before TARANTO, HUGHES, and STOLL, Circuit Judges.
TARANTO, Circuit Judge.

U.S. Patent No. 8,900,294, owned by Colibri Heart
Valve LLC, claims a method, for use in trying to implant
an artificial heart valve to replace a defective valve, that
furnishes a do-over opportunity to the installer to get the
positioning right. In the claimed method, the replacement
valve is only partially deployed from the delivery appa-
ratus but recaptured within the delivery apparatus before
full deployment if it looks like the positioning will be off.
Colibri sued Medtronic CoreValve, LLC, a manufacturer of
replacement heart valves, for infringement—alleging, as
now relevant, that Medtronic was inducing surgeons to
perform the claimed method with Medtronic’s products.

See 35 U.S.C. § 271(b).

The 294 patent, at the outset of prosecution, included
two independent claims reciting the opportunity-for-do-
over method of partial deployment: one claimed pushing
out the valve from an outer sheath of the delivery appa-
ratus, and one claimed retracting the outer sheath to ex-
pose the valve. During prosecution, the examiner rejected
the latter claim for lack of written description, see 35 U.S.C.
§ 112, and Colibri cancelled it. The patent issued with an
independent claim reciting partial deployment by pushing,
and no claims expressly reciting partial deployment by re-
tracting.

In the district court, Medtronic contended that the ac-
cused use of its product involved partial deployment by re-
tracting, not pushing. At trial, Colibri dropped its
assertion of literal infringement, relying solely on the doc-
trine of equivalents to establish infringement by accused
direct infringers using the accused method with
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Medtronic’s products. The jury, besides rejecting Med-
tronic’s invalidity challenge, found that Medtronic had in-
duced infringement and awarded more than $106 million
in damages to Colibri. Before and after the verdict, Med-
tronic sought judgment as a matter of law (JMOL) on the
ground, among others, that Colibri’s equivalents claim was
barred by prosecution history estoppel, but the district
court denied the motions.

On appeal, Medtronic argues, among other things, that
the district court erred in denying JMOL of noninfringe-
ment. We now conclude that prosecution history estoppel,
based on Colibri’s cancelling of a claim to “retraction” for
partial deployment of the replacement valve and Colibri’s
own recognition of the close linkage of the subject matter
of the cancelled and retained claims, bars application of the
doctrine of equivalents. We therefore reverse the district
court’s denial of JMOL of noninfringement. That is all we
need decide to resolve this dispute over the now-expired pa-
tent.

I
A

The '294 patent, which expired in January 2022 and is
titled “Method of Controlled Release of a Percutaneous Re-
placement Heart Valve,” relates to artificial heart valves
used to replace diseased or otherwise defective heart
valves. 294 patent, title; id., col. 2, lines 52-54. Blood
flows through valves in the heart from areas of relatively
high pressure to areas of relatively low pressure. Id., col.
1, lines 31-33, 46—48. Each valve includes “leaflets” (some-
times called “cusps”) spanning the passageway through
which blood flows, with the opening and closing of the leaf-
lets allowing blood to flow only in the proper direction
through the circulatory system. Id., col. 1, lines 48-56; id.,
col. 2, lines 1-28.
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The ’294 patent describes a replacement heart valve
(200) formed by folding biologically compatible material to
form a tubular portion (210) and a leaflet portion (220), id.,
col. 5, lines 1-7; id., col. 6, lines 62—64, shown in figures 1
and 5.

FIG.1 FIG.5

The leaflets (220) are formed from “a single, continuous,
uncut layer” of material. Id., col. 8, lines 54—-60. The tub-
ular portion (210) of the valve (200) is sutured to the inte-
rior of a cylindrical, self-expanding metal stent member
(100), which provides a “semi-rigid” channel through the
diseased valve upon implantation. Id., col. 6, lines 57—67;
id., col. 7, lines 9-11, 27-29, 65-67.

The patent further describes a method of making the
valve and, of key importance here, a method for use in im-
planting a replacement heart valve in which the valve is
partially released and can be recovered if it looks like the
positioning will be incorrect. Id., col. 11, lines 51-62. Fig-
ure 8 depicts an implantation system used in the claimed
method, with the distal end at the bottom and proximal end
at the top, and with the components shown in an expanded
view simply for display purposes. Id., col. 11, lines 40-51.
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S 400

460 “f

FIG.8

A flexible, hollow catheter (400) carrying the stent (100)—
to which the replacement heart valve (200), not shown, 1s
sutured—is inserted into a blood vessel of the patient, e.g.,
the femoral artery, and advanced through the circulatory
system to the location of the valve that is to be replaced.
Id., col. 11, lines 3-7, 40—48. The catheter (400) includes a
pusher member (420), and, in some embodiments, a move-
able sheath (460) that covers the stent (100) and valve
(shown pulled down for display purposes). Id., col. 11, lines
48-51; id., col. 12, lines 11-14.

