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STATEMENT OF COUNSEL 

 Under the Hatch-Waxman Act, Congress declared 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 

under a Federal law which regulates the manufacture, use, or sale of drugs or 

veterinary biological products.” 35 U.S.C. 271(e)(1). 

In these proceedings, a panel of this Court split 2-1 over the proper 

scope of this critical provision. The majority held Section 271(e)(1)’s safe 

harbor applies whenever a fact-finder identifies any use reasonably related to 

obtaining FDA approval, even if a party also engages in “alternative uses” 

unrelated to the regulatory process. The dissent reached the opposite 

conclusion: “our case law has incorrectly given short shrift to the word ‘solely’ 

in the statute,” which cabins the safe harbor to infringing acts solely related 

to the regulatory process—any non-protected “alternative uses” (often 

commercial in nature) are disqualifying. 

Accordingly, based on my professional judgment, I believe this appeal 

requires an answer to the following precedent-setting question of exceptional 

importance: 
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Whether, under 35 U.S.C. 271(e)(1), identifying any regulatory use also 

immunizes all other uses, whether they relate to the federal regulatory process 

or not, under the Act’s safe harbor—which excuses infringing activities “solely 

for uses reasonably related” to the federal regulatory process. 

 /s/ Daniel L. Geyser              
Counsel for Plaintiffs-Appellants 
Edwards Lifesciences Corporation 
and Edwards Lifesciences LLC 
 

INTRODUCTION 

This case presents an exceptionally important question regarding the 

proper scope of the Hatch-Waxman Act’s regulatory safe harbor, 35 U.S.C. 

271(e)(1). Under that provision, it is not infringement for a party to import or 

use a patented invention “solely for uses reasonably related” to a federal 

regulatory process. Yet notwithstanding that plain text, a split panel found 

itself bound by circuit authority immunizing infringing acts not “use[d]” for 

the regulatory process: so long as some “use” qualifies for protection, 

everything is protected—including non-qualifying, commercial, “alternative 

uses.” Op.9 (citing AbTox, Inc. v. Exitron Corp., 122 F.3d 1019, 1030 (Fed. Cir. 

1997)). 
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This is the rare case that warrants rehearing. It presents a significant 

issue affecting countless industry stakeholders and key technologies in 

disputes with massive stakes. The Supreme Court has twice granted review to 

consider the scope of this same safe-harbor provision. It is the constant subject 

of industry and expert analysis, and judges and commentators have long 

criticized this Court’s position as wrong and atextual. This Court’s precedent 

distorts the market for patented products and undermines the patent 

bargain—while granting a competitive advantage to those parties most willing 

to exploit the safe harbor to smuggle in impermissible uses. The opportunity 

for “future mischief” is palpable, and “the law could usefully be clarified by an 

en banc holding of this court, expressly returning the word ‘solely’ to its 

Congressionally-enacted place in the statute.” Dissent.10-11. 

The question presented raises legal and practical issues of surpassing 

importance, and its correct disposition is essential to the Act’s proper 

operation. Congress embraced a measured compromise to calibrate a safe 

harbor that eliminates the wait for regulatory approval—and excuses 

infringement “solely” for that singular purpose. This Court has simply 

rewritten that careful balance, deciding (with remarkable candor) that non-

regulatory commercial uses should also be protected. Yet the Supreme Court 
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has made clear that the judiciary has no power to redline a statute to alter a 

provision’s textual scope. That is precisely what the panel (bound by circuit 

precedent) has done here, and its real-world effect is profound: it has excused 

infringing conduct, intruded upon exclusive patent rights, and expanded a 

powerful statutory immunity to conduct Congress had no reason to protect. 

The importance is palpable. 

Because this case presents an ideal vehicle for resolving this significant 

question, the petition should be granted. 

STATUTORY PROVISION INVOLVED 

Section 202 of the Drug Price Competition and Patent Term Restoration 

Act of 1984, Pub. L. No. 98-417, Tit. II, § 202, 98 Stat. 1603 (the Hatch-Waxman 

Act), codified at 35 U.S.C. 271(e)(1), provides in relevant part: 

It 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 under a Federal law 
which regulates the manufacture, use, or sale of drugs or 
veterinary biological products. 
 

STATEMENT 

A. Statutory Background 

Congress enacted Section 271(e)(1)’s “safe harbor” as “an exemption” 

“for certain uses of a patented invention in the federal regulatory process” 
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(Classen Immunotherapies, Inc. v. Elan Pharms., Inc., 786 F.3d 892, 896 

(Fed. Cir. 2015))—immunizing infringing activities “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” (35 U.S.C. 271(e)(1)). 

This legislation was a direct response to this Court’s decision in Roche 

Products, Inc. v. Bolar Pharmaceutical Co., 733 F.2d 858 (Fed. Cir. 1984), 

which had refused to excuse infringing activities “even” “for the sole purpose 

of conducting tests and developing information necessary to apply for 

regulatory approval.” Eli Lilly & Co. v. Medtronic, Inc., 496 U.S. 661, 670 

(1990). Congress’s reversal was thus coterminous with the problem created by 

Roche: Section 271(e)(1) had “the net effect of reversing [its] holding.’” H.R. 

Rep. No. 857, 98th Cong., 2d Sess. Pt. 2, at 27 (1984); accord id. at Pt. 1, at 45-

46. 

In creating this safe harbor, Congress struck a delicate balance within 

the industry—one that addressed two “unintended distortions of the effective 

patent term” from delays in the regulatory process. Proveris Sci. Corp. v. 

Innovasystems, Inc., 536 F.3d 1256, 1260 (Fed. Cir. 2008). The “first 

distortion” was “the reduction of effective patent life” for patent owners, based 

on “the early years of the patent term [being] spent obtaining premarket 
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approval.” Id. at 1260-1261. The “second distortion” was a “de facto extension 

of effective patent life at the end of the patent term” while “competitors spent 

time following patent expiration obtaining FDA premarket approval 

necessary for market entry.” Id. at 1261. Congress thus simultaneously 

extended the patent term to overcome regulatory delays in commercializing 

patented inventions (35 U.S.C. 156), while also “allow[ing] competitors to 

begin the regulatory approval process while [a] patent [is] still in force” 

(Proveris, 536 F.3d at 1261 (describing Section 271(e)(1))). 

