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APPENDIX A

UNITED STATES COURT OF APPEALS
FOR THE FEDERAL CIRCUIT

No. 2022-1877

EDWARDS LIFESCIENCES CORPORATION,
EDWARDS LIFESCIENCES LLC,
Plaintiffs-Appellants,

V.

MERIL LIFE SCIENCES PVT. LTD.,
MERIL, INC,,
Defendants-Appellees.

Filed: March 25, 2024

Appeal from the United States District Court
for the Northern District of California in
No. 4:19-cv-06593-HSG, Judge Haywood S. Gilliam, Jr.

Before LOURIE, STOLL, and CUNNINGHAM,
Circuit Judges.

Opinion for the court filed by Circuit Judge STOLL.
Dissenting opinion filed by Circuit Judge LOURIE.
OPINION

STOLL, Circuit Judge.

(1a)
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Travel isn’t always pretty. This case concerns the
seven-day trip of two transcatheter heart valve systems
in and out of San Francisco to attend a medical confer-
ence. Once in San Francisco, however, the two heart valve
systems did not attend the medical conference. Instead,
they sat in a bag: first, in a hotel closet; then in a storage
room—never displayed or offered for sale—before leav-
ing the country to attend the next medical conference in
Europe.

Edwards Lifesciences Corporation and Edwards
Lifesciences LLC (collectively, “Edwards”) appeal the
Northern District of California’s summary judgment in
favor of Meril Life Sciences Pvt. Ltd. and Meril, Ine. (col-
lectively, “Meril”) that Meril’s act of importation of the
two transcatheter heart valve systems fell within the safe
harbor provision of 35 U.S.C. § 271(e)(1). Because we con-
clude the undisputed evidence shows Meril’s importation
of the two transcatheter heart valve systems was reason-
ably related to submitting information to the United
States Food and Drug Administration, we affirm the dis-
trict court’s summary judgment of noninfringement.

BACKGROUND

Meril is an India-based medical device company that
created its Myval-branded transcatheter heart valves, as
part of its Myval System, to treat heart disease. Edwards,
a competitor medical device company, likewise supplies
medical devices aimed at the treatment of heart disease,
namely artificial heart valve systems.

I

Meril started clinical trials for its Myval System in In-
dia in June 2017 and received regulatory approval to mar-
ket the Myval System in India in October 2018. In April



3a

2019, the Myval System received CE certification, mean-
ing it conformed to health and safety standards for prod-
ucts sold within the European Economic Area. As a re-
sult, Meril was allowed to market the Myval System in
the European Economic Area.

Here in the United States, the Myval System is con-
sidered a “Class III” medical device and is thus subject
to certain regulatory standards. See 21 U.S.C.
§ 360c(a)(1)(C)(ii)(1) (classifying a Class I1I device as “for
a use in supporting or sustaining human life or for a use
which is of substantial importance in preventing impair-
ment of human health”). As such, Meril cannot market or
sell the Myval System in the United States without first
receiving mandatory premarket approval from the
United States Food and Drug Administration (FDA). See
21 U.S.C. § 360c; 21 C.F.R. § 812.20; 21 C.F.R. § 812.42.

To receive premarket approval from the FDA, Meril
must first apply for and obtain an investigational device
exemption, identify clinical investigators to implant the
device in human subjects, collect data from those sub-
jects, and then submit the data to the FDA. Because the
premarket approval process can be lengthy and difficult
to navigate, Meril first started work on a premarket sub-
mission to the FDA. A premarket submission allows de-
vice manufacturers, like Meril, to request formal regula-
tory feedback on the device before officially engaging in
the premarket approval process. Separately, Meril began
planning a “Landmark Trial”’—a three-arm trial compar-
ing the Myval System with the market leading devices in
Europe, including Edwards’s SAPIEN valves—that
could be included as part of future submissions to the
FDA.
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In August 2019, Meril contacted the FDA to inquire
about the applicability of its Landmark Trial and the pre-
liminary requirements for filing a premarket submission.
The FDA responded in early September 2019. Shortly
thereafter, Meril also contacted CardioMed LLC, a med-
ical device consulting company that provides regulatory
and clinical trial consulting services, including for pre-
market approval submissions. Meril sought its help in
preparing a premarket approval submission for the
Myval System to file with the FDA. Over the next two
months, Meril worked with CardioMed on the premarket
approval submission’s content and form.

IT

In parallel, Meril sought out potential clinical re-
searchers for FDA clinical trials at the 2019 Transcathe-
ter Cardiovascular Therapeutics Conference in San
Francisco (“TCTC”). TCTC is an annual scientific sym-
posium hosted by the Cardiovascular Research Founda-
tion featuring the latest developments in interventional
cardiovascular medicine. TCTC lasted from September
25 through September 29, 2019, and Meril had a booth at
TCTC from September 26 through September 28, 2019.

In advance of TCTC, Meril consulted with its attor-
neys and drafted “Instructions for TCT 2019 for Myval
THYV System.” Appellants’ Br. 12. It then orally conveyed
these instructions to the twenty Meril employees who at-
tended TCTC. These instructions include:

Do not make any sales or offers for sale at the confer-
ence, or while in the United States for the US market.
You can make offer [sic] for other countries.

Id. On September 24, 2019, Nilay Lad, a Meril employee,
traveled to San Francisco to attend TCTC. He carried
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two sample Myval Systems with him on his flight to San
Francisco International Airport. The two samples were
in a bag, accompanied by a written declaration stating:

This is to inform you that the demo samples carried
by Mr. Nilay Lad is for the demonstration purpose
only. It is consist [sic] of Demo samples of Medical de-
vices. They have no commercial value & hence it is not
used for any sales purpose.

The demo samples are NON-STERILE. NOT FOR
HUMAN USE.NOTFOR SALE. NOT APPROVED
FOR SALE IN UNITED STATES. FOR DEMO
PURPOSE ONLY AT TCT 2019, SAN
FRANCISCO.

Appellees’ Br. 11. Mr. Lad initially placed the bag con-
taining the two samples in his hotel room closet. On Sep-
tember 27, 2019, Mr. Lad carried the bag containing the
two sample Myval Systems to TCTC, where the bag was
kept in a storage room overnight. It is undisputed that
the sample Myval Systems were never taken out of the
bag or shown to anyone after they was imported into the
United States.

At TCTC, Meril provided information on, inter alia,
its Myval System with displays and presentations. None
of these displays and presentations, however, included
pricing or commercially promoted the Myval System.
Meril stated to conference attendees that the Myval Sys-
tem was not yet approved by the FDA and that it was not
available for sale in the United States. Moreover, it is un-
disputed that TCTC is attended by researchers and clini-
cians. Meril discussed the details of the Myval System
with several U.S. doctors to identify potential clinicians



6a

for its premarket approval application. And it is undis-
puted that Meril did not offer for sale or sell the Myval
System to anyone at TCTC. On September 28, Mr. Lad
handed the Myval Samples to another Meril employee to
take to Europe on September 30.

Later, in December 2019, Meril submitted a pre-
market approval submission to the FDA proposing that
Meril conduct clinical trials both in the United States and
outside the United States, with about 30% of patients en-
rolled at U.S. clinical sites. Appellees’ Br. 14. In February
2020, the FDA responded, advising that to obtain FDA
approval Meril would need to enroll at least 50% of human
test subjects at U.S. clinical sites. Id. Then, in May 2020,
Meril provided a supplemental submission revising the
study to enroll at least 50% of human test subjects at U.S.
clinical sites. /d.

In October 2019, following TCTC, Edwards filed suit
against Meril for infringement based on the importation
of the two heart valve systems, seeking a litany of reme-
dies. And one year later, the district court granted Meril’s
motion for summary judgment, determining that Meril’s
importation of the Myval System was exempt from patent
infringement under the safe harbor of 35 U.S.C.
§ 271(e)(1). See Edwards Lifesciences Corp. v. Meril Life
Scis. Pvt. Ltd., No. 19-CV-06593, 2020 WL 6118533 (N.D.
Cal. Oct. 16, 2020).

Edwards appeals. We have jurisdiction under
28 U.S.C. § 1295(a)(1).

DISCUSSION

This court reviews summary judgment decisions un-
der the law of the regional circuit, here the Ninth Circuit.
MAG Aerospace Indus., Inc. v. B/E Aerospace, Inc.,



Ta

816 F.3d 1374, 1376 (Fed. Cir. 2016); Spigen Korea Co.,
Ltd. v. Ultraproof, Inc., 955 F.3d 1379, 1382-83 (Fed. Cir.
2020). The Ninth Circuit reviews a grant of summary
judgment de novo. MAG Aerospace, 816 F.3d at 1376 (cit-
ing Greater Yellowstone Coal. v. Lewis, 628 F.3d 1143,
1148 (9th Cir. 2010)). “Summary judgment is appropriate
if, after viewing the evidence in the light most favorable
to the nonmoving party [and drawing all reasonable in-
ferences in its favor], no genuine issue of material fact ex-
ists.” Pauma Band of Luiseno Mission Indians of the
Pauma & Yuima Rsrv. v. California, 973 F.3d 953, 961
(9th Cir. 2020). Important here, a fact issue is genuine “if
the evidence is such that a reasonable jury could return a
verdict for the nonmoving party.” Anderson v. Liberty
Lobby, Inc., 477 U.S. 242, 248 (1986).

This case presents the question of whether 35 U.S.C.
§ 271(e)(1)’s safe harbor applies when undisputed evi-
dence shows Meril’s importation of two demonstration
samples of its transcatheter heart valves to a medical con-
ference was reasonably related to recruiting investiga-
tors for a clinical trial to support FDA approval. We hold
that it does.

I

Section 271(e)(1) is a safe harbor for defendants for
what would otherwise constitute infringing activity. And
it applies to medical devices like Meril’s transcatheter
heart valves. See Eli Lilly & Co. v. Medtronic, Inc., 496
U.S. 661, 670-71, 674 (1990). Section 271(e)(1) sets forth:

It shall not be an act of infringement to make, use, of-
fer to sell, or sell within the United States or import
into the United States a patented invention . . . solely
for uses reasonably related to the development and
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submission of information under a Federal law which
regulates the manufacture, use, or sale of drugs.. ..

35 U.S.C. § 271(e)(1) (emphases added). The safe harbor
“provides a wide berth for the use of patented [inven-
tions] in activities related to the federal regulatory pro-
cess.” Merck KGaA v. Integra Lifesciences I, Ltd.,
545 U.S. 193, 202 (2005). As the Supreme Court in Merck
explained, “it [is] apparent from the statutory text that
§ 271(e)(1)’s exemption from infringement extends to all
uses of patented inventions that are reasonably related to
the development and submission of any information un-
der the [Federal Food, Drug, and Cosmetic Act].” Id. at
202. Moreover, the § 271(e)(1) exemption is not limited
temporally. Mooring in the safe harbor is available to de-
fendants irrespective of the stage of research and even if
the information is never ultimately submitted to the
FDA. See id. (“There is simply no room in the statute for
excluding certain information from the exemption on the
basis of the phase of research in which it is developed or
the particular submission in which it could be included.”).

This court has interpreted § 271(e)(1) on numerous oc-
casions, and “[t]hough the contours of this provision are
not exact in every respect,” Merck KGaA, 545 U.S. at 202,
our precedent is clear that “[t]he exemption applies ‘as
long as there is a reasonable basis for believing’ that the
use of the patented invention will produce the types of in-
formation that are relevant to an FDA submission,”
Amgen Inc. v. Hospira, Inc., 944 F.3d 1327, 1338 (Fed.
Cir. 2019) (quoting Merck KGaA, 545 U.S. at 207-08).
“The breadth of the exemption extends even to activities
the ‘actual purpose’ of which may be ‘promot[ional] ra-
ther than regulatory, at least where those activities are
‘consistent with the collection of data necessary for filing



9a

an application with the [FDA] ....” Momenta Pharm.,
Inc. v. Teva Pharm. USA Inc., 809 F.3d 610, 619 (Fed.
Cir. 2015) (alterations in original) (quoting AbTox, Inc. v.
Exitron Corp., 122 F.3d 1019, 1027 (Fed. Cir. 1997)). A
review of our decisions in AbTox, Momenta, and Amgen
is instructive to the issue before us.