Once the catheter is in what seems the desired posi-
tion, the pusher member (420) pushes the stent (100) and
valve (200) towards the distal end of the catheter (410) such
that the stent (100) only partially expands. Id., col. 11,
lines 51-55. At that stage, if the positioning seems incor-
rect, the valve can be “recaptured” (i.e., recovered and re-
turned to its original position within the catheter, with the
stent re-squeezed) and re-deployed once the catheter’s
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overall location is adjusted. Id., col. 11, lines 55-59. If no
recapture is necessary, the catheter (400) is retracted
slightly, and the pusher member (420) fully pushes out the
stent (100) and valve from the catheter (400). Id., col. 11,
lines 59-62. In embodiments with a moveable sheath
(460), the stent (100) and valve are released by pulling the
moveable sheath towards the proximal end (440) of the
catheter (400), “allowing the self-expending stent to
achieve its full expansion.” Id., col. 12, lines 11-14, 24-27.

Claim 1 is representative and recites as follows:

1. A method of controlled release of a percutaneous
replacement heart valve at a location of a native
heart valve in a patient, the method comprising:

obtaining a replacement heart valve device and a
delivery and implantation system:

the

the

replacement heart valve device including:

a stent member that is collapsible, expand-
able and configured for percutaneous deliv-
ery; and

a valve residing entirely within an inner
channel of the stent member and attached
to a proximal portion of the stent member,
the valve including two to four individual
leaflets made of fixed pericardial tissue;

delivery and implantation system including:

a pusher member and a moveable sheath,
wherein the pusher member includes a
guide wire lumen, and wherein the movea-
ble sheath includes a lumen configured for
receiving the pusher member;

after the obtaining step, loading the replacement
heart valve device into the lumen of the moveable
sheath such that the replacement heart valve
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device 1s collapsed onto the pusher member to re-
side in a collapsed configuration on the pusher
member and is restrained in the collapsed configu-
ration by the moveable sheath;

after the loading step, advancing the delivery and
implantation system transluminally over a guide
wire within the patient to position the replacement
heart valve device for deployment within the pa-
tient at the location of the native heart valve;

after the advancing step, partially deploying
a distal portion of the replacement heart
valve device within the patient by pushing
out the pusher member from the moveable
sheath to expose the distal portion of the re-
placement heart valve device;

after the partially deploying step, restraining the
replacement heart valve device so that it does not
pop out and is held for controlled release, with a
potential that the replacement heart valve device
can be recovered if there is a problem with position-
ing; and

after the restraining step, recovering the distal por-
tion of the replacement heart valve device within
the moveable sheath that was exposed in order to
address a problem with the position of the replace-
ment heart valve device within the patient.

Id., col. 13, line 38 through col. 14, line 37 (emphasis
added).

B

Medtronic sells replacement heart valves, broadly re-
ferred to as the “Evolut” line of products. The Evolut prod-
ucts include a self-expanding metal stent and a

replacement heart valve with three leaflets sutured to a cy-
lindrical “inner skirt.” J.A. 26579, 26676, 28875.
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Importantly here, the Evolut products can be “recaptured”
during implantation, if necessary. See, e.g., J.A. 26514-15
(describing recapture process).

The implantation of the Evolut products involves ad-
vancing a catheter containing the replacement heart valve
through the patient’s circulatory system. J.A. 26580-81.
The catheter includes an inner member disposed inside the
replacement heart valve and stent, and a moveable sheath
(also called a capsule) that covers the replacement heart
valve and stent. J.A. 22866—68. It is illustrated in the rec-
ord as follows (with the distal end to the left):

Inner Member Moveable Sheath
. l =i |

T

Replacement
Heart Valve

J.A. 27612. A deployment knob (located on a portion of the
catheter outside the patient’s body) controls the position of
the moveable sheath relative to the replacement heart
valve and stent: Rotating the deployment knob in one di-
rection retracts the moveable sheath and uncovers (i.e.,
partially or fully deploys) the replacement heart valve and
stent, while rotating in the other direction re-covers (i.e.,
recaptures) the replacement heart valve and stent. J.A.
22867—68; see also J.A. 21133, line 1 through J.A. 21135,
line 7 (Colibri’s witness discussing deployment mecha-
nism).

II
A

In May 2020, Colibri sued Medtronic for infringement
of the 294 patent in the United States District Court for
the Central District of California. Complaint at 16-21,
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Colibri Heart Valve LLC v. Medtronic CoreValve LLC, No.
20-cv-00847 (C.D. Cal. May 4, 2020), ECF No. 1 (Com-
plaint); see also First Amended Complaint at 16-22, Colibri
Heart Valve LLC v. Medtronic CoreValve LLC, No. 20-cv-
00847 (C.D. Cal. June 12, 2020), ECF No. 30 (First
Amended Complaint).! Colibri asserted direct infringe-
ment (literally and under the doctrine of equivalents) un-
der 35 U.S.C. § 271(a), contributory infringement under
§ 271(c), and inducement of infringement under § 271(b).
Complaint at 18-19; First Amended Complaint at 18-19.
Colibri later abandoned its allegations of direct and con-
tributory infringement, proceeding only with its allega-
tions of inducement of infringement. Medtronic raised
affirmative defenses of invalidity and prosecution history
estoppel in its answer. Answer at 10, Colibri Heart Valve
LLC v. Medtronic CoreValve LLC, No. 20-cv-00847 (C.D.
Cal. Apr. 13, 2021), ECF No. 114.