Given the sole focus on permitting competitors to initiate the regulatory 

process, Section 271(e)(1)’s “interference” with exclusive patent rights was 

deemed “de minimis”—as competitors were “not permitted to market the 

patented drug during the life of the patent.” H.R. Rep. No. 857, supra, Pt. 2, 

at 30. Indeed, “the generic” was limited to “test[ing] the drug for purposes of 

submitting data to the FDA for approval,” and the patent owner “retain[ed] 

the right to exclude others from the major commercial marketplace.” Id. at 8, 

30. 
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B. Facts And Procedural History 

1. Edwards is a leading innovator and supplier of medical devices for 

treating heart disease, including its renowned, patented line of “SAPIEN®” 

transcatheter prosthetic heart valves. Appx1-2. 

Meril is a competitor that also makes transcatheter heart valves. Its 

Myval valve is nearly identical to Edwards’s SAPIEN® valve; it received CE-

mark approval (allowing for European sales) in April 2019. Op.3. 

A few months after receiving CE-mark approval, Meril imported two of 

its Myval devices into the United States for use at the 2019 Transcatheter 

Cardiovascular Therapeutics Conference in San Francisco. Op.4-5. This 

conference is an annual symposium attended by thousands of industry 

participants. Op.4-5. The infringing Myval devices were brought into the 

United States by a Meril employee, along with a declaration stating the 

devices were for demonstration purposes only. Op.5. 

Before arriving, Meril widely circulated a digital flyer advertising 

Meril’s booth at the conference. Appx4, Appx884-886. The flyer trumpeted a 

“[h]ands on simulation” of the Myval device; it said nothing about recruiting 

investigators for clinical studies. Appx885-886. Meril also sent an email blast 

to thousands of attendees, advertising Myval as “CE APPROVED,” 
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highlighting a “Myval CE [i.e., European sales] Announcement,” and inviting 

recipients (including hundreds in Europe where the Myval system is 

commercially available) to Meril’s conference booth for “hands-on and VR 

sessions” on Myval. Appx570, Appx670, Appx745-748, Appx889-893. Again, the 

email said nothing about clinical recruiting. Appx890-893. Meril also updated 

its Myval brochure specifically for the conference, again touting its CE-mark 

approval and even providing “Myval – THV Ordering Information.” Appx825-

826, Appx 852. 

Meril also consulted with attorneys to draft “Instructions for TCT 2019 

for Myval THV System.” Op.4. It conveyed those instructions orally to the 

twenty Meril employees attending the conference: 

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 [sic] 
for other countries. 
 

Op.4 (emphasis added). The instructions permitted Meril employees to carry 

the imported Myval “demo units.” Appx909. 

At the conference, Meril provided information on the Myval system, 

including visual displays, presentations to attending physicians, case studies 

that described implantation of the Myval System, and clinical trial results. 
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Appx4. Meril also discussed Myval with U.S. doctors to identify U.S. clinicians 

for future clinical trials. Appx5. 

Meril planned to use the Myval devices at the conference in a “hands-

on” simulation. Appx5. But Meril ultimately never showed the devices because 

the simulator suffered technical difficulties. Appx5. 

In December 2019, months after the conference, Meril sought FDA 

guidance through a voluntary presubmission, proposing a clinical trial with 

clinical sites both inside and outside the United States. Op.6. After the FDA 

responded that Meril’s proposed trials lacked sufficient human-test subjects 

at U.S. sites, Meril revised its proposal to meet the FDA’s requirement (Op.6), 

but still has not pursued U.S. clinical trials to this day. 

2. In October 2019, Edwards sued Meril for patent infringement based 

on Meril’s importation of the Myval valves for use at the conference. Meril 

responded that its infringing activity was permissible under Section 271(e)(1)’s 

safe harbor. 

The district court granted Meril summary judgment, rejecting 

Edwards’ argument that the safe harbor did not apply. Appx14-16. Although 

Edwards identified significant evidence that Meril imported the devices for a 

commercial use (Appx14), the court declared Meril’s “alternative uses” 
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“irrelevant” under circuit authority. Appx14-16 (discussing AbTox, 122 F.3d 

at 1030). Because Meril proffered at least one protected “use,” any commercial 

uses did not preclude “‘the section 271(e)(1) shield.’” Appx15, Appx16 n.7. 

3. a. A split panel of this Court affirmed. In finding the safe harbor 

applied, the majority enforced circuit law holding “alternative uses” 

“irrelevant” to the safe-harbor inquiry. Op.9. As the majority explained, under 

AbTox, “the statute ‘does not look to the underlying purposes or attendant 

consequences of the activity * * * as long as the use is reasonably related to 

FDA approval.’” Op.8 (quoting 122 F.3d at 1030). 

The majority acknowledged the term “solely” in the statute, but still 

disagreed that “the use must only” concern regulatory approval. Op.10; contra 

35 U.S.C. 271(e)(1) (protecting activities “solely for [such] uses”). Instead, the 

majority found, “the relevant inquiry” is “whether the act of importation was 

for a use reasonably related to submitting information to the FDA.” Op.11 

(emphasis added). Because it found Meril had identified at least one such 

qualifying use, Meril’s importation “firmly resides in the § 271(e)(1) safe 

harbor.” Op.12; see id. at 14 (declaring the safe harbor applied because Meril’s 

importation was not “‘entirely unrelated’ to any clinical recruiting”). 
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b. Judge Lourie dissented. In his view, the majority’s holding 

“perpetuates the failure of this court and others to recognize the meaning of 

the word ‘solely’ in interpreting § 271(e)(1).” Dissent.1. He suggested “[i]t is 

time to fix those errors” and urged the Court to consider en banc review. Id. 

at 2, 10-11. 

As Judge Lourie explained, the district court followed this Court’s lead 

in “effectively disregarding any evidence concerning Meril’s commercial uses 

corresponding to the importation at issue.” Dissent.5. He traced the history of 

this Court’s decisions to show how the word “solely” was dropped from the 

text over time, producing an “unsupported expansion of the safe harbor” 

contrary to the “plain language of the statute itself.” Id. at 6. Judge Lourie 

concluded that “the law could usefully be clarified by an en banc holding of this 

court, expressly returning the word ‘solely’ to its Congressionally-enacted 

place in the statute.” Id. at 10-11. 