Starting with AbTox, we held the statute “does not
look to the underlying purposes or attendant conse-
quences of the activity . . . as long as the use is reasonably
related to FDA approval.” AbTox, 122 F.3d at 1030. We
so held because “[§] 271(e)(1) requires only that the oth-
erwise infringing act be performed ‘solely for uses rea-
sonably related to’ FDA approval.” Id. In AbTowx, defend-
ants conducted limited tests consistent with the collection
of data necessary for filing an application with the FDA
for approval of its medical device—activity squarely
within the safe harbor. See id. at 1027. However, plaintiff
alleged that the actual purpose of these tests was not to
secure FDA approval; rather, it was to promote the med-
ical device to potential customers and induce a third-
party to purchase rights to the medical device, which the
third-party ultimately did. /d. Still, we determined “in-
tent or alternative uses” were “irrelevant” to the invoca-
tion of § 271(e)(1) because “the statutory language allows
[defendant] to use its data from the tests for more than
FDA approval.” Id. at 1030 (citing Telectronics Pacing
Sys., Inc. v. Ventritex, Inc., 982 F.2d 1520, 1524-25 (Fed.
Cir. 1992) (“If Congress intended to make [immediate
competition at the end of the patent term] more difficult,
if not impossible, by preventing competitors from using,
in an admittedly non-infringing manner, the derived test
data for fund raising and other business purposes, it
would have made that intent clear.”)); see also Eli Lilly,
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496 U.S. at 665-69 (holding § 271(e)(1) exempts from in-
fringement the use of patented inventions reasonably re-
lated to the development and submission of information
needed to obtain marketing approval of medical devices).

Our decision in Momenta followed AbTox and clari-
fied its holding. Momenta addressed whether “routine
record retention requirements associated with testing
and other aspects of the commercial production” as part
of the post-approval, commercial production process
were protected by the § 271(e)(1) safe harbor. And we
held they were not. The defendant cited AbTox in support
of its argument that such activity was “for a use reasona-
bly related to the development and submission of infor-
mation to the FDA.” Momenta, 809 F.3d at 620. Address-
ing this argument, we clarified that the test announced in
AbTox applies to pre-FDA approval: “AbTox stated ‘[a]s
long as [an] activity is reasonably related to obtaining
FDA approval.” Id. at 620-21. At the same time, we re-
emphasized that “§ 271(e)(1) ‘does not look to the under-
lying purposes or attendant consequences of the activ-
ity.”” Id. at 621 (citing AbTox, 122 F.3d at 1030).

Later, consistent with our holdings in AbTox and Mo-
menta, this court in Amgen held that a set of challenged
jury instructions “struck the appropriate balance by tell-
ing the jury that [defendant]’s additional underlying pur-
poses [for alleged safe harbor activity] do not matter as
long as [defendant] proved that the manufacture of any
given batch of drug substance was reasonably related to
developing information for FDA submission.” Amgen,
944 F.3d at 1339. “The relevant inquiry . . . is not ~ow [de-
fendant] used each batch it manufactured, but whether
each act of manufacture was for uses reasonably related
to submitting information to the FDA.” Id. at 1339. In
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Amgen, defendant had manufactured twenty-one batches
of a drug substance—an otherwise infringing act—and a
jury found seven of the twenty-one batches entitled to the
§ 271(e)(1) safe harbor. Id. at 1338-39. Because the de-
fendant manufactured some batches for “pre-approval in-
spection” and others “for various types of [commercial]
testing,” substantial evidence supported the jury’s find-
ings that some batches, i.e., the former category, fell into
the safe harbor, while others, i.e., the latter category, did
not. /d. at 1339-41. This some-in, some-out result for the
same type of infringing act makes sense given the lan-
guage of the statute.

The safe harbor exception in § 271(e)(1) applies
“solely for uses reasonably related to the development
and submission of information” to the FDA. Read in con-
text, “solely” modifies “for uses.” Meaning, for each act of
infringement the safe harbor is available only for acts or
uses that bear a reasonable relation to the development
and submission of information to the FDA. Merck KGaA,
545 U.S. at 205-07. It is not that the use must only be
reasonably related to the development and submission of
information to the FDA. See, e.g., Amgen, 944 F.3d at
1339.

Here, therefore, in view of the discussion above, it is
clear the relevant inquiry is not why Meril imported the
two transcatheter heart valve systems, or how Meril used
the imported transcatheter heart valve systems, but
whether the act of importation was for a use reasonably
related to submitting information to the FDA. With this
rule in mind, we determine whether the district court
erred in granting summary judgment to Meril.

The district court’s safe harbor inquiry was consistent
with our precedent and the court did not err in granting
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summary judgment under the undisputed facts. See Ed-
wards Lifesciences, 2020 WL 6118533, at *4-6, *9-10.
The parties do not dispute the following material facts:
Ahead of TCTC, Meril had taken steps towards obtaining
FDA approval for its transcatheter heart valves, includ-
ing: “(1) preparing a formal clinical trial synopsis for its
Landmark Trial; (2) preparing a draft presubmission to
seek FDA input on its clinical trial; (3) communicating
with the FDA regarding Meril’s proposed clinical study
and its presubmission; and (4) hiring an FDA consultant
to help with the FDA presubmission.” Id. at *6 (citations
omitted). Additionally, “Meril transported the medical
device to [TCTC], which was attended by a large number
of potential clinical trial investigators.” Id. And no sales
or offers for sale were made at TCTC. Id. Moreover, after
TCTC, Meril submitted its premarket approval submis-
sion to the FDA and continued to communicate with the
FDA about the submission and Meril’s proposed clinical
study.

Based on these undisputed facts, we agree with the
district court that summary judgment of noninfringe-
ment is appropriate as a matter of law. Prior to TCTC,
Meril had taken significant steps towards obtaining FDA
approval. Meril’s importation of the transcatheter heart
valves constituted another step in the right direction “on
the road to regulatory approval.” Merck, 545 U.S. at 207.
We have recognized that under U.S. law, “device spon-
sors,” like Meril, “are responsible for selecting qualified
investigators and providing them with the necessary in-
formation to conduct clinical testing.” Telectronics Pac-
g Sys., 982 F.2d at 1523 (citing 21 C.F.R. § 812.40). We
have also held that such activity falls within the safe har-
bor of § 271(e)(1). Id. It follows that the importation and
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transportation of the transcatheter heart valves to TCTC
is “reasonably related to FDA approval.” Id. And here, it
is undisputed that TCTC was attended by many potential
clinical investigators. Thus, Meril’s importation of the two
transcatheter heart valves to TCTC firmly resides in the
§ 271(e)(1) safe harbor.

II

Edwards presents three primary challenges to the
district court’s grant of summary judgment of nonin-
fringement. First, Edwards attempts to create a genuine
issue of material fact, arguing the district court disre-
garded contemporaneous evidence and failed to view such
evidence in the light most favorable to Edwards (the non-
movant). Second, Edwards argues the district court did
not apply the safe harbor with an objective standard be-
cause, in Edwards’s view, the district court solely relied
on Meril’s alleged subjective intent for the importation.
Third, Edwards argues the district court improperly re-
lied on declarations from Meril employees who, according
to Edwards, lack personal knowledge of the material
facts. None of these arguments convinces us that the dis-
trict court erred in granting summary judgment of non-
infringement under the undisputed facts of this case.

A

To generate a genuine dispute of material fact, Ed-
wards argues that the district court “erroneously disre-
garded” the “strong contemporaneous evidence from the
time of the importation from which a jury could reasona-
bly conclude that [the transcatheter heart valves] were
imported exclusively for use as commercial sales tools.”
Appellants’ Br. 34-35 (emphasis in original). In support,
Edwards identifies numerous evidentiary bases in the
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record from which it contends “a jury could reasonably
conclude that Meril imported the [transcatheter heart
valves] solely to support commercial sales, rather than to
recruit clinical investigators.” Appellants’ Br. 37; see also
Appellants’ Br. 25-27, 42-44. We have reviewed the cited
evidence, however, and the inferences that Edwards asks
this court to draw are not reasonably drawn from the ev-
idence, and thus no “genuine” dispute exists. Anderson,
477 U.S. at 248-50. Therefore, we conclude no genuine
dispute of material fact exists as to whether Meril’s im-
portation of the two transcatheter heart valves to TCTC
is exempt under the § 271(e)(1) safe harbor. To further
illuminate our views, we address three such arguments
by Edwards below.

First, Edwards contends that instructions to Meril
sales personnel attending TCTC “are the most probative
evidence of Meril’s planned use for the imported
[transcatheter heart valves].” Appellants’ Br. 25-26.
These instructions, inter alia, state: “Do not make any
sales or offers for sale at the conference, or while in the
United States for the US Market. You can make offer for
other countries.” Appellants’ Br. 35. In Edwards’s view,
“[t]he district court’s finding that ‘no sales or offers for
sale’ occurred at TCT is clearly rebutted by Meril’s In-
structions to its TCT marketing team to ‘make offer for
other countries.” Appellants’ Br. 36. This view, however,
is untethered from the factual record as a whole in this
case. The instructions clearly instruct Meril employees
not to sell or make offers to sell while at the conference
or in the United States for the U.S. market. Moreover, it
remains undisputed that no sales or offers for sale—ei-
ther in the United States or outside the United States—
occurred at TCTC, despite Meril’s instruction regarding
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sales outside the United States. Based on that undisputed
fact alone, no reasonably minded juror could conclude
that Meril’s importation and transportation of the
transcatheter heart valves was “solely to support com-
mercial sales, rather than to recruit clinical investiga-
tors.” Appellants’ Br. 37.

Second, Edwards contends it is reasonable to infer
that “Meril’s importation was to support its sales efforts
entirely unrelated to any clinical recruiting or FDA-
related activities” because Meril had not planned to bring
the imported transcatheter heart valves to a dinner for
potential clinical investigators. Appellants’ Br. 42-43
(emphasis in original). Here, it is undisputed that TCTC
was attended by potential clinical investigators. And
Meril interacted with potential clinical investigators at
TCTC. The dinner was only one of several opportunities
for Meril to recruit and interact with potential clinical in-
vestigators. Just because Meril did not bring the
transcatheter heart valves to dinner, it does not follow
that Meril’s importation was to support its sales efforts
and was “entirely unrelated” to any clinical recruiting.

Third, Edwards contends that “the fact that Meril
routinely ignored its own F'DA consultant and FDA guid-
ance regarding the voluntary presubmission and study
design, signal[s] it had no genuine plans to convert the
Landmark Trial to one that could be used for FDA ap-
proval.” Appellants’ Br. 44 (citing J.A. 1036, 1047, 1049-
50). Again, here, it is undisputed that Meril hired a regu-
latory consultant to assist with preparing a voluntary pre-
market submission to the FDA. And it is undisputed that
Meril contacted the FDA regarding the voluntary pre-
market submission ahead of TCTC. After a back and
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forth with its FDA consultant, Meril submitted a pre-
market approval submission to the FDA proposing about
30% of patients enrolled at U.S. clinical sites contrary to
its consultant’s recommendation. From this, it is not rea-
sonable to infer that Meril had “no genuine plans” to con-
duct trials in the United States. In fact, Meril provided a
supplemental submission to the FDA revising the study
to enroll at least 50% of human test subjects at U.S. clin-
ical sites. Clinical trials are expensive. And we fail to see
how one could reasonably infer Meril lacked an overall
commitment to conducting a U.S.-based study from its
business decision to push the envelope in hopes that the
FDA might allow for a lower percentage of U.S.-based
study subjects.