A special master appointed by the district court, after
conducting claim-construction proceedings, issued a recom-
mendation to the court on February 11, 2021. Report and
Recommendation on Claim Construction at 1, Colibri
Heart Valve LLC v. Medtronic CoreValve LLC, No. 20-cv-
00847, 2021 WL 4437737, at *1 (C.D. Cal. Feb. 11, 2021),
ECF No. 97 (Claim Construction). The parties disputed the
construction of one term relevant here: “pushing out the
pusher member from the moveable sheath.” Id. at *20-22.
Colibri proposed that the phrase meant a “pushing force is
applied to the pushing member in a direction outwards
from the moveable sheath,” and Medtronic proposed the
phrase meant “pressing against the pusher member with a

1 Colibri also asserted infringement of U.S. Patent
No. 9,124,739. Complaint at 16-17; First Amended Com-
plaint at 16—-18. The district court granted summary judg-
ment of noninfringement of the 739 patent, and Colibri did
not cross-appeal.
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force that moves the pusher member out of the moveable
sheath.” Id. at *20. The special master recommended that
the district court adopt Medtronic’s proposed construction,
reasoning that the claimed “pushing out” limitation is not
just a matter of the force’s direction but “requires move-
ment of the pusher member such that the replacement
heart valve moves outward from the sheath to at least some
degree.” Id. at *26. The district court adopted the recom-
mended claim construction. Order at 1, Colibri Heart
Valve LLC v. Medtronic CoreValve LLC, No. 20-cv-00847,
2021 WL 4439091, at *1-2 (C.D. Cal. May 19, 2021), ECF
No. 119.

B

After claim construction, both parties moved for sum-
mary judgment: Colibri for partial summary judgment of
no invalidity, and Medtronic for summary judgment of in-
validity and noninfringement. Medtronic argued, among
other things, that Colibri’s assertion of infringement of
claim 1 under the doctrine of equivalents was barred by
prosecution history estoppel. In particular, it argued that
Colibri’s cancelling during prosecution of then-claim 39—
while retaining then-claim 34 (which issued as claim 1)—
“precludes Colibri from asserting that, under the [doctrine
of equivalents], partial deployment and recovery of the
valve i1s performed by retracting the sheath.” J.A. 3164
(emphasis added). Cancelled claim 39 recited:

A method of controlled release of a percutaneous
replacement heart valve in a patient where a bio-
prosthetic heart valve is indicated, comprising:

providing a replacement heart valve device and a
delivery and implantation system,;

the replacement heart valve device including:

a stent member that is collapsible, expand-
able and configured for percutaneous deliv-
ery; and
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a valve attached to the stent member. the
valve including two to four individual leaf-
lets;

the delivery and implantation system including:

a pusher member and a moveable sheath,
wherein the pusher member includes a lu-
men for receiving a guide wire, wherein the
moveable sheath includes a lumen config-
ured for receiving the pusher member, and
wherein the replacement heart valve de-
vice 1s collapsed onto the pusher member to
reside in a collapsed configuration on the
pusher member and is restrained in a col-
lapsed configuration by the moveable
sheath;

after the providing step, advancing the delivery
and implantation system over the guide wire
within the patient to position the replacement
heart valve device for deployment within the pa-
tient;

after the advancing step, partially deploying
the replacement heart valve device within
the patient by retracting the moveable
sheath to expose a portion of the replacement
heart valve device; and

after the partially deploying step, recovering the
portion of the replacement heart valve device
within the moveable sheath that was exposed in or-
der to address a problem with the position of the
replacement heart valve device within the patient.

J.A. 23140-41 (emphasis added).