ARGUMENT 

A. Rehearing Is Warranted Because This Court’s Precedent Vastly 
Expands Section 271(e)(1)’s Safe Harbor, Contravening Its Plain 
Text, History, And Purpose 

With Section 271(e)(1), Congress created a limited safe harbor for 

otherwise-infringing acts “solely for uses reasonably related” to obtaining 
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regulatory approval. 35 U.S.C. 271(e)(1) (emphasis added). This language is 

not difficult to understand. When a party imports a device for any non-

regulatory use, it is not acting “solely for [regulatory] uses.” 35 U.S.C. 

271(e)(1) (emphasis added). Congress identified a single category of protected 

uses (those concerning regulatory approval), refused to expand that category 

to include anything else, and textually cabined its boundaries with an 

unambiguous term—“solely.” 

Yet according to the panel, any protected use automatically insulates all 

non-protected uses. If “a use” is covered, the safe harbor applies, sweeping in 

“‘alternative uses’” irrelevant to regulatory approval (Op. 9, 11) (emphasis 

added)—including obvious attempts to commercialize competing products. In 

fact, under the panel’s view, the only way to stop infringing activity is to prove 

the challenged uses were solely commercial in nature—the inverse of Section 

271(e)(1)’s actual terms. 

This Circuit’s position is at odds with the statutory text, history, and 

purpose. It judicially rewrites the careful balance Congress struck in Section 

271(e)(1), and extends statutory immunity to conduct that Congress did not 

protect and had no reason to protect. It offers a recipe for letting infringers 
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off the hook so long as they strategically engage in some protected conduct, 

exploiting the safe harbor and undermining Congress’s design. 

There is a reason this issue has split multiple panels, divided district 

courts, prompted criticism from experts and stakeholders, and generated 

undue controversy and confusion—all of which could be avoided by simply 

reading Section 271(e)(1) to mean what it plainly says. Yet bound by circuit 

authority, the panel was forced to “perpetuate[] the courts’ misconstruction of 

the law.” Dissent.2. Because it is well past “time to fix those errors” (ibid.), 

rehearing is warranted. 

1. a. First and foremost, the Court’s precedent flouts the plain text and 

reads “solely” straight out of the statute. Section 271(e)(1) has the same 

meaning under existing circuit law with or without the term—it is entirely 

superfluous. Contra TRW Inc. v. Andrews, 534 U.S. 19, 31 (2001) (barring such 

readings). If Congress wanted the safe harbor to apply whenever any 

qualifying use was present, it would have said exactly that—protecting acts 

where any “use[]” is “reasonably related” to regulatory approval. Yet the 

“solely” qualifier has a crucial role: it excludes protection when both protected 

and unprotected uses are present. That forces parties to focus strictly on 
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regulatory compliance, without exploiting “alternative uses” to insulate 

commercial conduct. 

In short, there is no textual way to square the panel’s decision (and this 

Court’s precedent) with the statute. “Solely” must do some work, and the work 

it does is obvious: the safe harbor applies if the infringing conduct is “solely” 

for a qualifying reason. That means any “alternative” use is disqualifying. 

Dissent.6-7. Yet this Circuit wrongly instructs courts to ignore “alternative 

uses” (Op.9)—which it can only do by “giv[ing] short shrift to the word ‘solely’ 

in the statute.” Dissent.2. “The tension between the plain language” and this 

“court’s precedent” is obvious. Id. at 10. 

b. Rather than focus on the key term in the actual text (“solely”), earlier 

panels instead expanded Section 271(e)(1) to sweep in concepts that 

indisputably are not there: the notion that Congress must also have intended 

(silently) to authorize commercial “uses” to ensure a party could immediately 

compete on day one once the patent term expires. Op.9 (citing earlier 

decisions). 

Yet that is not what Section 271(e)(1) is designed to do. The specific harm 

identified by Congress was addressed by the specific language Congress chose 

for the provision. Congress recognized that the regulatory-approval process 
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could take years—and the inability to pursue that process in advance would 

effectively extend a patent’s term. Eli Lilly, 496 U.S. at 669-670 (discussing 

“premarket regulatory approval”). That has nothing to do with any separate 

concerns about commercializing competing technology, setting up supply 

chains, conducting marketing and publicity efforts, etc. There is no hint, 

anywhere, that those separate tasks justify infringement. 

If this Court is indeed correct that Congress was surely aware of those 

separate tasks, then there is especially no reason to presume Congress 

omitted them by accident. On the contrary, there is every reason to presume 

their omission was intentional—and Congress enumerated a single basis for a 

safe harbor because it intended to exclude all others. Jennings v. Rodriguez, 

583 U.S. 281, 300 (2018) (expressio unius). And, in fact, that principle has 

special force in this setting: not only did Congress list one item and refuse to 

include others—it further restricted the safe harbor, textually, by 

underscoring that “solely” the specified “uses” would escape the usual rule 

that parties cannot exploit a patent during its term. 

While this Court’s decisions insist that Congress would have understood 

the need to take advanced steps toward marketing and commercializing a 

product, those separate “uses” are found nowhere in the operative text. 
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Contrary to the panel’s view, courts have no license to judicially “redline” the 

statute to improve upon the provision. Badgerow v. Walters, 596 U.S. 1, 11 

(2022). 

2. Section 271(e)(1)’s history and purpose confirm what the text already 

makes clear: the safe harbor applies “solely” for protected uses. 

Initially, Section 271(e)(1) was designed to override this Court’s decision 

in Roche, which rejected any protection for activities “strictly related” to 

seeking regulatory approval (733 F.2d at 861). On its face, the limited safe 

harbor corresponds to the same question this Court addressed and Congress 

overturned. There is no hint Congress intended to expand the safe harbor to 

protect non-regulatory uses (which were not at issue), and Section 271(e)(1) 

accordingly should be limited to the same footprint. Eli Lilly, 496 U.S. at 670; 

Dissent.3 (“the legislative history expressly states that the provisions of 

§ 271(e) ‘have the net effect of reversing [Roche’s] holding’”). 