At bottom, none of the evidence Edwards points to
creates a genuine issue of material fact precluding sum-
mary judgment because no reasonably minded juror
could draw an inference “that Meril’s sole purpose for im-
porting Myval Devices was to support its commercial
sales efforts, and the importation was wholly unrelated to
recruiting clinical investigators and wholly unrelated to
any FDA submission.” Appellants’ Br. 52 (emphasis in
original).

B

Separately, Edwards contends that because Meril
never actually used the devices after their importation, its
safe harbor defense fails as a matter of law since
§ 271(e)(1) requires a use distinct from the otherwise in-
fringing acts (make, use, offer to sell, sell, import) deline-
ated in the statute. From this premise, Meril further ar-
gues that “because there was no actual post-importation
use, evidence of Meril’s intent appears to be the only pro-
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bative evidence on applicability of the safe harbor.” Ap-
pellants’ Br. 49 (emphasis in original). Continuing, Ed-
wards asserts that because the district court cited to
Meril’s “self-serving” declarations—“the only evidence
connecting the importation to obtaining FDA ap-
proval[, which] is evidence of Meril’s subjective intent”—
the district court erred in “deeming Meril’s intent irrele-
vant in the absence of evidence of a protected use.” Ap-
pellants’ Br. 49-50.

Edwards’s argument fails for at least two reasons. To
start, nothing in the text of § 271(e)(1) requires an actual
use separate and distinct from the delineated infringing
acts. Edwards presented this argument to the district
court, and we agree with the district court’s analysis:

[A]s noted, the safe harbor provides that “[i]t shall not
be an act of infringement to make, use, offer to sell, or
sell within the United States or import into the United
States a patented invention . . . solely for uses reason-
ably related to the development and submission of in-
formation” to the FDA. 35 U.S.C. § 271(e)(1). The
statute lists each of the possibly infringing acts (mak-
ing, using, offering to sell, selling, and importing) sep-
arately, making clear that importation by itself (with-
out actual use) can fall within the safe harbor. The
clause “solely for uses reasonably related to the devel-
opment and submission of information” to the FDA
also does not require an “actual use.” As the Federal
Circuit has explained, the safe harbor applies “[a]s
long as the [allegedly infringing] activity [e.g., mak-
ing, using, selling, offering for sale, and importing] is
reasonably related to obtaining FDA approval.” Ab-
Tox, 122 F. 3d at 1030.
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Edwards Lifesciences, 2020 WL 6118533 at *5. Second,
Edwards’s argument is contrary to our law. As discussed
above, our interpretation of § 271(e)(1) applies the safe
harbor regardless of the defendant’s intent or purpose
behind the otherwise infringing act. See, e.g., Amgen,
944 F.3d at 1338-39; AbTox, 122 F.3d at 1030. Nothing in
our jurisprudence suggests that the availability of the
safe harbor turns on the party’s subjective intent behind
an act. And that remains true regardless of whether there
are additional uses by defendant. Thus, Edwards’s argu-
ment that the district court erred because it did not con-
sider Meril’s intent is contrary to our jurisprudence and
lacks merit.

C

Finally, Edwards argues “the district court erred by
crediting Meril’s uncorroborated declaration testimony
as the sole basis for finding that Meril’s importation ‘was
reasonably related to the submission of information to the
FDA.” Appellants’ Br. 4142 (quoting J.A. 10). Specifi-
cally, Edwards takes issue with the declaration of Nilay
Lad, the Meril employee who carried the Myval Samples
with him on the flight to San Francisco. According to Ed-
wards, Mr. Lad “lacked personal knowledge of the facts
declared.” Appellants’ Br. 41.

First, while the district court cites to the Lad declara-
tion quite frequently, it did not only rely on this declara-
tion in reaching its conclusion. For example, the district
court cites to other expert and witness testimony and dec-
larations when concluding that Meril’s importation was
reasonably related to the submission of information to the
FDA. Edwards Lifesciences, 2020 WL 6118533 at *6
& n.4 (citing to the Mayer Declaration, Nair Deposition,
Stephens Declaration, and Bhatt Deposition). Second, it
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is simply not true that Mr. Lad lacked personal
knowledge of the facts in his declaration because “Mr.
Lad personally transported the Myval Samples to the
TCT Conference, and he testified that he consulted with
counsel and Mr. Bhatt about bringing the Myval System
to the TCT Conference.” Id. at *6 n.4. Edwards objected
to portions of the Lad Declaration before the district
court and the district properly overruled the objections.
Nothing in the record before us suggests that the district
court abused its discretion in so ruling based on its find-
ing that Mr. Lad had personal knowledge concerning the
facts in his declaration.

CONCLUSION

We have considered the parties’ remaining argu-
ments and find them unpersuasive. For the reasons
above, we affirm the district court’s decision granting
summary judgment of noninfringement under
§ 271(e)(1)’s safe harbor.

AFFIRMED

LOURIE, Circuit Judge, dissenting.

I respectfully dissent. I do so because the majority
perpetuates the failure of this court and others to recog-
nize the meaning of the word “solely” in interpreting
§ 271(e)(1). The majority also errs in following the error
of AbTox, Inc. v. Exitron Corp.,122 F.3d 1019 (Fed. Cir.),
opinion amended on reh’g, 131 F.3d 1009 (Fed.
Cir. 1997), and its progeny that the purposes of the in-
fringing act do not matter in evaluating the safe harbor.

I believe that “solely” creates a safe harbor only for
uses, sales, and importations that solely are for, as the
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statute says, development of information for the FDA.
The purpose of the infringing act is meaningful and im-
portant to determining the safe harbor. And attempts to
tie the word “solely” to be modifying one or another sub-
sequent term does not change that meaning.

Arguably, the district court in this case reasonably
followed the decisions of this court in finding no genuine
dispute of fact as to whether Meril’s importation of two
allegedly infringing Myval devices fell within the safe
harbor of § 271(e)(1). However, I believe that the court
erred by incorrectly applying the law, perhaps because of
a series of pronouncements by this court, in its holdings
and explanatory language, and on specific facts, that
failed to focus on the full language of the statute. For one
reason or another, our case law has incorrectly given
short shrift to the word “solely” in the statute. The ma-
jority, in its opinion, perpetuates the courts’ misconstruc-
tion of the law. It is time to fix those errors.

Under the plain language of the law, if the district
court had been writing on a clean slate, Meril’s importa-
tion of the accused Myval devices and its subsequent ac-
tions during TCTC (i.e., a conference on advances in car-
diovascular medicine) should have raised a genuine dis-
pute as to whether the importation was “solely for uses
reasonably related to the development and submission of
information” under federal law, thereby precluding a
grant of summary judgment. 35 U.S.C. § 271(e)(1) (em-
phasis added).

There is no question that § 271(e)(1) was enacted as
part of the Hatch-Waxman Act to permit generic drug
manufacturers to perform otherwise-infringing activity
(e.g., making or using a patented compound) during the
life of a patent in order to be able to go on the market
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when the patent expires or is invalidated. See H.R. Rep.
No. 98-857, pt. 1, at 4546 (1984), as reprinted n
1984 U.S.C.C.A.N. 2647, 2678-79 (“The purpose of sec-
tions 271(e)(1) and (2) is to establish that experimentation
with a patented drug product, when the purpose is to pre-
pare for commerecial activity which will begin after a valid
patent expires, is not a patent infringement.”). Such ac-
tivity, before the enactment of this statute, was an in-
fringement. See Roche Prods., Inc. v. Bolar Pharm. Co.,
733 F.2d 858, 861 (Fed. Cir. 1984) (“[T]he issue in this
case is narrow: does the limited use of a patented drug for
testing and investigation strictly related to FDA drug ap-
proval requirements during the last 6 months of the term
of the patent constitute a use which, unless licensed, the
patent statute makes actionable? The district court held
that it does not. This was an error of law.” (emphasis
added)). Indeed, the legislative history expressly states
that the provisions of § 271(e) “have the net effect of re-
versing the holding of the court in [Roche].” H.R. Rep.
No. 98-857, pt. 2, at 27-30 (1984), as reprinted n
1984 U.S.C.C.A.N. 2686 at 2711-14; see also H.R. Rep.
No. 98-857, pt. 1, at 45—46.

The word “solely” was included in the statute to en-
sure that infringing activity that was performed for pur-
poses other than the development and submission of in-
formation under a federal law regulating drugs would not
be exempt. See H.R. Rep. No. 98-857, pt. 2, at 27-30 (ex-
plaining that the exemption created by § 271(e)(1) does
not rise to the level of an unconstitutional taking without
just compensation) (“In this case the generic manufac-
turer is not permitted to market the patented drug dur-
ing the life of the patent; all that the generic can do is test
the drug for purposes of submitting data to the FDA for
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approval. Thus, the nature of the interference [of § 271(e)
with patent rights] is de minimsis.”).

“Solely” is a simple, but clear word, meaning “[a]s a
single person (or thing); without any other as an associ-
ate, partner, sharer, ete.; alone; occasionally, without aid
or assistance” or “[a]part from or unaccompanied by oth-
ers; solitary.” 15 Oxford English Dictionary 261 (2d ed.
1989) (emphases added). It does not mean “partially,”
“slightly,” “jointly,” or have any other ambiguous mean-
ing. And the relevant inquiry under the statute is whether
the accused activity is “solely for uses reasonably related
to the development and submission of information” under
federal law, not whether the accused activity is solely, or
even partly, for commerecial uses. 35 U.S.C. § 271(e)(1).

The legislative history makes clear that the exemp-
tion “does not permit the commercial sale of a patented
drug by the party using the drug to develop [federal reg-
ulatory] information,” H.R. Rep. No. 98-857, pt. 1, at 45,
and the same was understood by commentators at the
time. See Ellen J. Flannery & Peter B. Hutt, Balancing
Competition and Patent Protection in the Drug Indus-
try: The Drug Price Competition and Patent Term Res-
toration Act of 198}, 40 Food Drug Cosm. L.J. 269, 308
(1985) (“[T]he provision allows for testing and experi-
mental activity only for the purpose of developing infor-
mation which is required to obtain approval of a drug. It
does not allow the commerecial sale of a patented drug by
the person using the patented drug to develop such infor-
mation.”). Like commercial sales, importing falls into the
same category—an infringement, unless excused by the
safe harbor provision.

The Supreme Court, in Eli Lilly & Co. v. Medtronic,
Inc.,496 U.S. 661 (1990), held that this safe harbor applies
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to medical devices as well as drugs. Accordingly, if a fact-
finder had concluded that the importation of Myval de-
vices in this case was solely for uses reasonably related to
the development and submission of information under
Federal law, as it did, then the importation would
properly be exempt from infringement.

However, the district court here wholly ignored the
presence of the word “solely” in the statute. It stated:

The Court finds that the undisputed evidence gives
rises to no genuine dispute of fact as to whether
Meril’s transportation of non-commercial Myval Sam-
ples to the TCT Conference is exempt under the safe
harbor. It is undisputed that Meril transported the
medical device to the TCT Conference, which was at-
tended by a large number of potential clinical trial in-
vestigators. It is also undisputed that Meril did not
sell or offer to sell its medical device at the medical
conference. Therefore, Meril’s transportation of the
Myval Samples to the TCT Conference, where Meril
did not sell or offer to sell the device, was reasonably
related to the submission of information to the FDA,
including educating the investigators at the TCT
about the Myval System.

Edwards Lifesciences Corp. v. Meril Life Scis. Pvt. Ltd.,
No. 19-¢v-06593, 2020 WL 6118533, at *6 (N.D. Cal. Oct.
16, 2020), J.A. 10 (citations omitted). Nowhere in that
holding and analysis does the word “solely” appear. A key
part of the statute was thus ignored.