The special master recommended that the court reject
Medtronic’s prosecution-history-estoppel argument. Re-
port and Recommendation on Summary Judgment at 33—
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38, Colibri Heart Valve LLC v. Medtronic CoreValve LLC,
No. 20-cv-00847 (C.D. Cal. July 26, 2021), ECF No. 202; see
also Redacted Report and Recommendation at 33-38,
Colibri Heart Valve LLC v. Medtronic CoreValve LLC, No.
20-cv-00847 (C.D. Cal. Aug. 10, 2021), ECF No. 220-1
(Summary Judgment Recommendation). The special mas-
ter reasoned that cancelled claim 39 “was an independent
claim separate from” retained claim 34 (issued claim 1) and
Medtronic “d[1d] not show that . . . [Colibri] cancelled claim
39 in favor of purs[u]ing a limitation that already appeared
in [claim 1] ... or that [Colibri] added or amended any
claims directed to this limitation.” Summary Judgment
Recommendation at 37. In other words, cancelled claim 39
and retained claim 34 (issued claim 1) were clearly differ-
ent, i.e., separate and distinct. The special master also dis-
tinguished Colibri’s “asserted equivalent” as “not merely
retraction” but instead a combination of pushing and re-
tracting, so “[t]he asserted equivalent . . . differs from what
was set forth in the cancelled claim.” Id. at 37-38. The
district court adopted the special master’s recommendation
regarding the “pushing out” limitation and denied sum-
mary judgment. Order at 12—-13, Colibri Heart Valve LLC
v. Medtronic CoreValve LLC, No. 20-cv-00847 (C.D. Cal.
Nov. 15, 2021), ECF No. 275.

C

A jury trial on the issues of invalidity and infringement
began on January 31, 2023. Mid-trial, Colibri abandoned
its theory that Medtronic literally infringed the 294 pa-
tent, arguing instead that, under the doctrine of equiva-
lents, Medtronic’s partial-deployment method (applying a
force to hold the stent in place while retracting the movea-
ble sheath) is equivalent to the claimed partial-deployment
method (applying a force to push the stent out of the move-
able sheath). During the jury trial, Medtronic filed two mo-
tions for JMOL, see Fed. R. Civ. Pro. 50(a), seeking, among
other things, judgment of no equivalents infringement on
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the ground of prosecution history estoppel. The district
court did not rule on the Rule 50(a) motions.

The jury found that Medtronic induced infringement of
claims 1-3 of the '294 patent and that Medtronic had not
proven that those claims were invalid, and it awarded more
than $106 million in damages to Colibri. J.A. 20-23. After
the jury issued its verdict, Medtronic filed a renewed mo-
tion for judgment as a matter of law under Fed. R. Civ. P.
50(b) and a motion for new trial under Fed. R. Civ. P. 59.
The district court denied the motions on June 8, 2023, re-
jecting Medtronic’s prosecution history estoppel argument
“for the same reasons set forth by the Court during sum-
mary judgment proceedings.” J.A. 4.

The district court entered final judgment on June 16,
2023, J.A. 16-17, and Medtronic timely appealed, J.A. 205.
We have jurisdiction under 28 U.S.C. § 1295(a)(1).

III

Medtronic challenges four rulings of the district court:
(1) the denial of JMOL of invalidity, Medtronic Opening Br.
at 30—40; (2) the denial of JMOL of noninfringement, id. at
41-53; (3) the denial of JMOL of no active inducement, id.
at 53-58; and (4) the denial of Medtronic’s motion for a new
trial on damages, id. at 59-71. It is undisputed that, if we
reverse the denial of JMOL of noninfringement, we need
not reach Medtronic’s other challenges, including the inva-
lidity challenge to this expired patent. Oral Arg. at 2:23—
2:45, https://oralarguments.cafc.uscourts.gov/default.aspx
1=23-2153_05052025.mp3.

We follow the Ninth Circuit’s de novo standard for re-
view of the district court’s JMOL decision. See TEK Global,
S.R.L. v Sealant Systems International, Inc., 920 F.3d 777,
783 (Fed. Cir. 2019) (citing Wechsler v. Macke International
Trade, Inc., 486 F.3d 1286, 1290 (Fed. Cir. 2007)). The
JMOL standard itself, regarding fact issues, requires def-
erence to the factfinder: JMOL is not to be granted unless
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“the evidence, construed in the light most favorable to the
nonmoving party, permits only one reasonable conclusion,
and that conclusion is contrary to the jury’s verdict.”
TVIIM, LLC v. McAfee, Inc., 851 F.3d 1356, 1362 (Fed. Cir.
2017) (quoting Harper v. City of Los Angeles, 533 F.3d 1010,
1021 (9th Cir. 2008)). Prosecution history estoppel, how-
ever, 1s a matter of law, not of fact, and it is decided de novo
on appeal under our own circuit’s law on this patent-law
issue. Festo Corp. v. Shoketsu Kinzoku Kogyo Kabushiki
Co., 344 F.3d 1359, 1367—68 (Fed. Cir. 2003) (en banc).

Although Medtronic challenged the district court’s de-
nial of JMOL of noninfringement on several grounds, we
address and decide only on one of those grounds—prosecu-
tion history estoppel. We conclude that Colibri’s cancella-
tion during prosecution of claim 39, which recited
“retracting the moveable sheath,” bars Colibri from assert-
ing infringement under the doctrine of equivalents under
the theory that a combination of applying a pushing force
to the pusher member while retracting the moveable
sheath (what Medtronic’s device does) is equivalent to, i.e.,
not substantially different from, “pressing against the
pusher member with a force that moves the pusher mem-
ber outward from the moveable sheath” (what claim 1 re-
quires). Medtronic Opening Br. at 46-51; see Claim
Construction at *26; see also Colibri Response Br. at 47
(discussing equivalence theory). That conclusion suffices
for reversal.