The legislative record is likewise unambiguous: the safe harbor was 

limited strictly to seeking regulatory approval, not other non-regulatory uses. 

Eli Lilly, 496 U.S. at 671; Dissent.2-4. That was the essential compromise. 

Nowhere did Congress hint that parties could engage in commercial activity 

so long as they could also hook their infringing acts to some regulatory “use.” 
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As the Supreme Court itself recounted, Congress expanded patent 

rights on the front end (solely to account for regulatory delay), so it restricted 

patent enforcement on the back end (again, solely to account for regulatory 

delay). Eli Lilly, 496 U.S. at 669-670. The entire provision targets the 

regulatory process. It recognizes the delay from that process, and it sought to 

avoid “de facto” patent extensions while parties sought regulatory approval. 

Ibid. But there is no hint that Congress also sought to give competitors a head-

start on commercial activities. Those activities have the potential to distort the 

market and unduly interfere with exclusive patent rights before the patent 

term expires. If Congress wished to permit those kinds of acts, it would have 

said so directly—rather than unambiguously specifying the “sole[]” uses (not 

commercial) that fall within the statutory safe harbor. 

*       *       * 

This Court’s precedent expands a safe harbor designed “solely” for one 

“use” into immunity for any associated infringing activity—even for separate 

“uses” extending far beyond the regulatory process. The panel was bound by 

that circuit precedent, and only the en banc Court (or the Supreme Court) can 

now fix the mistake. 
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It is overdue to reestablish that Section 271(e)(1)’s text means what it 

says: it excuses infringing acts “solely” for “uses” concerning regulatory 

approval, not any corresponding marketing, advertising, commercialization, 

etc., so long as a party identifies some qualifying use along the way. Rehearing 

is warranted. 

B. The Question Presented Is Exceptionally Important And 
Warrants Rehearing In This Case 

1. The question presented is of surpassing legal and practical 

importance. The need for further review is self-evident. The real-world stakes 

are massive. Congress legislated specifically to address this problem—and 

this Court has distorted Congress’s framework in a significant way. The issue 

arises all the time—as reflected by this Court’s extensive body of law on the 

subject. The Supreme Court has twice granted review on related questions, 

itself underscoring the safe harbor’s importance. The question has split 

multiple panels on this Circuit, divided district courts, and garnered close 

attention from experts and industry stakeholders—who are closely tracking 

this very case. E.g., Brinckerhoff & Grinde, Federal Circuit Applies Safe 

Harbor to Imported Medical Device Samples, The National Law Review 

(Mar. 27, 2024), https://natlawreview.com/article/federal-circuit-applies-safe-
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harbor-imported-medical-device-samples (the majority “suggests the [safe] 

harbor could be wider than many believed”). 

Under existing circuit precedent, patent holders have no reliable way to 

enforce their rights. Good-faith market entrants face disadvantages when 

aggressive counterparts are willing to push the limit—exploiting this Court’s 

“misconstruction” to pursue commercial uses while others (properly) wait on 

the sideline for a patent to expire. The opportunities for “mischief” are 

tangible (Dissent.11): parties are free to import patented devices to set up 

commercial relationships, promote and market those devices, and 

(incidentally) obtain FDA approval. Under existing circuit law, any 

commercial activity is arguably fair game so long as the party also establishes 

some nexus to seeking FDA approval—despite Congress restricting the safe 

harbor to regulatory approval alone. Stark, The Exemption from Patent 

Infringement and Declaratory Judgments: Misinterpretation of Legislative 

Intent?, 31 San Diego L. Rev. 1057, 1074-1075 (1994) (“eliminating the word 

‘solely’” from the safe harbor ignores the text and upsets the “narrow 

compromise between pioneer and generic drug companies” that Congress 

crafted in Hatch-Waxman). 
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Indeed, despite this Circuit’s efforts, the term “solely” in 

Section 271(e)(1) “remains a source of some confusion” (Server, Application 

of the Hatch-Waxman Act’s Safe Harbor Provision Following Momenta, 13 J. 

Marshall Rev. Intell. Prop. L. 1, 20 (2013)), and the “current trend towards 

expansiveness” has left “many practitioners wonder[ing] if there are any uses 

or commercial activities that will be outside the scope of the safe harbor 

provision.” Findley, There’s A Storm A Brewin’: Can the Hatch-Waxman 

“Safe Harbor” Provision Shield Commercial Stockpiling from A Potential 

Downpour of Patent Infringement Allegations?, 26 Fed. Circuit B.J. 307, 309 

(2017). 

This issue has also assumed greater significance after the Supreme 

Court’s decision in Merck KGaA v. Integra Lifesciences I, Ltd., 545 U.S. 193 

(2005)—which assigned a broad reading to the “reasonable relation” 

requirement. 545 U.S. at 202, 207; see Momenta Pharms., Inc. v. Amphastar 

Pharms., Inc., 686 F.3d 1348, 1356 (Fed. Cir. 2012) (describing the Court’s 

“expansive view”). Because the safe harbor covers a wide swath of qualifying 

uses, it becomes easier to identify (or fabricate) any use that might qualify—

and thus, under circuit precedent, easier to excuse infringing acts with both 

protected and non-protected aims. A proper reading of “solely” is now 
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essential to ensure that non-qualifying uses are not excused, and parties can 

safely pursue FDA approval without others abusing the system. 

In the words of one expert: “Judge Lourie may be right that the ‘law 

could usefully be clarified by an en banc holding of this court, expressly 

returning the word ‘solely’ to its Congressionally-enacted place in the 

statute.’” Crouch, Federal Circuit Debates Scope of 271(e)(1) Safe Harbor and 

the Meaning of “Solely,” PatentlyO (Mar. 27, 2024), 

https://patentlyo.com/patent/2024/03/federal-circuit-debates.html. 