Moreover, the absence of “solely” in the district
court’s stated holding was not merely a harmless omis-
sion, as the court seemed to ignore that term’s meaning
throughout its analysis. The court, in footnote 7 in its
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opinion, stated that “[bJecause intent and alternative uses
are not relevant to the application of the safe harbor once
it is determined that the allegedly infringing acts were
reasonably related to FDA approval, the Court need not
reach the issue of Meril’s alleged commercial intent.” Id.
at *10 n.7, J.A. 16 (citing AbTox, 122 F.3d at 1030 and
Amgen Inc. v. Hospira, Inc., 944 F.3d 1327, 1339 (Fed.
Cir. 2019)). As such, the court ignored “solely” in both its
stated holding and its substantive analysis, effectively
disregarding any evidence concerning Meril’s commer-
cial uses corresponding to the importation at issue.

The district court’s deviation from the full language of
the statute is not totally surprising in view of various
statements from our court that have similarly done so. At
first, such deviation was inapparent, as illustrated by this
court’s opinion in Telectronics Pacing Systems, Inc. v.
Ventritex, Inc., 982 F.2d 1520 (Fed. Cir. 1992). There, the
issue was whether an accused infringer who demon-
strated a potentially infringing medical device at several
medical conferences to both physicians and non-physi-
cians, the latter not being able to generate data for
presentation to the FDA, was exempt from infringement
under the safe harbor. There was no dispute as to the pur-
pose for the accused infringer’s allegedly infringing
demonstrations—recruiting clinical investigators for
clinical trials. Id. at 1523. Accordingly, because the party
alleging infringement “admitted that the demonstrations
were not a sale or an offer to sell,” we held those demon-
strations exempt. /d. (“Absent some showing that Ven-
tritex’s purpose is disputed . . . such demonstrations con-
stitute an exempt use reasonably related to FDA ap-
proval, because device sponsors are responsible for se-
lecting qualified investigators and providing them with
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the necessary information to conduct clinical testing.”).
The effect of the word “solely” did not enter the case.

Less than five years later, this court issued its opinion
in AbTox, which involved an accused infringer who con-
ducted tests on its potentially infringing medical device
consistent with the collection of data necessary for an
FDA application. 122 F.3d at 1027. Unlike Telectronics,
the parties disputed whether those tests were actually
conducted for the purpose of regulatory approval, or
whether they were instead conducted for promotional
purposes. Id. at 1027-28. Relying on Telectronics, our
court wrote that § 271(e)(1) “does not look to the under-
lying purposes or attendant consequences of the activity
..., as long as the use is reasonably related to FDA ap-
proval.” Id. at 1030 (citing 982 F.2d at 1524-25). Not only
was the effect of the word “solely” once again ignored, but
now the accused infringer’s purpose for the infringe-
ment—which was not disputed in Telectronics—was ren-
dered irrelevant. AbTox’s unsupported expansion of the
safe harbor reads in contradiction to the plain language
of the statute itself. How is a fact-finder able to properly
determine whether an infringing act is “solely for uses
reasonably related to the development and submission of
information” under federal law, when our precedent in-
struets him or her to turn a blind eye to a party’s intent
or alternative uses? 35 U.S.C. § 271(e)(1) (emphasis
added). Contrary to AbTox, intent and alternative uses
are crucial to determining compliance with the statute.

To be sure, the Supreme Court, in Merck KGaA v. In-
tegra Lifesciences I, Ltd., 545 U.S. 193 (2005), endorsed a
broad reading of § 271(e)(1)’s safe harbor. But it stopped
short of sanctioning the expansive precedent of AbTowx.
545 U.S. at 202 (“Though the contours of this provision
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are not exact in every respect, the statutory text makes
clear that it provides a wide berth for the use of patented
drugs in activities related to the federal regulatory pro-
cess.”). The Court explained:

Congress did not limit § 271(e)(1)’s safe harbor to the
development of information for inclusion in a submis-
sion to the FDA; nor did it create an exemption appli-
cable only to the research relevant to filing an ANDA
for approval of a generiec drug. Rather, it exempted
from infringement all uses of patented compounds
“reasonably related” to the process of developing in-
formation for submission under any federal law regu-
lating the manufacture, use, or distribution of drugs.
We decline to read the “reasonable relation” require-
ment so narrowly as to render § 271(e)(1)’s stated pro-
tection of activities leading to FDA approval for all
drugs illusory. Properly construed, § 271(e)(1) leaves
adequate space for experimentation and failure on the
road to regulatory approval: At least where a drug-
maker has a reasonable basis for believing that a pa-
tented compound may work, through a particular bio-
logical process, to produce a particular physiological
effect, and uses the compound in research that, if suc-
cessful, would be appropriate to include in a submis-
sion to the FDA, that use is “reasonably related” to
the “development and submission of information un-
der...Federal law.” § 271(e)(1).

Id. at 20607 (citation omitted). Although the Court in
Merck emphasized the portion of this passage exempting
“all uses of patented compounds ‘reasonably related’ to
the process of developing information for submission un-
der any federal law regulating the manufacture, use, or
distribution of drugs,” id. at 206, the surrounding context
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evidences that the Court’s statement referred to the sit-
uation in which the results of a regulatory-intended ex-
periment are not actually submitted to the FDA. Such an
interpretation is directly supported by Congressional in-
tent, as the legislative history states that a “party which
develops such information, but decides not to submit an
application for approval, is protected as long as the devel-
opment was done to determine whether or not an appli-
cation for approval would be sought.” H.R. Rep. No. 98-
857, pt. 1, at 45. As such, that statement should not be
read to endorse the indiscriminate disregard of intent and
alternative uses once a reasonable relation to FDA regu-
latory approval is established. Indeed, the Court seemed
to recognize this, all while implicitly rejecting a categori-
cal approach to this issue, such as the one taken in AbTox,
stating that “[b]asic scientific research on a particular
compound, performed without the intent to develop a
particular drug or a reasonable belief that the compound
will cause the [desired physiological effect], is surely not
‘reasonably related to the development and submission of
information’ to the FDA.” Id. at 205-06 (emphases
added). Accordingly, although the Supreme Court’s deci-
sion in Merck certainly warned against narrow applica-
tion of the § 271(e)(1) safe harbor, at least with respect to
what it means for a use to be “reasonably related” to FDA
approval, it should not be read as going so far as to en-
dorse the vast expansion of the exemption in AbTowx,
which rendered intent irrelevant. In fact, other than quot-
ing the statute’s language, the Court’s opinion in Merck
failed to even mention the word “solely,” and therefore
cannot be read to have considered the effect of that key
limitation on the meaning of the statute.
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Our departure from the plain statutory language con-
tinued in Momenta Pharmaceuticals, Inc. v. Amphastar
Pharmaceuticals, Inc., 686 F.3d 1348 (Fed. Cir. 2012)
(“Momenta I”), albeit within a discussion regarding
whether post-FDA approval activities could fall within
§ 271(e)(1)’s safe harbor. The majority held that the ap-
plication of the safe harbor should not depend on a pre-
approval/post-approval distinction. Id. at 1359-60 (con-
cluding that “[s]olely’ modifies ‘uses reasonably related
to the development and submission of information,” but
does not place any other restriction on when the patented
invention may be used without infringing” (emphasis
added)). Accordingly, the majority vacated the district
court’s ruling that the testing for post-approval uses at
issue in that case did not fall under the safe harbor. The
majority defended its opinion against dissenting conten-
tions in a footnote; however, its defense relied only on the
Supreme Court’s inconclusive statements in Merck and
our own court’s unsupported expansion of the safe harbor
in AbTox. Id. at 1360 n.2. See supra.

The same dispute came before our court again in Mo-
menta Pharmaceuticals, Inc. v. Teva Pharmaceuticals
USA Inc., 809 F.3d 610 (Fed. Cir. 2015) (“Momenta I11”),
after the district court had found the accused testing ex-
empt under the safe harbor at summary judgment. At
that juncture, we reversed course on our earlier determi-
nation in Momenta I as to the application of § 271(e)(1)’s
exemption, finding that the law of the case doctrine did
not apply. Momenta 11, 809 F.3d at 619-20. Concluding
that our decision in Momenta I “would result in manifest
injustice,” id. at 621, we vacated the district court’s ruling
that the safe harbor applied, id. at 622. In doing so, we
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seemingly recognized the problematic reach of the prec-
edent of AbTox and attempted to cabin its influence. Id.
at 620-21 (clarifying that AbTox’s categorical language is
limited to activities reasonably related to obtaining FDA
approval, not merely complying with any FDA regula-
tion, including those which apply post-approval). But that
additional limitation provided by Momenta 11 still did not
fully realign our precedent with the plain language of
§ 271(e)(1), as AbTox still allows for (and, in fact, in-
structs) the disregard of intent and alternative uses in the
pre-approval context once a fact-finder identifies any use
reasonably related to obtaining FDA approval.

The tension between the plain language of the statute
and our court’s precedent was again apparent in our de-
cision in Amgen. There, an accused infringer manufac-
tured twenty-one batches of a potentially infringing drug,
and a jury found that only seven of the twenty-one
batches were entitled to the safe harbor defense. 944 F.3d
at 1333. Of particular interest, the final sentence of the
jury instructions stated that if the accused infringer
“proved that the manufacture of a particular batch was
reasonably related to developing and submitting infor-
mation to the FDA in order to obtain FDA approval, [the
accused infringer’s] additional underlying purposes for
the manufacture and use of that batch do not remove that
batch from the Safe Harbor defense.” Id. at 1338. Apply-
ing de novo review, we ruled that this jury instruction was
not legally erroneous, again relying on the Supreme
Court’s discussion in Merck. Id. at 1338-39. Neverthe-
less, that jury instruction cannot be squared with the
plain language of § 271(e)(1) in determining whether an
accused infringing act is “solely for uses reasonably re-
lated to the development and submission of information”
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under federal pharmaceutical regulations necessarily re-
quires the examination of any potential additional pur-
poses and uses. 35 U.S.C. § 271(e)(1) (emphasis added). It
did not address it.

Given those statements and conclusions, on admit-
tedly varying fact situations, the law could usefully be
clarified by an en banec holding of this court, expressly re-
turning the word “solely” to its Congressionally-enacted
place in the statute. Although this case only relates to the
importation of two accused devices that were admittedly
never used or sold, our court’s misconstruction of
§ 271(e)(1) should not be left to create future mischief.
The district court erred in determining that there were
no genuine disputes of fact as to whether Meril’s impor-
tation was “solely for uses reasonably related to the de-
velopment and submission of information” under federal
pharmaceutical regulations under the correct interpreta-
tion of the law. 35 U.S.C. § 271(e)(1) (emphasis added).

As the majority has well explained, the facts in this
case were sufficient for a reasonable fact-finder to decide
in favor of Meril under what could appear to have been
existing precedent. However, in my view, under a correct
interpretation of the law, particularly including adequate
consideration of the word “solely,” summary judgment
for Meril should be reversed because the facts here sup-
port the reasonable view that the importations occurred,
at least partially, for commercial reasons and thus were
not entitled to safe harbor.

I therefore respectfully dissent.
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APPENDIX B

UNITED STATES DISTRICT COURT
FOR THE NORTHERN DISTRICT OF
CALIFORNIA

Case No. 19-¢v-06593-HSG

EDWARDS LIFESCIENCES CORPORATION,
ET AL,
Plaintiffs,

V.

MERIL LIFE SCIENCES PVT. LTD., ET AL,,
Defendants.

Filed: October 16, 2020

ORDER GRANTING MOTION FOR SUMMARY
JUDGMENT AND GRANTING IN PART AND
DENYING IN PART MOTIONS TO SEAL

Before HAYWOOD S. GILLIAM, JR., United States
District Judge.

Pending before the Court is Defendants Meril Life
Sciences PVT. LTD (“Meril Life Sciences”) and Meril,
Inc. (collectively, “Defendants,” or “Meril”’) Motion for
Summary Judgment, for which briefing is complete. Dkt.
Nos. 67 (“Mot.”), 82 (“Opp.”), and 90 (“Reply”). The par-
ties have also filed administrative motions to seal (“Mo-
tions to Seal”) portions of their briefs and exhibits related
to the Motion. See Dkt. Nos. 66, 81, 87, 89. On September
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24, 2020, the Court held a hearing on the Motion. Dkt. No.
96. For the reasons below, the Court GRANTS Defend-
ants’ Motion for Summary Judgment, and GRANTS IN
PART and DENIES IN PART the Motions to Seal.