A

As an initial matter, we reject Colibri’s assertion that
we should not consider Medtronic’s prosecution-history-es-
toppel argument because Medtronic waived it before the
district court. Colibri Response Br. at 45. Colibri’s waiver
argument rests on Medtronic’s statement in a pre-trial
memorandum filed on January 3, 2022, under the heading
“Abandonment of Issues,” that “Medtronic is not pursuing
the Fifth Affirmative Defense of Prosecution History
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Estoppel.” J.A. 13659. Medtronic filed this pre-trial mem-
orandum in accordance with Local Rule 16-4.6 of the Cen-
tral District of California, which requires that the parties
“identify any pleaded claims or affirmative defenses which
have been abandoned.” In the circumstances of this case,
we do not deem Medtronic to have waived the JMOL argu-
ment based on prosecution history estoppel, an argument
the district court itself reached on the merits in denying
JMOL without suggesting that there was a waiver.

First, Medtronic’s statement, though poorly worded,
can reasonably be understood to be saying only what it was
not pursuing at trial, i.e., that Medtronic would not repeat
its prosecution-history-estoppel argument before the jury,
as this argument had already been rejected at summary
judgment and involved a question of law on which no facts
needed to be proved at trial. Indeed, Medtronic in the same
pre-trial memorandum disclaimed waiver, stating: “The
[c]ontentions below are based on Medtronic’s current un-
derstanding of the parties’ claims in light of the Technical
Special Master’s Reports and Recommendations on Sum-
mary Judgment . . . . Medtronic’s inclusion of the [c]onten-
tions below does not constitute a waiver or concession of
any aspect of Medtronic’s objections or arguments made in
connection with those orders, not does it constitute a
waiver of Medtronic’s right to appeal the same.” J.A.
13637. Medtronic made a similar disclaimer in its trial
brief. J.A. 18581-82.

Second, when Medtronic later made a Rule 50(a) mo-
tion for JMOL during trial, Medtronic explicitly made its
prosecution-history-estoppel argument. J.A. 18727. And
Colibri, responding, did not assert that Medtronic had
abandoned the argument, instead urging the court to reject
the argument solely on the merits. J.A. 18751. That re-
sponse by Colibri comes within the principle that a waiver
argument may be forfeited “by addressing the claim on the
merits without also making a waiver argument.” Norwood
v. Vance, 591 F.3d 1062, 1068 (9th Cir. 2010).
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Third, Colibri asserted waiver for the first time in its
opposition to Medtronic’s Rule 50(b) motion, even though it
had the opportunity to do so when responding to Med-
tronic’s Rule 50(a) motions. Colibri’s Opposition to Med-
tronic’s Renewed Motion for Judgment as a Matter of Law
at 8, Colibri Heart Valve LLC v. Medtronic CoreValve LLC,
No. 20-cv-00847 (C.D. Cal. May 11, 2023), ECF No. 479
(“The Court should hold Medtronic to its voluntary aban-
donment of its prosecution history estoppel defense and
find this issue waived.”). But even then, Colibri did not
establish any prejudice from the pretrial statement fol-
lowed by the raising of this issue of law in seeking JMOL.
And the district court, in then ruling on the Rule 50(b) mo-
tion, did not agree with Colibri’s waiver contention. In-
stead, it directly addressed the merits, with no suggestion
that the estoppel argument had been waived. See J.A. 4.
Whether that course reflected the district court’s reading
of the pre-trial statement, reliance on Colibri’s failure to
raise waiver in opposing the Rule 50(a) motion, or exercise
of any available discretion to reach the merits in the ab-
sence of any prejudice in these circumstances, we see no
justification for us now to reject Medtronic’s prosecution-
history-estoppel argument as waived by its pre-trial state-
ment.

B

On the merits of prosecution history estoppel, Med-
tronic argues that the district court erred by concluding
that Colibri’s asserted equivalent is quite distinct and sep-
arate from what was recited in cancelled claim 39 and that
Colibri’s cancellation of claim 39 was not a narrowing
amendment. Medtronic Opening Br. at 47-48. We agree
with Medtronic on those two related points, relying on
Colibri’s own recognition, in its affirmative case for finding
equivalents, of the substantive linkage between the can-
celled and retained claims. And because Colibri makes no
argument against prosecution history estoppel except that
the presumption of estoppel is inapplicable at the
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threshold, i.e., it makes no argument that this case comes
within an exception when the presumption of estoppel ap-
plies or that the scope of particular narrowing does not jus-
tify estoppel, we hold that estoppel bars equivalents
infringement here.