2. This case is the ideal opportunity for the full Court to decide this 

significant question. The dispute turns on a pure question of law: the safe 

harbor’s proper construction, and the correct interpretation of the term 

“solely.” The panel was bound by existing circuit authority to disregard Meril’s 

commercial uses. The issue was outcome-determinative: there was obvious 

evidence establishing alternative uses, which both the majority here and the 

district court below declared “irrelevant” under circuit precedent. Op.9. The 

panel applied that same authority in asking whether Meril’s use was 

exclusively commercial—as any permitted use excused the entirety of its 

infringing conduct. The legal errors were not remotely “harmless.” Dissent.5. 
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At bottom, the statutory question is binary: one view of “solely” is 

correct and the other is wrong, and commercial uses are either permitted or 

not. The answer has staggering economic and practical stakes. This Court has 

advanced an atextual construction that undermines Congress’s design and 

interferes with Section 271(e)(1)’s scope. The full Court can provide useful 

guidance for all parties—and finally align this Circuit’s law with the safe 

harbor’s plain text. It is past time to restore the proper statutory meaning. 

CONCLUSION 

The petition should be granted. 
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        J. DAVID HADDEN, Fenwick & West LLP, Mountain 
View, CA, argued for defendants-appellees.  Also repre-
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MCMICHAEL, Seattle, WA.  
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                      ______________________ 
 

Before LOURIE, STOLL, and CUNNINGHAM, Circuit Judges. 
Opinion for the court filed by Circuit Judge STOLL. 
Dissenting opinion filed by Circuit Judge LOURIE. 

STOLL, Circuit Judge. 
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 conference.  
Once in San Francisco, however, the two heart valve sys-
tems 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 leaving 
the country to attend the next medical conference in Eu-
rope. 

Edwards Lifesciences Corporation and Edwards 
Lifesciences LLC (collectively, “Edwards”) appeal the 
Northern District of California’s summary judgment in fa-
vor of Meril Life Sciences Pvt. Ltd. and Meril, Inc. (collec-
tively, “Meril”) that Meril’s act of importation of the two 
transcatheter heart valve systems fell within the safe har-
bor provision of 35 U.S.C. § 271(e)(1).  Because we conclude 
the undisputed evidence shows Meril’s importation of the 
two transcatheter heart valve systems was reasonably re-
lated to submitting information to the United States Food 
and Drug Administration, we affirm the district 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. 
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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 2019, the Myval System received CE certification, 
meaning it conformed to health and safety standards for 
products sold within the European Economic Area.  As a 
result, Meril was allowed to market the Myval System in 
the European Economic Area. 

Here in the United States, the Myval System is consid-
ered a “Class III” medical device and is thus subject to cer-
tain regulatory standards.  See 21 U.S.C. 
§ 360c(a)(1)(C)(ii)(1) (classifying a Class III 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 de-
vice in human subjects, collect data from those subjects, 
and then submit the data to the FDA.  Because the pre-
market approval process can be lengthy and difficult to 
navigate, Meril first started work on a premarket submis-
sion to the FDA.  A premarket submission allows device 
manufacturers, like Meril, to request formal regulatory 
feedback on the device before officially engaging in the pre-
market approval process.  Separately, Meril began plan-
ning a “Landmark Trial”—a three-arm trial comparing the 
Myval System with the market leading devices in Europe, 
including Edwards’s SAPIEN valves—that could be in-
cluded 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 medical 
device consulting company that provides regulatory and 
clinical trial consulting services, including for premarket 
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. 

II 
In parallel, Meril sought out potential clinical re-

searchers for FDA clinical trials at the 2019 Transcatheter 
Cardiovascular Therapeutics Conference in San Francisco 
(“TCTC”).  TCTC is an annual scientific symposium hosted 
by the Cardiovascular Research Foundation featuring the 
latest developments in interventional cardiovascular med-
icine.  TCTC lasted from September 25 through Septem-
ber 29, 2019, and Meril had a booth at TCTC from 
September 26 through September 28, 2019. 

In advance of TCTC, Meril consulted with its attorneys 
and drafted “Instructions for TCT 2019 for Myval THV Sys-
tem.”  Appellants’ Br. 12.  It then orally conveyed these in-
structions to the twenty Meril employees who attended 
TCTC.  These instructions include: 

Do not make any sales or offers for sale at the con-
ference, or while in the United States for the US 
market.  You can make offer [sic] for other coun-
tries. 

Id.  On September 24, 2019, Nilay Lad, a Meril employee, 
traveled to San Francisco to attend TCTC.  He carried two 
sample Myval Systems with him on his flight to San 
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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 
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. 

Appellees’ Br. 11.  Mr. Lad initially placed the bag contain-
ing the two samples in his hotel room closet.  On Septem-
ber 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 sam-
ple 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 pric-
ing or commercially promoted the Myval System.  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 United States.  Moreover, it is undisputed 
that TCTC is attended by researchers and clinicians.  Meril 
discussed the details of the Myval System with several U.S. 
doctors to identify potential clinicians for its premarket ap-
proval application.  And it is undisputed 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 Septem-
ber 30. 
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Later, in December 2019, Meril submitted a premarket 
approval submission to the FDA proposing that Meril con-
duct clinical trials both in the United States and outside 
the United States, with about 30% of patients enrolled 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 sub-
jects 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.  Id. 

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 remedies.  
And one year later, the district court granted Meril’s mo-
tion for summary judgment, determining that Meril’s im-
portation 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 under 

the law of the regional circuit, here the Ninth Circuit.  
MAG Aerospace Indus., Inc. v. B/E Aerospace, Inc., 
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 judg-
ment de novo.  MAG Aerospace, 816 F.3d at 1376 (citing 
Greater Yellowstone Coal. v. Lewis, 628 F.3d 1143, 1148 
(9th Cir. 2010)).  “Summary judgment is appropriate if, af-
ter viewing the evidence in the light most favorable to the 
nonmoving party [and drawing all reasonable inferences in 
its favor], no genuine issue of material fact exists.”  Pauma 
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Band of Luiseno Mission Indians of the Pauma & Yuima 
Rsrv. v. California, 973 F.3d 953, 961 (9th Cir. 2020).  Im-
portant here, a fact issue is genuine “if the evidence is such 
that a reasonable jury could return a verdict for the non-
moving 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 evidence 
shows Meril’s importation of two demonstration samples of 
its transcatheter heart valves to a medical conference was 
reasonably related to recruiting investigators 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, 
offer to sell, or sell within the United States or im-
port into the United States a patented inven-
tion . . . 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 . . . . 