I. BACKGROUND!

Meril Life Sciences is an India-based, global medical
device company that was founded in 2007. Declaration of
Nilay Lad (Dkt. No. 67-3, “Lad Decl.”) 1 2. Meril, Inec. is
a wholly owned subsidiary of Meril Life Sciences. Id.
Meril created a “Myval” branded transcatheter heart
valve, which is designed to be used with a “Navigator” de-
livery system (collectively, the “Myval System”). Id. 1 3;
Declaration of Sanjeev Bhatt (Dkt. No. 67-1, “Bhatt
Decl.”) 1 8. Edwards Lifesciences Corporation (“Plain-
tiff” or “Edwards”) is a supplier of medical devices for the
treatment of heart disease, including artificial heart
valves. Among its best-known products are its
“SAPIEN®” transcatheter prosthetic heart valves.

The Myval System is intended to treat severe symp-
tomatic native aortic valve stenosis, a condition where the
aortic valve narrows and restricts normal blood flow. 7d.
In 2016, Meril’s experimentation with the Myval System
led up to a cadaver procedure “to determine the feasibil-
ity of implanting the Myval transcatheter heart valve into
human subjects” at the University of Washington (“UW”)
in January 2017. Bhatt Decl. 1 4. In January 2017, Meril
shipped six samples of the Myval System to UW to con-
duct these pre-clinical investigations on cadavers, and to
determine whether the Myval transcatheter heart valve
could be safely implanted in future clinical studies. /d.

1 The following facts are undisputed unless otherwise noted.
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Members of the UW team successfully implanted the
Myval transcatheter heart valve in cadavers, which ena-
bled Meril to plan its clinical studies with human subjects.
Id.?

Meril first began conducting clinical trials for its
Myval System in India in June 2017, and received ap-
proval from the Drug Controller General of India on Oc-
tober 31, 2018. Lad Decl. 1 4. In April 2019, the Myval
System was granted the CE marking, which certifies its
conformance to health and safety standards for products
sold within the European Economic Area. Id. In the
United States, the Myval System is considered a “Class
I11” medical device subject to strict regulatory stand-
ards. Id. 15; 21 U.S.C. § 360c(a)(1)(C) (classifying a Class
I1I device as “for use in supporting or sustaining human
life or for a use which is of substantial importance in pre-
venting impairment of human health”). Therefore, Meril
may not lawfully market or sell the Myval System in the
United States without first receiving mandatory pre-
market approval from the United States Food and Drug
Administration (“FDA”). Lad Decl. 15; 21 U.S.C. § 360c;
21 C.F.R. § 812.20; 21 C.F.R. § 812.42.

2 Around this time, Meril also began planning a preclinical animal
study for Myval with the CRF Skirball Center for Innovation in New
York (“Skirball Study”). Dkt. No. 87-6 (“Stephens Decl.”) Ex. 13 at
4:23-28. The Skirball Study was to investigate the feasibility of im-
planting the Myval System into humans, and whether Meril could do
so safely in clinical studies. /d. In 2016, Meril sent three samples of
the Myval transeatheter heart valve (“THV”) and the Myval System
for the Skirball Study, and six Myval Samples to UW. Bhatt Decl. 1
4; Stephens Decl. Ex. 13 at 4:23-28. The Skirball Study occurred on
January 27, 2017, and the results were documented in a written re-
port. Dkt. No. 90-1 (“Mayer Reply Decl.”) Ex. 15.
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To receive premarket approval from the FDA, Meril
must first apply for and obtain an investigational device
exemption (“IDE”) from the FDA, identify clinical inves-
tigators to implant the device in human subjects, collect
data from those subjects, and then submit the data to the
FDA. Lad Decl. 1 5; Bhatt Dec. 15. IDE applications re-
quire sponsors to describe all preclinical testing and in-
clude reports of prior investigations. Dkt. No. 67-15, Dec-
laration of Melanie Mayer (“Mayer Decl.”), Ex. 4 at
MERIL00000542.

The premarket approval process can be lengthy and
difficult to navigate, and Meril began preparations ahead
ofits planned IDE application. First, Meril began prepar-
ing for a pre-submission to the FDA, which allows device
manufacturers to request formal regulatory feedback on
the device before officially engaging in the premarket ap-
proval process. Lad Decl. 11 6-7; Mayer Decl., Ex. 1 at
MERILO00000404. The pre-submission program allows
device makers like Meril to obtain guidance from the
FDA about its premarket submissions, which in turn im-
proves the quality of submissions and shortens total re-
view times. Lad Decl. 1 6; Mayer Decl, Ex. 1 at
MERIL00000404.

In May 2019, Meril imported a number of Myval Sys-
tem devices to a large conference in France called Eu-
roPCR. Dkt. No. 84-1, Ex. A (“Lad Depo.”) at 76-78. Ed-
wards appears to have anticipated this importation, and
filed a proceeding in France authorizing the seizure of the
Myval Devices based on the alleged infringement of Ed-
wards’ European patents. /d. A brochure was seized that
included an updated new slide on Meril’s Global Clinical
Program, with the first mention of a “Landmark Trial.”
See Stephens Decl. 1 82; Ex. 34. This “Landmark Trial”
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was to be a three-arm trial comparing the Myval System
with the market leading devices in Europe, Edwards’
SAPIEN valves and Medtronic’s CoreValve Evolut
valves. Dkt. No. 84-2, Ex. B (“Bhatt Depo.”) at 50-51.

In late August 2019, Meril contacted the FDA to in-
quire about the Landmark Trial and the preliminary re-
quirements for filing a pre-submission. Lad Decl. 1 7,
Exs. A, B. In early September 2019, Meril also contacted
CardioMed LLC, a medical device consulting company
that provides regulatory and clinical trial consulting ser-
viees, including for premarket approval submissions, and
sought its help in preparing a pre-submission filing to the
FDA for the Myval System. Id. 18, Ex. C.

Meril then sought out potential clinical researchers at
the 2019 Transcatheter Cardiovascular Therapeutics
Conference in San Francisco (“TCT Conference”)—an
annual scientific symposium hosted by the Cardiovascu-
lar Research Foundation (“CRF”) featuring the latest de-
velopments in interventional cardiovascular medicine,
and attended by leading researchers and clinicians. 7d.
110; Mayer Decl., Ex. 3. In advance of the TCT Confer-
ence, Meril provided CRF a digital flyer containing infor-
mation about Meril’s booth and its agenda at the confer-
ence. Id. 1 11. CRF then distributed this flyer to individ-
uals and organizations who had subsecribed to receive
email updates about the TCT Conference. Id. It is undis-
puted, however, that the Myval System was never shown
to anyone after it was imported into the United States. Id.
117; Lad Depo. at 95-96.

Nilay Lad, a Meril employee, traveled to San Fran-
cisco on September 24, 2019 to attend the TCT Confer-
ence. Lad Decl. 1 13. He carried with him two Myval
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THV’s, Myval THV’s with rubber leaflets, and two Navi-
gator delivery systems (collectively, “Myval Samples”) on
his flight into San Francisco International Airport. Id.
The Myval Samples were contained in a bag, and accom-
panied by a written declaration stating:

This is to inform you that the demo samples carried
by Mr. Nilay Lad is for the demonstration purpose
only.

It is consist [sic] of Demo samples of Medical devices.
They have no commercial value & hence it is not used
for any sales purpose. The demo samples are NON-
STERILE. NOT FOR HUMAN USE. NOT FOR
SALE. NOT APPROVED FOR SALE IN UNITED
STATES. FOR DEMO PURPOSE ONLY AT TCT
2019, SAN FRANCISCO.

Id.,Ex. F.

Meril had a booth at the TCT Conference from Sep-
tember 26 to September 28, and provided information on
its cardiovascular systems, including the Myval System,
in the form of visual displays and presentations to attend-
ing physicians. Id. 114, Exs. G-H. For the Myval System,
Meril exhibited patient case studies, information on the
Myval System and its use in a clinical trial, and infor-
mation about the placement of the Myval System in pa-
tients. Id. Meril stated to conference attendees that the
Myval System was not yet approved by the FDA, and
that it was not available for sale in the U.S. Id. Meril also
discussed the details of the Myval System with several
U.S. doctors to identify potential clinicians for its pre-
market approval application. /d. 1 15.
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Meril considered showing the physical Myval System
in conjunction with a simulation system that would pro-
vide potential clinicians with a hands-on opportunity to
interact with the physical devices. However, because of
alleged technical difficulties with the simulation system,
Meril did not show the physical Myval samples at the
TCT Conference. Id. 117. Meril also did not offer for sale
or sell the Myval System to any non-U.S. customers at
the TCT Conference. Id. 1 15. Because Meril did not ex-
hibit the physical Myval Samples, Mr. Lad maintained
the samples overnight in a bag in a storage room at the
TCT Conference. The samples were never taken out of
the bag or displayed to any conference attendees. Id.

On September 28, Mr. Lad gave the Myval Samples
to another Meril employee, Sanjeev Bhatt, to take to Eu-
rope on September 30. /d.; Bhatt Decl. 1 6. For a short
period of time after Meril attended the TCT Conference,
Meril’s LinkedIn page stated that 2,000 people visited its
booth at the TCT Conference and that Meril had exhib-
ited the Myval System at its booth. Lad Decl. 1 18. Meril
later removed the LinkedIn post. /d.

II. LEGAL STANDARD

Summary judgment is proper when a “movant shows
that there is no genuine dispute as to any material fact
and the movant is entitled to judgment as a matter of
law.” Fed. R. Civ. P. 56(a). A fact is “material” if it “might
affect the outcome of the suit under the governing law.”
Anderson v. Liberty Lobby, Inc., 477 U.S. 242, 248 (1986).
And a dispute is “genuine” if there is evidence in the rec-
ord sufficient for a reasonable trier of fact to decide in fa-
vor of the nonmoving party. Id. But in deciding if a dis-
pute is genuine, the court must view the inferences rea-
sonably drawn from the materials in the record in the
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light most favorable to the nonmoving party, Matsushita
Elec. Indus. Co. v. Zenith Radio Corp., 475 U.S. 574, 587—
88 (1986), and “may not weigh the evidence or make cred-
ibility determinations,” F'reeman v. Arpaio, 125 F.3d 732,
735 (9th Cir. 1997), overruled on other grounds by Shakur
v. Schriro, 514 F.3d 878, 884-85 (9th Cir. 2008). If a court
finds that there is no genuine dispute of material fact as
to only a single claim or defense or as to part of a claim or
defense, it may enter partial summary judgment. Fed. R.
Civ. P. 56(a).

ITII. DISCUSSION

Defendants contend that they did not infringe Plain-
tiff’s patents because (1) Meril did not use or exhibit
Myval samples during the TCT Conference, and
(2) Meril’s  transportation of its Mpyval-branded
transcatheter heart valve system to UW in 2017 and to
the TCT Conference was reasonably related to its pre-
market submissions to the FDA, and is thus protected by
the safe harbor exemption under 35 U.S.C. § 271(e)(1).

A. Safe Harbor Application

Congress enacted 35 U.S.C. § 271(e)(1) to address is-
sues created by the legal requirements for pre-market
FDA approval of drugs and medical devices, particularly
those involving patented inventions. Kli Lilly & Co. v.
Medtronic, Inc., 496 U.S. 661, 669-70 (1990). One of these
issues was that third parties wishing to sell the patented
product upon patent expiration had to engage in a lengthy
FDA approval process, essentially creating a de facto ex-
tension of the patent while FDA approval was pending.
Id. at 670.