1

We begin with the district court’s conclusion that the
asserted equivalent (i.e., the implantation method of Med-
tronic’s Evolut system) differs distinctly from what was re-
cited in cancelled claim 39. Colibri asserts that claim 39
did not require pushing the inner member—only retracting
the moveable sheath—whereas Medtronic’s Evolut devices
require both pushing and retracting. Colibri Response Br.
at 47; see also id. at 47-48 (“Pushing while retracting is not
‘precisely what was recited in claim 39.” Pushing appears
nowhere in claim 39.”). The district court agreed with
Colibri that, because Colibri’s “asserted equivalent is not
merely retraction,” the “asserted equivalent . . . differs from
what was set forth in the cancelled claim.” Summary Judg-
ment Recommendation at 37-38 (emphasis added).

Colibri’s own affirmative theory of equivalence, how-
ever, hinges on what Colibri calls “simple physics,” Colibri
Response Br. at 11, 38, and “basic physics,” id. at 56, re-
quiring that opposing forces (i.e., pushing and retracting)
be applied to deploy the valve and stent from the moveable
sheath. Colibri repeatedly asserted, before both this court
and the district court, that the relevant artisan would un-
derstand that pushing necessarily accompanies retracting:
“[B]ecause of the radial force the stent exerts on the inside
of the sheath, there’s ‘{a]bsolutely’ no way to deploy the re-
placement heart valve without ‘applying opposing forces.”2

2 We do not rely on Medtronic’s argument based on
the “comprising” language of cancelled claim 39. See Med-
tronic Opening Br. at 47—-48.
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Id. at 59 (second alteration in original) (quoting J.A. 21292,
lines 20—-24); see also J.A. 21077, lines 3—18 (Colibr1’s wit-
ness explaining that, because the stent is self-expanding,
“we have to have something that’s going to contact and take
hold of that stent so that we can move it”).

Claim language present in both retained claim 34 (is-
sued claim 1) and cancelled claim 39 further indicates that
the relevant artisan would know that pushing necessarily
accompanies retraction—that, in Colibri’s words, “basic
physics require pushing.” See Colibri Response Br. at 56.
Both claims recite that “the replacement heart valve device

. 1s restrained in the collapsed configuration by the
moveable sheath.” ’294 patent, col. 14, lines 12—-15 (claim
1); J.A. 23140 (claim 39). This language indicates that the
stent is held in place by the moveable sheath and will move
with the moveable sheath in the absence of a pushing force
on the stent (or something holding the stent, like the
pusher member).

We conclude, accordingly, that the district court and
special master were incorrect that Colibri’s asserted equiv-
alent distinctly “differs from what was set forth in” claim
39 such that the substance dropped when cancelling claim
39 is quite separate from the substance of retained claim
34 (issued claim 1). Summary Judgment Recommendation
at 38. Colibri’s assertions before this court and the district
court, coupled with the surrounding claim language, make
clear that pure retraction of the moveable sheath would re-
sult in retraction of the stent and valve as well—the only
way to deploy (i.e., separate) the stent and valve from the
moveable sheath is to simultaneously exert a pushing force
on the inner member holding the stent and valve. A coun-
tervailing pushing force is therefore necessary to both
Colibri’s asserted equivalent and the deployment method
described by claim 39.
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2

We similarly agree with Medtronic’s second argument,
which is closely related to the first—that Colibri’s cancel-
ling of claim 39 in favor of pursuing limitations that al-
ready appeared in retained claim 34 (issued claim 1) was a
narrowing amendment giving rise to prosecution history
estoppel. Medtronic Opening Br. at 47-48. Narrowing is
a prerequisite to prosecution history estoppel: “If the
amendment was not narrowing, then prosecution history
estoppel does not apply.” Festo, 344 F.3d at 1366. But the
required narrowing is not a purely formal matter of alter-
ing a single claim’s terms; it can exist, and we conclude
here does exist, as a substantive matter based on cancelling
a closely related claim involving such intertwined termi-
nology that cancelling one claim necessarily communicated
that the scope of the other claim had narrowed.

As just explained, Colibri cancelled claim 39, which re-
cited partial deployment by retracting and necessarily in-
volved applying a pushing force to the inner member in
order to achieve that retraction. That cancellation bears
on what can be covered under the doctrine of equivalents
by claim 1 because a relevant artisan would understand
the close basic-physics relationship of the cancelled and re-
tained claims. The portions of the two claims that recite
the partial-deployment step in question are substantially
similar—both recite exposing the valve, the only difference
1s that then-claim 34 (issued claim 1) recites doing so by
“pushing” while claim 39 recites “retracting”:

after the advancing step, partially deploying a dis-
tal portion of the replacement heart valve device
within the patient by pushing out the pusher
member from the moveable sheath to expose the
distal portion of the replacement heart valve device

’294 patent, col. 14, lines 21-25 (emphasis added) (claim 1);
see J.A. 23140 (then-claim 34).
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after the advancing step, partially deploying the re-
placement heart valve device within the patient by
retracting the moveable sheath to expose a por-
tion of the replacement heart valve device;

J.A. 23141 (emphasis added) (claim 39).