35 U.S.C. § 271(e)(1) (emphases added).  The safe harbor 
“provides a wide berth for the use of patented [inventions] 
in activities related to the federal regulatory process.”  
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 ex-
emption from infringement extends to all uses of patented 
inventions that are reasonably related to the development 
and submission of any information under the [Federal 
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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 defendants 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 information 
that are relevant to an FDA submission,” Amgen Inc. 
v. Hospira, Inc., 944 F.3d 1327, 1338 (Fed. Cir. 2019) (quot-
ing 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]’ rather than regulatory, at 
least where those activities are ‘consistent with the collec-
tion of data necessary for filing an application with the 
[FDA] . . . .’”  Momenta Pharm., Inc. v. Teva Pharm. USA 
Inc., 809 F.3d 610, 619 (Fed. Cir. 2015) (alterations in orig-
inal) (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 consequences of 
the activity . . . as long as the use is reasonably related to 
FDA approval.”  AbTox, 122 F.3d at 1030.  We so held be-
cause “[§] 271(e)(1) requires only that the otherwise in-
fringing act be performed ‘solely for uses reasonably related 
to’ FDA approval.”  Id.  In AbTox, defendants conducted 
limited tests consistent with the collection of data neces-
sary for filing an application with the FDA for approval of 
its medical device—activity squarely within the safe 
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harbor.  See id. at 1027.  However, plaintiff alleged that the 
actual purpose of these tests was not to secure FDA ap-
proval; rather, it was to promote the medical device to po-
tential customers and induce a third-party to purchase 
rights to the medical device, which the third-party ulti-
mately did.  Id.  Still, we determined “intent or alternative 
uses” were “irrelevant” to the invocation of § 271(e)(1) be-
cause “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, 496 U.S. at 665–69 (holding § 271(e)(1) 
exempts from infringement the use of patented inventions 
reasonably related to the development and submission of 
information needed to obtain marketing approval of medi-
cal devices). 

Our decision in Momenta followed AbTox and clarified 
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 reasonably related to the devel-
opment and submission of information to the FDA.”  Mo-
menta, 809 F.3d at 620.  Addressing 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 underlying purposes or 
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attendant consequences of the activity.’”  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 telling 
the jury that [defendant]’s additional underlying purposes 
[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 develop-
ing information for FDA submission.”  Amgen, 944 F.3d 
at 1339.  “The relevant inquiry . . . is not how [defendant] 
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 Amgen, defendant 
had manufactured twenty-one batches of a drug sub-
stance—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 defendant man-
ufactured some batches for “pre-approval inspection” and 
others “for various types of [commercial] testing,” substan-
tial evidence supported the jury’s findings that some 
batches, i.e., the former category, fell into the safe harbor, 
while others, i.e., the latter category, did not.  Id. at 1339–
41.  This some-in, some-out result for the same type of in-
fringing act makes sense given the language of the statute. 

The safe harbor exception in § 271(e)(1) applies “solely 
for uses reasonably related to the development and submis-
sion of information” to the FDA.  Read in context, “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. 
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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 
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 ap-
proval 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 submission 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 dis-
trict court that summary judgment of noninfringement 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 con-
stituted 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 sponsors,” like 
Meril, “are responsible for selecting qualified investigators 
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and providing them with the necessary information to con-
duct clinical testing.”  Telectronics Pacing Sys., 982 F.2d 
at 1523 (citing 21 C.F.R. § 812.40).  We have also held that 
such activity falls within the safe harbor of § 271(e)(1).  Id.  
It follows that the importation and 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 investiga-
tors.  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 dis-

trict court’s grant of summary judgment of noninfringe-
ment.  First, Edwards attempts to create a genuine issue 
of material fact, arguing the district court disregarded con-
temporaneous evidence and failed to view such evidence in 
the light most favorable to Edwards (the nonmovant).  Sec-
ond, Edwards argues the district court did not apply the 
safe harbor with an objective standard because, in Ed-
wards’s view, the district court solely relied on Meril’s al-
leged subjective intent for the importation.  Third, 
Edwards argues the district court improperly relied on dec-
larations from Meril employees who, according to Edwards, 
lack personal knowledge of the material facts.  None of 
these arguments convinces us that the district court erred 
in granting summary judgment of noninfringement 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 reasonably 
conclude that [the transcatheter heart valves] were im-
ported exclusively for use as commercial sales tools.”  Ap-
pellants’ Br. 34–35 (emphasis in original).  In support, 
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Edwards identifies numerous evidentiary bases in the rec-
ord from which it contends “a jury could reasonably con-
clude that Meril imported the [transcatheter heart valves] 
solely to support commercial sales, rather than to recruit 
clinical investigators.”  Appellants’ Br. 37; see also Appel-
lants’ Br. 25–27, 42–44.  We have reviewed the cited evi-
dence, however, and the inferences that Edwards asks this 
court to draw are not reasonably drawn from the evidence, 
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 importation 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 be-
low. 

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 Instructions 
to its TCT marketing team to ‘make offer for other coun-
tries.’”  Appellants’ Br. 36.  This view, however, is unteth-
ered 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 undis-
puted that no sales or offers for sale—either in the United 
States or outside the United States—occurred at TCTC, de-
spite Meril’s instruction regarding 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 
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“solely to support commercial sales, rather than to recruit 
clinical investigators.”  Appellants’ Br. 37. 