To address this problem, Congress enacted the safe
harbor of Section 271(e)(1), which provides that “[i]t shall
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not be an act of infringement to make, use, offer to sell, or
sell within the United States or import into the United
States a patented invention . . . solely for uses reasonably
related to the development and submission of information
under a Federal law which regulates the manufacture,
use, or sale of drugs or veterinary biological products.”
Put differently, Section 271(e)(1) allows competitors, be-
fore the expiration of a patent, to engage in otherwise in-
fringing activities if the use is “reasonably related to” ob-
taining regulatory approval. Courts routinely decide the
applicability of the safe harbor at the summary judgment
stage. See, e.g., Genentech, Inc. v. Insmed Inc.,
436 F. Supp. 2d 1080, 1095 (N.D. Cal. 2006); Classen Im-
munotherapies, Inc. v. Biogen IDEC, 659 F.3d 1057, 1059
(Fed. Cir. 2011).

Section 271(e)(1) undisputedly can apply to medical
devices like the Myval System. Eli Lilly, 496 U.S. at 661.
Section 271(e)(1) “provides a wide berth for the use of pa-
tented [inventions] in activities related to the federal reg-
ulatory process.” Merck KGaA v. Integra Lifesciences I,
Ltd., 545 U.S. 193, 202 (2005); see also Med. Diagnostic
Labs., L.L.C. v. Protagonist Therapeutics, Inc., 298 F.
Supp. 3d 1241, 1247 (N.D. Cal. 2018). The Supreme Court
has explained that “[Section] 271(e)(1)’s exemption from
infringement extends to all uses of patented inventions
that are reasonably related to the development and sub-
mission of any information under the FDCA [Federal
Food, Drug, and Cosmetic Act],” which “necessarily in-
cludes preclinical studies.” Merck KGaA, 545 U.S. at 202
(emphasis in original). The safe harbor also applies re-
gardless of the phase of research, and even if the infor-
mation is never ultimately submitted to the FDA as part
of an approval application. Id. at 202, 205 (“There is
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simply no room in the statute for excluding certain infor-
mation from the exemption on the basis of the phase of
research in which it is developed or the particular submis-
sion in which it could be included.”); see also Abtox, Inc.
v. Exitron Corp., 122 F.3d 1019, 1027 (Fed. Cir. 1997)
(finding the safe harbor applicable where, “[a]t the time
of this litigation, [defendant] had neither filed an applica-
tion for approval with the FDA nor otherwise marketed
the device”).

As the Supreme Court explained, an activity is “rea-
sonably related” to federal regulatory activities if an ac-
cused manufacturer has a reasonable basis for believing
that a device may work to achieve a particular result, and
uses the device in research that, if successful, would be
appropriate to include in a submission to the FDA. Merck
KGaA, 545 U.S. at 207; see also Intermedics, Inc. v. Ven-
tritex, Inc., 775 F. Supp. 1269, 1280 (N.D. Cal. 1991) (“In-
termedics I”’) (proper inquiry is whether “it [would] have
been reasonable, objectively, for a party in defendant’s
situation to believe that there was a decent prospect that
the ‘use’ in question would contribute . .. to the genera-
tion of [ ] kinds of information . . . likely to be relevant in
the processes by which the FDA would decide whether to
approve the product”).

Similarly, consistent with the language of the statute,
the safe harbor inquiry focuses on acts or uses, and not
on purposes, intent or motive. See 35 U.S.C. § 271(e)(1)
(extending protection to “uses reasonably related”). The
Federal Circuit has explained that “[t]he breadth of the
exemption [under Section 271(e)(1)] extends even to ac-
tivities the ‘actual purpose’ of which may be ‘pro-
mot[ional] rather than regulatory, at least where those
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activities are ‘consistent with the collection of data neces-
sary for filing an application with the [FDA].”” Momenta
Pharm., Inc. v. Teva Pharm. USA Inc., 809 F.3d 610, 619
(Fed. Cir. 2015) (citing Abtox, 122 F.3d at 1027).

Plaintiff contends that the safe harbor requires an
“actual use.” Opp. at 16. However, as noted, the safe har-
bor provides that “[i]t shall not be an act of infringement
to make, use, offer to sell, or sell within the United States
or import into the United States a patented invention . . .
solely for uses reasonably related to the development and
submission of information” to the FDA. 35 U.S.C.
§ 271(e)(1). The statute lists each of the possibly infring-
ing acts (making, using, offering to sell, selling, and im-
porting) separately, making clear that importation by it-
self (without actual use) can fall within the safe harbor.
The clause “solely for uses reasonably related to the de-
velopment and submission of information” to the FDA
also does not require an “actual use.” As the Federal Cir-
cuit has explained, the safe harbor applies “[a]s long as
the [allegedly infringing] activity [e.g., making, using,
selling, offering for sale, and importing] is reasonably re-
lated to obtaining FDA approval.” Abtox, 122 F. 3d at
1030.

Here, Defendants contend that there can be no genu-
ine dispute that all the accused activities were directed at
furthering Meril’s clinical investigation of its Myval Sys-
tem for future FDA approval and thus fall squarely
within the scope of the safe harbor. Plaintiff alleges two
acts of infringement: (1) Meril “imported” the Myval Sys-
tem into the United States in 2017 so that UW could con-
duct a pre-clinical cadaver study (Dkt. No. 51 1 40); and
(2) Meril “imported” and “exhibited” at least one Myval
System at the 2019 TCT Conference. Id. 1 39.
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i. 2019 TCT Conference

Meril contends that the shipment of samples to the
TCT Conference falls within the safe harbor because
Meril did not exhibit the Myval System during the TCT
Conference. Lad Dec. 1 17. Meril states that although it
transported a number of Myval Samples to the TCT Con-
ference planning to demonstrate the physical device to
potential clinical researchers, it had technical difficulties
with the simulation system, with the result that the Myval
Samples remained stored away during the time they were
in San Francisco and were not shown to any conference
attendees. Id. Accordingly, Meril contends that there can
be no infringement.

According to the Federal Circuit, demonstrations at
medical conferences are covered by the Section 271(e)(1)
safe harbor. Intermedics, Inc. v. Ventritex Co., No. 92-
1076, 1993 WL 87405, at *3 (Fed. Cir. Feb. 22, 1993) (“In-
termedics 11”) (“Assuming that these nonsale demonstra-
tions at medical conferences constitute an infringing use,
we have held they are an exempt use that is reasonably
related to procuring FDA approval of the device.”); Char-
tex Intern. PLC v. M.D. Personal Products Corp.,5 F.3d
1505, 1993 WL 306169, at *4 (Fed. Cir. 1993) (affirming
summary judgment of non-infringement because exhibi-
tion of device at trade show was either a non-infringing
act under 35 U.S.C. § 271(a) or exempt under the Section
271(e)(1) safe harbor). And transporting a device to a
medical conference is a necessary and predicate act for
displaying the device, such that the transportation of an
accused device into a country for display at a medical con-
ference is also exempt under the safe harbor. See Bio-
Tech. Gen. Corp. v. Genentech, Inc., 80 F.3d 1553, 1564
(Fed. Cir. 1996) (importing accused product into the U.S.
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“for use in clinical trials in support of . .. application for
FDA approval” is non-infringing activity); Merck KGAa,
545 U.S. at 202 (the safe harbor extends to “all uses” rea-
sonably related to the development of any information for
FDA purposes).

It is undisputed that as of the time of TCT Confer-
ence, Meril had taken significant steps towards obtaining
FDA approval for the Myval System, including: (1) pre-
paring a formal clinical trial synopsis for its Landmark
Trial, Mayer Reply Decl. Ex. 9;% (2) preparing a draft pre-
submission to seek FDA input on its clinical trial, Dkt.
No. 84-4 (“Nair Depo.”) at 33:3-24; (3) communicating
with the FDA regarding Meril’s proposed clinical study
and its presubmission, Lad Decl. Exs. A, B; and (4) hiring
an FDA consultant to help with the FDA presubmission.
Lad Decl. 11 8-9; Nair Depo. at 57:10-58:15. Plaintiff does
not dispute these facts, and instead contends that because
Meril never actually used the devices after their importa-
tion, its safe harbor defense fails as a matter of law.

The Court finds that the undisputed evidence gives
rises to no genuine dispute of fact as to whether Meril’s

3 The Landmark Trial appears to be a post-EU-approval study to be
conducted in Europe to compare the Myval System to other leading
devices in the European market. Lad Decl. 11 12, 15. Plaintiff con-
tends that the Landmark Trial is not an “FDA clinical trial” because
Meril’s early documents describe it as an “outside the US” trial. Opp.
at 17. However, it is undisputed that FDA approval can be supported
by clinical trials that include patients both within and outside of the
US. Mayer Reply Decl. Ex. 14 at 1, 4; Lad Decl. Ex. A at
MERILO00000442-443. Therefore, even if the Landmark Trial was an
entirely “OUS” study at the time of the TCT Conference, and even if
Meril was only identifying investigators at the TCT Conference for
this OUS trial, and even if it was commercially motivated in part, the
Landmark Trial was reasonably related to FDA approval.
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transportation of non-commercial Myval Samples to the
TCT Conference is exempt under the safe harbor. Lad
Decl. 1113-15, 17.* It is undisputed that Meril transported
the medical device to the TCT Conference, which was at-
tended by a large number of potential clinical trial inves-
tigators. Lad Decl. 1 14. It is also undisputed that Meril
did not sell or offer to sell its medical device at the medical
conference. Id. 1 15. Therefore, Meril’s transportation of
the Myval Samples to the TCT Conference, where Meril
did not sell or offer to sell the device, was reasonably re-
lated to the submission of information to the FDA, includ-
ing educating the investigators at the TCT about the
Myval System. See id. 1913, 15; Telectronics 11, 982 F.2d
at 1523 (nonsale “demonstrations constitute an exempt
use reasonably related to FDA approval”); Intermedics
11,1993 WL 87405, at *3 (nonsale demonstrations at med-
ical conferences are reasonably related to FDA approval
and exempt under the safe harbor); see also Proveris Sci-
entific Corp. v. Innovasystems, Inc., 536 F.3d 1256, 1263
(Fed. Cir. 2008) (“demonstrating an implantable defibril-
lator at medical conference was ‘reasonably related’ to

4 Plaintiff objects to portions of the Lad Declaration and contends that
Mr. Lad lacks personal knowledge of “Meril’s purpose for importing
the Myval Device.” Opp. at 15. However, it is undisputed that Mr. Lad
personally transported the Myval Samples to the TCT Conference,
and he testified that he consulted with counsel and Mr. Bhatt about
bringing the Myval System to the TCT Conference. Lad Decl. 1 13;
Lad Depo. at 34:8-34:17; 60:2-61:7. In addition, Mr. Lad and Mr. Bhatt
explain that Meril brought the Myval samples to the TCT Conference
to identify FDA clinical trial investigators. See Bhatt Depo. at 64:1-
65:1, 65:21-66:10; Lad Depo. at 83:16-84:1; see also Bhatt Decl. 1 5;
Stephens Decl. Ex. 13 at 6:8-11. Accordingly, Plaintiff’s objections to
the Lad Declaration are overruled, and Mr. Lad’s declaration ade-
quately establishes personal knowledge. See Fraser v. Goodale,
342 F.3d 1032, 1036 (9th Cir. 2003).
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FDA approval because it facilitated the selection of clini-
cal trial investigators”).

ii. University of Washington Study

Meril similarly contends that its shipment of Myval
Samples to UW for preclinical investigations was pro-
tected under the safe harbor. It is undisputed that the
UW preclinical study investigated whether the Myval
System could be safely implanted in human subjects in
future clinical studies. Bhatt Decl. 1 4. Plaintiff appears
to agree that the UW study was performed by “an inter-
nationally respected interventional cardiologist,” who
successfully implanted the Myval THV in cadavers and
documented the entire procedure on video. Opp. at 20;
Bhatt Decl. 1 4; Bhatt Depo. at 40:11-20.