The district court’s reasons for rejecting such a rela-
tionship between the cancelled subject matter and claim 1
rely on formalities: that then-claim 34 (issued claim 1) and
then-claim 39 were separate independent claims, and that
Colibri did not “add[] or amend[] any claims directed to” the
pushing limitation. Summary Judgment Recommendation
at 37. That rationale, however, makes an entirely formal
point, requiring a formal claim relationship between the
cancelled and allowed claims (e.g., independent and de-
pendent). If formalities are not determinative, however,
the rationale does not justify denying estoppel here. As al-
ready indicated, the relevant artisan would understand
that claim 1 (reciting only pushing) and claim 39 (reciting
only retracting) are not unrelated to each other but, in fact,
are closely related as a substantive matter, so giving up one
communicates a narrowing message about the one re-
tained.

Governing law precludes making formalities determi-
native, to the exclusion of substantive relationships that
would be understood by relevant readers. “Estoppel is a
‘rule of patent construction’ that ensures that claims are
interpreted by reference to those ‘that have been cancelled
or rejected.” Festo Corp. v. Shoketsu Kinzoku Kogyo Ka-
bushiki Co., 535 U.S. 722, 733 (2002) (quoting Schriber-
Schroth Co. v. Cleveland Trust Co., 311 U.S. 211, 220-21
(1940)). That principle by its terms does not limit estoppel
to situations in which the issued, asserted claim itself was
amended, though the claim in Festo itself had been
amended. See Festo, 344 F.3d at 1371-72 (discussing pa-
tentee’s narrowing by adding limitations). And the Court
in Festo used additional language not strictly limiting
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estoppel to the amendment of a particular claim, but in-
stead tailoring the inquiry to the scope of the claims of the
patent as a whole, pre- and post-amendment. See, e.g.,
Festo, 535 U.S. at 736 (“Estoppel arises when an amend-
ment is made to secure the patent and the amendment nar-
rows the patent’s scope.” (emphasis added)); id. at 740
(“Where the original application once embraced the pur-
ported equivalent but the patentee narrowed his claims to
obtain the patent or to protect its validity, the patentee
cannot assert that he lacked the words to describe the sub-
ject matter in question.” (emphasis added)).3

3 The Supreme Court in Festo relied on the reasoning
of Schriber-Schroth, which explained the underlying ra-
tionale of prosecution history estoppel in a validity context
not directly involving that doctrine. For example, the
Court in Schriber-Schroth said: “Where the patentee in the
course of his application in the patent office has, by amend-
ment, cancelled or surrendered claims, those which are al-
lowed are to be read in the light of those abandoned and an
abandoned claim cannot be revived and restored to the pa-
tent by reading it by construction into the claims which are
allowed.” 311 U.S. at 218; see also id. at 220-21 (“It is a
rule of patent construction consistently observed that a
claim in a patent as allowed must be read and interpreted
with reference to claims that have been cancelled or re-
jected and the claims allowed cannot by construction be
read to cover what was thus eliminated from the patent.”
(citation omitted)). In Schriber-Schroth, the patentee had
cancelled claims reciting a “flexible web” feature and sub-
sequently argued that claims not reciting the feature
should be construed to include it (to escape invalidation by
prior art). Id. at 219-20. The Supreme Court rejected the
patentee’s argument and explained that “the patentee,
having acquiesced in the[] rejection [of claims reciting the
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We rejected a formalistic approach to the narrowing in-
quiry in Honeywell International Inc. v. Hamilton
Sundstrand Corp., 370 F.3d 1131, 1141-44 (Fed. Cir. 2004)
(en banc). In that case, following the patent office’s rejec-
tion of the original independent claims for obviousness, the
patentee cancelled those independent claims and simply
rewrote two dependent claims into independent form. Id.
at 1141. The rewritten claims were subsequently allowed.
Id. at 1137-38, 1141. Honeywell later asserted infringe-
ment under the doctrine of equivalents of the rewritten
claims. Id. at 1138.

Honeywell argued that rewriting a dependent claim
into independent form does not give rise to the presump-
tion of prosecution history estoppel “because the scope of
the rewritten claims themselves has not been narrowed.”
Id. at 1141. After all, the original dependent claims, by
statutory directive, already contained all the independent
claims’ elements, 35 U.S.C. § 112(d) (“A claim in dependent
form shall be construed to incorporate by reference all the
limitations of the claim to which it refers.”); the rewritten
claims simply made the incorporation express, changing
nothing of substance. But we rejected that argument, rea-
soning that the Supreme Court had already rejected it in
Festo. Id. at 1141-42. In particular, we observed that the
Supreme Court had explained in Festo that this type of ar-
gument “conflates the patentee’s reason for making the
amendment with the impact the amendment has on the
subject matter.” Id. at 1141-42 & n.7 (citing Festo, 535
U.S. at 736-37). “[T]he fact that the scope of the rewritten
claim has remained unchanged will not preclude the appli-
cation of prosecution history estoppel if, by canceling the
original independent claim and rewriting the dependent

flexible web feature], is no longer free to gain the supposed
advantage of the rejected claims by a construction of the
allowed claims as equivalent to them.” Id. at 221-22.
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claims into independent form, the scope of subject matter
claimed in the independent claim has been narrowed to se-
cure the patent.” Id. at 1142.