Second, Edwards contends it is reasonable to infer that 
“Meril’s importation was to support its sales efforts en-
tirely unrelated to any clinical recruiting or FDA-related 
activities” because Meril had not planned to bring the im-
ported 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 investigators.  Just be-
cause 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 rou-
tinely ignored its own FDA consultant and FDA guidance 
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 approval.”  Appel-
lants’ Br. 44 (citing J.A. 1036, 1047, 1049–50).  Again, here, 
it is undisputed that Meril hired a regulatory consultant to 
assist with preparing a voluntary premarket submission to 
the FDA.  And it is undisputed that Meril contacted the 
FDA regarding the voluntary premarket submission ahead 
of TCTC.  After a back and forth with its FDA consultant, 
Meril submitted a premarket approval submission to the 
FDA proposing about 30% of patients enrolled at U.S. clin-
ical sites contrary to its consultant’s recommendation.  
From this, it is not reasonable to infer that Meril had “no 
genuine plans” to conduct 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 sub-
jects at U.S. clinical sites.  Clinical trials are expensive.  
And we fail to see how one could reasonably infer Meril 
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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 cre-
ates a genuine issue of material fact precluding summary 
judgment because no reasonably minded juror could draw 
an inference “that Meril’s sole purpose for importing Myval 
Devices was to support its commercial sales efforts, and the 
importation was wholly unrelated to recruiting clinical in-
vestigators 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 infringing acts 
(make, use, offer to sell, sell, import) delineated in the stat-
ute.  From this premise, Meril further argues that “because 
there was no actual post-importation use, evidence of 
Meril’s intent appears to be the only probative evidence on 
applicability of the safe harbor.”  Appellants’ Br. 49 (em-
phasis in original).  Continuing, Edwards asserts that be-
cause the district court cited to Meril’s “self-serving” 
declarations—“the only evidence connecting the importa-
tion to obtaining FDA approval[, which] is evidence of 
Meril’s subjective intent”—the district court erred in 
“deeming Meril’s intent irrelevant in the absence of evi-
dence of a protected use.”  Appellants’ 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: 
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[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 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 
infringing acts (making, using, offering to sell, sell-
ing, and importing) separately, making clear that 
importation by itself (without actual use) can fall 
within the safe harbor.  The clause “solely for uses 
reasonably related to the development and submis-
sion of information” to the FDA also does not re-
quire an “actual use.”  As the Federal Circuit 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 reason-
ably related to obtaining FDA approval.”  AbTox, 
122 F. 3d at 1030. 

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 har-
bor 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 juris-
prudence 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 addi-
tional uses by defendant.  Thus, Edwards’s argument that 
the district court erred because it did not consider 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 rea-
sonably related to the submission of information to the 
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FDA.’”  Appellants’ Br. 41–42 (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 de-
clared.”  Appellants’ Br. 41. 

First, while the district court cites to the Lad declara-
tion quite frequently, it did not only rely on this declaration 
in reaching its conclusion.  For example, the district court 
cites to other expert and witness testimony and declara-
tions when concluding that Meril’s importation was rea-
sonably 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, Ste-
phens Declaration, and Bhatt Deposition).  Second, it 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 dis-
trict properly overruled the objections.  Nothing in the rec-
ord before us suggests that the district court abused its 
discretion in so ruling based on its finding that Mr. Lad 
had personal knowledge concerning the facts in his decla-
ration. 

CONCLUSION 
We have considered the parties’ remaining arguments 

and find them unpersuasive.  For the reasons above, we 
affirm the district court’s decision granting summary judg-
ment of noninfringement under § 271(e)(1)’s safe harbor. 

AFFIRMED 
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LOURIE, Circuit Judge, dissenting. 
I respectfully dissent.  I do so because the majority per-

petuates the failure of this court and others to recognize 
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 infringing act do not mat-
ter 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 stat-
ute says, development of information for the FDA.  The 
purpose of the infringing act is meaningful and important 
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to determining the safe harbor.  And attempts to tie the 
word “solely” to be modifying one or another subsequent 
term does not change that meaning.   

Arguably, the district court in this case reasonably fol-
lowed the decisions of this court in finding no genuine dis-
pute of fact as to whether Meril’s importation of two 
allegedly infringing Myval devices fell within the safe har-
bor 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 ex-
planatory language, and on specific facts, that failed to fo-
cus 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 majority, in its opin-
ion, perpetuates the courts’ misconstruction 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 importation 
of the accused Myval devices and its subsequent actions 
during TCTC (i.e., a conference on advances in cardiovas-
cular medicine) should have raised a genuine dispute as to 
whether the importation was “solely for uses reasonably re-
lated to the development and submission of information” 
under federal law, thereby precluding a grant of summary 
judgment.  35 U.S.C. § 271(e)(1) (emphasis added).  

There is no question that § 271(e)(1) was enacted as 
part of the Hatch-Waxman Act to permit generic drug man-
ufacturers 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 when the 
patent expires or is invalidated.  See H.R. Rep. No. 98-857, 
pt. 1, at 45–46 (1984), as reprinted in 1984 U.S.C.C.A.N. 
2647, 2678–79 (“The purpose of sections 271(e)(1) and (2) is 
to establish that experimentation with a patented drug 
product, when the purpose is to prepare for commercial ac-
tivity which will begin after a valid patent expires, is not a 
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patent infringement.”).  Such activity, before the enact-
ment of this statute, was an infringement.  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 lim-
ited use of a patented drug for testing and investigation 
strictly related to FDA drug approval requirements during 
the last 6 months of the term of the patent constitute a use 
which, unless licensed, the patent statute makes actiona-
ble?  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 reversing the holding of the court in 
[Roche].”  H.R. Rep. No. 98-857, pt. 2, at 27  –30 (1984), as 
reprinted in 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 ensure 
that infringing activity that was performed for purposes 
other than the development and submission of information 
under a federal law regulating drugs would not be exempt.  
See H.R. Rep. No. 98-857, pt. 2, at 27  –30 (explaining that 
the exemption created by § 271(e)(1) does not rise to the 
level of an unconstitutional taking without just compensa-
tion) (“In this case the generic manufacturer is not permit-
ted to market the patented drug during the life of the 
patent; all that the generic can do is test the drug for pur-
poses of submitting data to the FDA for approval.  Thus, 
the nature of the interference [of § 271(e) with patent 
rights] is de minimis.”).   