The Supreme Court has made clear that preclinical
studies appropriate for submission to the FDA during the
regulatory process are protected under the safe harbor,
even if the results are never ultimately submitted. Merck
KGaA, 545 U.S. at 202, 205 (“There is simply no room in
the statute for excluding certain information from the ex-
emption on the basis of the phase of research in which it
is developed or the particular submission in which it could
be included.”). Meril presents undisputed evidence that
the Myval Samples were related to determining the fea-
sibility and safety of using the Myval System to implant
the Myval transcatheter valve in live human subjects,
which Meril needed to confirm before it could conduct
clinical trials. Id. at 193 (safe harbor exempts preclinical
studies pertaining to device safety and efficacy in hu-
mans); Genentech, Inc. v. Insmed Inc., 436 F. Supp. 2d at
1095 (applying safe harbor where third-party consultant
research using the accused compound “was for FDA pur-
poses” and where, “[wlithout FDA approval, Defendants
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could not sell their drug on the market”); Intermedics I,
775 F. Supp. at 1285 (where safety certification by a third
party was required to conduct FDA clinical tests, such
testing was protected by safe harbor).

It is also undisputed that the UW clinicians used the
Myval System to place a Myval THV in a cadaver. Bhatt
Decl. 1 4. And Meril used the data collected during this
investigation to understand the mechanics of positioning
the Myval transcatheter valve in a human body. Id. There
is also no dispute that, to receive premarket approval for
Myval, Meril needed to first obtain an IDE from the
FDA, and that the FDA requires the IDE application to
include a “report of prior investigations [that] must in-
clude reports of all prior clinical, animal, and laboratory
testing of the device.” Lad Decl. 15; Mayer Decl. Ex. 4 at
MERILO00000542; see Opp. at 19. Therefore, the Court
finds that there is no genuine dispute that the UW pre-
clinical study produced (and was therefore reasonably re-
lated to) the types of information that are relevant to the
FDA approval process.

Plaintiff nevertheless contends that “Meril did not
submit any information from this study in connection
with either of its FDA pre-submissions.” Opp. at 20. Meril
counters that Plaintiff misunderstands the FDA process,
and that Meril is only at the presubmission stage of the
FDA process, during which it is getting FDA input on
certain information it plans to submit in its later IDE.
Bhatt Depo. at 128:25-129:12; Mayer Reply Decl. Ex. 12.
When Meril reaches the IDE stage, the FDA rules re-
quire Meril to submit the UW cadaver study video as part
of its IDE. Mayer Decl. Ex. 4 at MERIL00000542. In any
event, the Supreme Court has made clear that the safe
harbor applies to preclinical studies even if the data is not
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ultimately submitted to the FDA, so Plaintiff’s argument
fails as a matter of law. Merck, 545 U.S. at 207 (safe har-
bor “does not become more attenuated (or less reasona-
ble) simply because the data from that experiment are
left out of the submission . .. to the FDA”).

Plaintiff also contends that Meril did not describe
“what information the cadaver study would generate that
is relevant to an IDE or PMA.” Opp. at 19. However,
Meril explained that it used the data collected during the
UW preclinical study to understand the mechanies of po-
sitioning the Myval THV in the human body and to deter-
mine the feasibility of safely implanting the valve in live
human subjects. Bhatt Decl. 1 4. Plaintiff does not dispute
this, and it is undisputed that the UW study data must be
submitted to FDA. In the end, Plaintiff’s argument is un-
persuasive, and no more is required for the safe harbor to
apply on this record.?

Lastly, leaving no potentially saving angle unex-
plored, Plaintiff also asserts that there were a number of
additional importations as to which Defendants did not
move for summary judgment. Opp. at 18-19. Defendants
also appear to move for summary judgment as to the

5 That Meril discussed the UW preclinical study in a Continuing Med-
ical Education presentation in Kolkata, India two years later does not
alter the applicability of the safe harbor. See Bhatt Dec., Ex. AA. The
Federal Circuit has repeatedly explained that subsequent disclosure
or use of information from preclinical or clinical studies—even for
commercial purposes—does not negate application of the safe harbor.
See Classen Immunotherapies, Inc. v. Elan Pharm., Inc., 7186 F.3d
892, 898 (Fed. Cir. 2015) (“subsequent disclosure or use of infor-
mation obtained from an exempt clinical study, even for purposes
other than regulatory approval, does not repeal [the safe harbor] ex-
emption of the clinical study”).
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Skirball Study only in their Reply, as there is no mention
of the study in the motion. Reply at 6.

However, none of these “additional” importations or
acts of infringement, including the Skirball Study, are
mentioned by Plaintiff in its Amended Complaint, which
only addresses the UW study and the TCT Conference.
See, e.g., Dkt. No. 51 at 19 38-40. Although Plaintiff did
include boilerplate language saying that “Plaintiffs be-
lieve that the factual contentions set forth in this claim for
relief will likely have further evidentiary support after a
reasonable opportunity for further investigation or dis-
covery,” id. at 11 86, 94, this is insufficient to properly
plead some unspecified number of additional unnamed
potential acts of infringement. Therefore, it is immaterial
whether Defendant sought summary judgment as to
these unasserted theories. Accordingly, while the Court
declines to grant summary judgment as to these acts
based on an argument first raised in Defendant’s reply,
the Court finds that the additional purported acts of in-
fringement are not presently before the Court in this ac-
tion. Hauschild v. City of Richmond, No. C 15-01156
WHA, 2016 WL 3456620 at *5 (N.D. Cal. June 14, 2016)
(disregarding “Plaintiff’s new theory” in a motion for
summary judgment where the complaint did not put de-
fendants on notice about the evidence it would need to de-
fend against plaintiff’s new allegations) (citing Pickern v.
Pier 1 Imports (U.S.), Inc., 457 F.3d 963, 969 (9th Cir.
2006) (affirming grant of summary judgment in favor of
defendant where “the complaint gave the Appellees no
notice of the specific factual allegations presented for the
first time in [plaintiff’s] opposition to summary judg-
ment.”)); see also Bell v. F.D.1.C., No. C09-0150RSL, 2011
WL 2011497 at *3 (W.D. Wash. May 23,2011) (“This claim
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was not asserted in the Amended Complaint, however,
and cannot be added to this litigation in response to a
summary judgment motion.”); Gilmour v. Gates, McDon-
ald and Co., 382 F.3d 1312, 1314-15 (11th Cir. 2004)
(“[TThe Supreme Court has mandated a liberal pleading
standard for civil complaints . .. This standard however
does not afford plaintiffs with an opportunity to raise new
claims at the summary judgment stage ... At the sum-
mary judgment stage, the proper procedure for plaintiffs
to assert a new claim is to amend the complaint in accord-
ance with Fed.R.Civ.P. 15(a).”).t

B. Commercial Purpose

Plaintiff contends that the safe harbor also does not
apply because Meril had a commercial purpose when it
brought the Myval samples to the UW and to the TCT
Conference. Defendants contend that Plaintiff’s argu-
ment fails for two reasons: (1) Defendants’ purported

6 In any event, Plaintiff only relies upon a customs declaration for the
simulator that lists “Navigator.” Reply at 14; Stephens Decl. Ex. 26.
This “Navigator” refers to a modified device that is built into the sim-
ulator and that is missing the balloon portion. Mayer Reply Decl. T 34.
The Court fails to see the relevance of Plaintiff’s argument when the
referenced “Navigator” lacks an “inflatable balloon” as required by
Plaintiff’s patent claims. As to the Skirball Study, it is undisputed that
the study was a preclinical study to investigate Myval System’s per-
formance and to inform the feasibility of future clinical trials in live
human subjects. Opp. at 4; Stephens Decl. Ex. 13 at 4:8-15; Bhatt
Depo. at 84:15-20. And it is clear that Defendants provided the rele-
vant discovery surrounding the Skirball Study. Mayer Reply Decl.
131. Accordingly, it appears that the safe harbor would also apply to
the Skirball Study for the same reasons the Court has found it applies
to the UW study, namely that the FDA requires Meril to submit all
Myval preclinical studies—including the Skirball study—with Meril’s
IDE.
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purpose is irrelevant to whether the accused use falls
within the scope of Section 271(e)(1), and (2) even if De-
fendants’ purpose was relevant, Meril’s purpose in trans-
porting the samples into the U.S. in 2017 and 2019 was to
support future clinical trials to seek premarket approval
from the FDA.

As discussed above, whether the safe harbor applies
turns on the objective question of whether the actions
taken with respect to a device are reasonably related to
FDA approval, and the only relevant acts are those that
would otherwise constitute patent infringement under
Section 271. Elz Lilly, 496 U.S. at 663 (inquiry is whether
the safe harbor “renders activities that would otherwise
constitute patent infringement noninfringing”). If De-
fendants’ otherwise infringing act is reasonably related to
FDA approval, the safe harbor applies regardless of the
purported purpose behind the use. Momenta Pharm.,
809 F.3d at 619.

In Abtox, the Federal Circuit affirmed the grant of
summary judgment of non-infringement, even though
plaintiff asserted that the infringing activity was driven
by commercial purposes. 122 F.3d at 1027. The plaintiff
alleged that the safe harbor did not apply because the de-
fendant’s actual purpose behind the testing was to “pro-
mote the [device] and other equipment to potential cus-
tomers” and to offer it for sale. /d. The Federal Circuit
rejected this argument, explaining that “section 271(e)(1)
requires only that the otherwise infringing act be per-
formed ‘solely for uses reasonably related to’ FDA ap-
proval.” Id. at 1030. “The statute, therefore, does not look
to the underlying purposes or attendant consequences of
the activity . .., as long as the use is reasonably related
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to FDA approval.” Id. Because the device testing (the al-
legedly infringing act there) was reasonably related to
obtaining FDA approval, the safe harbor applied, regard-
less of defendant’s intent or purpose. /d. Therefore, the
court’s safe harbor analysis focused on uses, not “pur-
poses” or “motives.” Id. at 1278, 1280 (“Congress did not
intend the availability of the exemption to turn on find-
ings about a party’s ‘purposes’ or ‘motives’™); see also
Genentech, 436 F. Supp. 2d at 1095 (even if accused ex-
periments were conducted in part for “commercial rea-
sons,” the safe harbor applied because “the experiments
would produce information that would be given to the
FDA in order to get FDA approval”).

Similarly, Plaintiff contends that Amgen Inc. v. Hos-
pira, Inc., 944 F.3d 1327 (Fed. Cir. 2019), stands for the
proposition that that commercial intent can be probative
of whether an activity is “reasonably related” to regula-
tory uses. Opp. at 12. In Amgen, a jury instruction cor-
rectly instructed the jury to focus on the allegedly in-
fringing activity and whether that activity was reasonably
related to the development and submission of information
to the FDA. 944 F.3d at 1338-39 (“The jury instructions
properly asked whether ... each accused activity[ ] was
for uses reasonably related to submitting information to
the FDA.”). Hospira objected to part of the jury instruc-
tion, which stated that “[i]f Hospira has proved that the
manufacture of a particular batch was reasonably related
to developing and submitting information to the FDA in
order to obtain FDA approval, Hospira’s additional un-
derlying purposes for the manufacture and use of that
batch do not remove that batch from the Safe Harbor de-
fense.” Id. at 1338. In finding no legal error with this jury
instruction, the Federal Circuit in Amgen affirmed that
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“underlying purposes do not matter as long as Hospira
proved that the manufacture of any given batch of drug
substance [the accused activity] was reasonably related
to developing information for FDA submission.” Id. at
1339 (emphasis added).

Given this guidance from the Federal Circuit, the safe
harbor inquiry here focuses only on Meril’s allegedly in-
fringing acts, specifically (1) shipping the Myval Samples
to UW; and (2) transporting the Myval Samples to the
TCT Conference. As discussed above, both acts fall
squarely within the safe harbor. Transportation of the
Myval Samples to UW was an exempt act because it gen-
erated preclinical data to support Meril’s clinical trials.
Likewise, transportation of the Myval Samples to the
TCT Conference (with no sales or offers for sale) was an
exempt act because Meril is a sponsor “responsible for
selecting qualified investigators and providing them with
the necessary information to conduct clinical testing.”
Telectronics II, 982 F.2d at 1523 (citing 21 C.F.R.
§ 812.40). “[Meril’s] intent or alternative uses are irrele-
vant to its qualification to invoke the section 271(e)(1)
shield.” Abtox, 122 F.3d at 1030. Accordingly, Defend-
ants’ underlying purposes are not relevant to the safe
harbor inquiry, and the Court finds that Defendants’
transportation of the Myval System and Myval Samples
to UW and the TCT conference fell within the safe har-
bor, such that there is no infringement.”