The focus in Honeywell on the scope of what was aban-
doned, even when a particular claim was not altered in
scope, 1s reflected in other decisions of this court as well.
See Glaxo Wellcome, Inc. v. Impax Laboratories, Inc., 356
F.3d 1348, 1356 (Fed. Cir. 2004) (“[S]ubject matter surren-
dered via claim amendments during prosecution is also re-
linquished for other claims containing the same limitation.”
(emphasis added)); Deering Precision Instruments, L.L.C.
v. Vector Distribution System, Inc., 347 F.3d 1314, 1325-26
(Fed. Cir. 2003) (applying presumption of prosecution his-
tory estoppel to “all claims containing the [cancelled limi-
tation], regardless of whether the claim was, or was not,
amended during prosecution”). In our non-precedential de-
cision in Mycogen Plant Science, Inc. v. Monsanto Co., we
summarized a key aspect of governing law: “Among the
rules from the original Festo en banc decision that were un-
changed by the Supreme Court and reaffirmed by this
court ... was our holding that cancellation of claims for
reasons related to patentability in favor of claims with a
narrower literal scope has the same presumptive effect on
claim limitations as amending the claims directly.” 91 F.
Appx. 666, 668 (Fed. Cir. 2004) (non-precedential) (refer-
ring to Festo Corp. v. Shoketsu Kinzoku Kogyo Kabushiki
Co., 234 F.3d 558 (Fed. Cir. 2000) (en banc), which was va-
cated in Festo, 535 U.S. 722 (2002), which in turn was fol-
lowed by Festo, 344 F.3d 1359 (Fed. Cir. 2003) (en banc))).

When evaluating prosecution history estoppel, we do
not address each claim in isolation, considering only
whether that asserted claim was amended. If that were
the proper approach, this court in Honeywell, for example,
would have rejected the application of prosecution history
estoppel when dependent claims were amended to be put
in independent form, because the scope of those particular
claims did not change by amendment. Instead, this court
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concluded that the cancellation of a prior, broader inde-
pendent claim may give rise to prosecution history estoppel
in relation to a narrower claim, depending on the relation-
ship between the scopes of those claims. Honeywell, 370
F.3d at 1144.

This court in Honeywell also cited favorably to Keith v.
Charles E. Hires Co., 116 F.2d 46 (2d Cir. 1940), in which
the Second Circuit held that prosecution history estoppel
applied where, as with the claims at issue here, the pa-
tentee filed two independent claims and cancelled one after
its rejection. Honeywell, 370 F.3d at 1142 n.8 (discussing
Keith, 116 F.2d at 48). The Second Circuit rejected the
proposition that, for estoppel to apply, the patentee must
have amended the claim that ultimately issued. Keith, 116
F.2d at 47-48. Because the patentee “ha[d] already filed a
claim which contains the necessary differentia” from the
rejected subject matter, maintaining that claim while can-
celling another, broader claim abandoned coverage of “the
element by which that claim differs from the cancelled
claim.” Id. at 48.

For those reasons, we reject Colibri’s contention that
claim 1 itself had to be amended for prosecution history es-
toppel to apply. The close substantive relationship be-
tween the cancelled and retained claims, by Colibri’s own
basic-physics logic for its affirmative assertion of equiva-
lence, is enough to cross the estoppel threshold. A skilled
artisan reading the prosecution history would understand
that some narrowing had occurred through cancelling
claim 39. In that situation, in the absence of further argu-
ments about the scope of narrowing or exceptions to the
presumption of estoppel, the doctrine of equivalents be-
came unavailable to Colibri for the issued claim 1. If
Colibri wished to capture territory involving retraction
that was outside the literal scope of claim 1, it could have
filed a continuation application (and there sought to show
written-description support). Within the confines of the
294 patent, the public-notice function of prosecution
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history estoppel is served by barring infringement under
the doctrine of equivalents.

1AY

Having determined that Medtronic was entitled to
judgment as a matter of law of noninfringement of the ’294
patent, we reverse the district court’s denial of such a judg-
ment. That reversal moots the remaining aspects of Med-
tronic’s appeal (i.e., those relating to invalidity, the
remaining noninfringement arguments, and damages).

The parties shall bear their own costs.

REVERSED
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