" Because intent and alternative uses are not relevant to the applica-
tion of the safe harbor once it is determined that the allegedly infring-
ing acts were reasonably related to FDA approval, the Court need not
reach the issue of Meril’s alleged commercial intent. See Abtox, 122
F.3d at 1030; Amgen, 944 F.3d at 1339.
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C. Rule 56(d) Motion

Plaintiff contends that there is an incomplete record
regarding Meril’s purportedly infringing acts, and that
Meril’s witnesses testified regarding plans surround the
Landmark Trial, while Meril refused to produce docu-
ments relevant to this purported plan from earlier than
May 2019.

A party seeking relief under Rule 56(d) must show
“(1) that they have set forth in affidavit form the specific
facts that they hope to elicit from further discovery,
(2) that the facts sought exist, and (3) that these sought-
after facts are essential to resist the summary judgment
motion.” State of Cal., on Behalf of Cal. Dept. of Toxic
Substances Control v. Campbell, 138 F.3d 772, 780 (9th
Cir. 1998). Plaintiff must have also diligently pursued the
requested discovery. See Conkle v. Jeong, 73 F.3d 909,
914 (9th Cir. 1995).

In December 2019, Plaintiff served its first set of writ-
ten discovery seeking broad categories of documents re-
lating to all clinical trials for Myval. Mayer Reply Decl.
1 12. In April 2020, Plaintiff served a second set of written
discovery, this time seeking broad categories of docu-
ments relating to the Landmark Trial. Id. 1 19. The par-
ties met and conferred in late June, but it appears Plain-
tiff waited until July 27 to provide Meril with a draft mo-
tion to compel, which it filed after business hours on July
30, one business day before the first scheduled deposition.
Id. Magistrate Judge Westmore denied Plaintiff’s mo-
tion, holding that it was “unreasonable” to expect the
Court to resolve the dispute on the “eve of deposition.”
Dkt. No. 77.
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Plaintiff’s failure to diligently pursue discovery is a
sufficient basis to deny the Rule 56(d) motion. Zamora v.
City of Oakland, No. 12-cv-02734 NC, 2013 WL 4103109,
at *4 (N.D. Cal. Aug. 12, 2013) (plaintiff’s failure to timely
move to compel is ground for denying Rule 56(d) motion).
Plaintiff contends that the majority of Meril’s document
production came after Meril moved for summary judg-
ment, Opp. at 21, 25, but this appears to be a result of the
Court’s adoption of Plaintiff’s proposed briefing schedule,
which provided for subsequent written discovery after
Meril moved for summary judgment. See Dkt. Nos. 52,
60; Mayer Reply Decl. 1 22. Finally, the timing of Meril’s
five document productions prior to the depositions also
appears to be due, in part, to Plaintiff’s delay. For exam-
ple, on May 27, 2020, Meril disclosed the date ranges
Meril used to search ESI and informed Plaintiff that
Meril did not agree with Plaintiff’s proposed date ranges.
Mayer Reply Decl. 125, Ex. 23. Plaintiff did not raise this
issue with Meril until July 15, 2020. Dkt. No. 72.

Accordingly, the Court DENIES Plaintiff’s Rule
56(d) motion.

D. Motions to Seal

Meril seeks to seal a number of documents because
they contain, characterize, or refer to highly confidential
business information. In the Ninth Circuit, a party seek-
ing to file documents under seal in connection with a dis-
positive motion must establish compelling reasons for do-
ing so to rebut the presumption against public access. See
Foltz v. State Farm Mut. Auto. Ins. Co., 331 F.3d 1122,
1136 (9th Cir. 2003). The Court will address each request
briefly in turn.
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i. Dkt. No. 66

Meril seeks to seal certain limited portions of Exhibits
A and B to the Lad Declaration; the entirety of Exhibits
C, D, I, and K to the Lad Declaration; certain limited por-
tions of Meril’s Corrected Memorandum of Law in sup-
port of the Summary Judgment Motion; and certain lim-
ited portions of the Lad Declaration. These documents
contain sensitive proprietary information concerning
Meril’s clinical and regulatory strategies for the Myval
System. The Court finds that this information is proprie-
tary and meets the standard to file under seal. See, e.g.
Lucas v. Breg, Inc., No. 15-¢v-00258-BASNLS, 2016 WL
5464549, at *2 (S.D. Cal. Sept. 28, 2016) (sealing 510(k)
premarket submission to the FDA addressing safety and
effectiveness of device); United States ex rel. Ruhe v.
Masimo Corp., No. 10-c¢v-08169-CJC(VBKx), 2013 WL
12131173, at *2 (C.D. Cal. Aug. 26, 2013) (internal re-
search studies and clinical tests for developing the ac-
cused device, and non-public data submitted to the FDA
in the course of regulatory approval, were “confidential,
proprietary, and [ ] valuable”); In re Incretin-Based
Therapies Prods. Liab. Litig., No. 13md2452 AJB
(MDD), 2015 WL 11658712, at *3 (S.D. Cal. Nov. 18, 2015)
(sealing confidential and proprietary information relating
to the “development, testing, and regulation” of proposed
drugs, the disclosure of which would result in “significant
competitive harm”); Biovail Labs., Inc. v. Anchen
Pharm., Inc., 463 F. Supp. 2d 1073, 1083 (C.D. Cal. 2006)
(“indisputable” that information contained in abbreviated
new drug application to the FDA constituted trade se-
crets, the disclosure of which to a competitor would be
“extremely damaging”). Accordingly, the Motion to Seal
(Dkt. No. 66) is GRANTED.
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ii. Dkt. Nos. 81 and 87

Plaintiff also seeks to file under seal certain infor-
mation designated by Meril as “HIGHLY
CONFIDENTIAL - OUTSIDE ATTORNEYS EYES
ONLY” under the Protective Order applicable in this
case. Specifically, Plaintiff seeks to file under seal certain
limited portions of KEdwards’ Opposition brief; certain
limited portions of the Declaration of Matthew Stephens
in Support of Edwards’ Opposition; and the entirety of
Exhibits A-E, K, 10, 13, 19, 21-23, 25-26, 29, 36-38, 40, 43-
44, 47-48, 50, 51, 53, 55, and 57-59 to the Declaration of
Matthews Stephens in Support of Edwards’ Opposition.
Plaintiff requests that the Court grant this administra-
tive motion to the extent Defendants’ information quali-
fies as “privileged, protectable as a trade secret, or oth-
erwise entitled to protection under the law.” However,
the parties’ designations alone are insufficient to meet the
compelling reasons standard, and the Court therefore
DENIES this request to seal. Dkt. No. 81.

In light of this, Defendants filed a motion to seal (Dkt.
No. 87) to identify the limited items it seeks to seal, and
to provide a revised proposed order and redacted docu-
ments reflecting these changes. Meril seeks to now seal
the entirety of Exhibits A, B, C, E, K, 29, 36, 38, 43-44, 47-
48, 50-51, 53, 55, 57-59 to the Declaration of Matthew Ste-
phens In Support of Plaintiff’s Opposition (“Stephens
Declaration”; Dkt. No. 82-1). Meril contends that these
documents contain sensitive proprietary information con-
cerning Meril’s clinical and regulatory strategies for its
Myval System and its business strategies concerning
trade shows. Meril also moves to file the following items
under seal with more limited redactions than proposed in
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the prior motion to seal: certain limited portions of Ex-
hibit D and 13 to the Stephens Declaration, and certain
limited portions of Plaintiff’'s Opposition brief and the
Stephens Declaration that describe or reference the con-
fidential documents as summarized above. These docu-
ments also contain sensitive proprietary information con-
cerning Meril’s clinical and regulatory strategies for its
Myval System and its business strategy for trade confer-
ences.

For the foregoing reasons, the Court finds that this
information is proprietary and meets the standard to file
under seal, and the Motion to Seal (Dkt. No. 87) is
GRANTED.

iii. Dkt. No. 89

Finally, Meril seeks to seal certain limited portions of
Exhibits 5, 7 and 8 to the Mayer Reply. Decl., the entirety
of Exhibits 9-12 and 15 to the Mayer Reply Declaration,
and certain limited portions of Meril’s Reply. Meril con-
tends that these documents contain sensitive proprietary
information concerning Meril’s clinical and regulatory
strategies for the Landmark Trial, a clinical trial for
Meril’s proprietary Myval transcatheter heart valve and
delivery system.

Exhibit 9 is an internal draft of Meril’s trial synopsis
for the Landmark Trial; Exhibits 10 and 11 are commu-
nications with clinical investigators regarding the design
of the Landmark Trial; Exhibit 12 is Meril’s supplemental
presubmission to the FDA for the Landmark Trial as
part of its process of receiving FDA approval for the
Myval System; and Exhibit 15 is a report for a pre-clinical
study for the Myval System. Exhibits 5, 7, and 8 are ex-
cerpts of deposition testimony that also describe Meril’s
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confidential strategies for obtaining FDA approval for
the Myval System. Exhibits 5, 7, and 8 also contain confi-
dential business strategies for engaging clinicians at
trade shows, which also meet the Foltz standard.

For the foregoing reasons, the Court finds that this
information is proprietary and meets the standard to file
under seal, and the Motion to Seal (Dkt. No. 89) is
GRANTED.

IV. CONCLUSION

For the reasons discussed above, the Court GRANTS
Defendants’ Motion for Summary Judgment, and
GRANTS IN PART and DENIES IN PART the Motions
to Seal.

The claim construction hearing set for November 6,
2020 is VACATED. The Court SETS a further case man-
agement conference for November 3, 2020 to discuss the
plan for promptly resolving the remaining causes of ac-
tion. The parties shall file a case management statement,
including a proposed case schedule, no later than October
21, 2020.

IT IS SO ORDERED.
Dated: October 16, 2020

/s/ Haywood S. Gillivam, Jr.
HAYWOOD S. GILLIAM, JR.
United States District Judge
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APPENDIX C

NOTE: This order is nonprecedential.

UNITED STATES COURT OF APPEALS
FOR THE FEDERAL CIRCUIT

No. 2022-1877

EDWARDS LIFESCIENCES CORPORATION,
EDWARDS LIFESCIENCES LLC,
Plaintiffs-Appellants,

V.

MERIL LIFE SCIENCES PVT. LTD.,
MERIL, INC.,
Defendants-Appellees.

Filed: August 21, 2024

Appeal from the United States Distriet Court
for the Northern District of California in
No. 4:19-¢v-06593-HSG, Judge Haywood S. Gilliam, Jr.

ON PETITION FOR REHEARING EN BANC

Before MOORE, Chief Judge, LOURIE, DYK, PROST,
REYNA, TARANTO, CHEN, HUGHES, STOLL,
CUNNINGHAM, and STARK, Circuit Judges.!

! Circuit Judge Newman did not participate.
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PER CURIAM.
ORDER

Edwards Lifesciences Corporation and Edwards
Lifesciences LLC filed a petition for rehearing en banc.
The court invited a response to the petition which was
filed by Meril Life Sciences Pvt. Litd. and Meril, Ine. The
petition was first referred to the panel that heard the ap-
peal, and thereafter the petition was referred to the cir-
cuit judges who are in regular active service.

Upon consideration thereof,

IT IS ORDERED THAT:

The petition for panel rehearing is denied.

The petition for rehearing en banc is denied.

The mandate of the court will issue August 28, 2024.
FOR THE COURT

/s/ Jarrett B. Perlow
JARRETT B. PERLOW
Clerk of Court

August 21, 2024
Date