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

The legislative history makes clear that the exemption 
“does not permit the commercial sale of a patented drug by 
the party using the drug to develop [federal regulatory] in-
formation,” 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 Pa-
tent Protection in the Drug Industry: The Drug Price Com-
petition and Patent Term Restoration Act of 1984, 40 Food 
Drug Cosm. L.J. 269, 308 (1985) (“[T]he provision allows 
for testing and experimental activity only for the purpose 
of developing information which is required to obtain ap-
proval of a drug.  It does not allow the commercial sale of a 
patented drug by the person using the patented drug to de-
velop such information.”).  Like commercial sales, import-
ing 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 
to medical devices as well as drugs.  Accordingly, if a fact-
finder had concluded that the importation of Myval devices 
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 ex-
empt 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 
Samples to the TCT Conference is exempt under 
the safe harbor.  It is undisputed that Meril trans-
ported the medical device to the TCT Conference, 
which was attended by a large number of potential 
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clinical trial investigators.  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-cv-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 omission, as the 
court seemed to ignore that term’s meaning throughout its 
analysis.  The court, in footnote 7 in its opinion, stated that 
“[b]ecause 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 substan-
tive analysis, effectively disregarding any evidence con-
cerning Meril’s commercial 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 state-
ments 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. Ven-
tritex, Inc., 982 F.2d 1520 (Fed. Cir. 1992).  There, the issue 
was whether an accused infringer who demonstrated a 
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potentially infringing medical device at several medical 
conferences to both physicians and non-physicians, the lat-
ter 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 purpose for the accused in-
fringer’s allegedly infringing demonstrations—recruiting 
clinical investigators for clinical trials.  Id. at 1523.  Ac-
cordingly, because the party alleging infringement “admit-
ted that the demonstrations were not a sale or an offer to 
sell,” we held those demonstrations exempt.  Id. (“Absent 
some showing that Ventritex’s purpose is disputed . . . such 
demonstrations constitute an exempt use reasonably re-
lated to FDA approval, because device sponsors are respon-
sible for selecting qualified investigators and providing 
them with 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 con-
ducted 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 underlying purposes or at-
tendant consequences of the activity . . . , as long as the use 
is reasonably related to FDA approval.”  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 infringement—which was not disputed in 
Telectronics—was rendered irrelevant.  AbTox’s unsup-
ported 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 
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and submission of information” under federal law, when 
our precedent instructs 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 alterna-
tive uses are crucial to determining compliance with the 
statute.   

To be sure, the Supreme Court, in Merck KGaA v. Inte-
gra 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 AbTox.  
545 U.S. at 202 (“Though the contours of this provision 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 process.”).  
The Court explained: 

Congress did not limit § 271(e)(1)’s safe harbor to 
the development of information for inclusion in a 
submission to the FDA; nor did it create an exemp-
tion applicable only to the research relevant to fil-
ing an ANDA for approval of a generic drug.  
Rather, it exempted from infringement all uses of 
patented compounds “reasonably related” to the 
process of developing information for submission 
under any federal law regulating the manufacture, 
use, or distribution of drugs.  We decline to read the 
“reasonable relation” requirement so narrowly as 
to render § 271(e)(1)’s stated protection 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 drugmaker 
has a reasonable basis for believing that a patented 
compound may work, through a particular biologi-
cal process, to produce a particular physiological ef-
fect, and uses the compound in research that, if 
successful, would be appropriate to include in a 
submission to the FDA, that use is “reasonably 
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related” to the “development and submission of in-
formation under . . . Federal law.”  § 271(e)(1). 

Id. at 206–07 (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 under any 
federal law regulating the manufacture, use, or distribu-
tion of drugs,” id. at 206, the surrounding context evidences 
that the Court’s statement referred to the situation in 
which the results of a regulatory-intended experiment are 
not actually submitted to the FDA.  Such an interpretation 
is directly supported by Congressional intent, as the legis-
lative history states that a “party which develops such in-
formation, but decides not to submit an application for 
approval, is protected as long as the development was done 
to determine whether or not an application 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 in-
discriminate disregard of intent and alternative uses once 
a reasonable relation to FDA regulatory approval is estab-
lished.  Indeed, the Court seemed to recognize this, all 
while implicitly rejecting a categorical approach to this is-
sue, 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 reason-
able belief that the compound will cause the [desired phys-
iological 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 decision in Merck certainly warned 
against narrow application of the § 271(e)(1) safe harbor, 
at least with respect to what it means for a use to be “rea-
sonably related” to FDA approval, it should not be read as 
going so far as to endorse the vast expansion of the exemp-
tion in AbTox, which rendered intent irrelevant.  In fact, 
other than quoting the statute’s language, the Court’s opin-
ion in Merck failed to even mention the word “solely,” and 
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therefore cannot be read to have considered the effect of 
that key limitation on the meaning of the statute.   

Our departure from the plain statutory language con-
tinued in Momenta Pharmaceuticals, Inc. v. Amphastar 
Pharmaceuticals, Inc., 686 F.3d 1348 (Fed. Cir. 2012) (“Mo-
menta 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 application of the 
safe harbor should not depend on a pre-approval/post-ap-
proval distinction.  Id. at 1359–60 (concluding that 
“‘[s]olely’ modifies ‘uses reasonably related to the develop-
ment and submission of information,’ but does not place 
any other restriction on when the patented invention may 
be used without infringing” (emphasis added)).  Accord-
ingly, 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 contentions in a footnote; how-
ever, its defense relied only on the Supreme Court’s incon-
clusive 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 II”), after the 
district court had found the accused testing exempt under 
the safe harbor at summary judgment.  At that juncture, 
we reversed course on our earlier determination in Mo-
menta I as to the application of § 271(e)(1)’s exemption, 
finding that the law of the case doctrine did not apply.  Mo-
menta II, 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 har-
bor applied, id. at 622.  In doing so, we seemingly recog-
nized the problematic reach of the precedent of AbTox and 
attempted to cabin its influence.  Id. at 620–21 (clarifying 
that AbTox’s categorical language is limited to activities 
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reasonably related to obtaining FDA approval, not merely 
complying with any FDA regulation, including those which 
apply post-approval).  But that additional limitation pro-
vided by Momenta II still did not fully realign our prece-
dent with the plain language of § 271(e)(1), as AbTox still 
allows for (and, in fact, instructs) the disregard of intent 
and alternative uses in the pre-approval context once a 
fact-finder identifies any use reasonably related to obtain-
ing FDA approval. 

The tension between the plain language of the statute 
and our court’s precedent was again apparent in our deci-
sion in Amgen.  There, an accused infringer manufactured 
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 instruc-
tions stated that if the accused infringer “proved that the 
manufacture of a particular batch was reasonably related 
to developing and submitting information to the FDA in or-
der to obtain FDA approval, [the accused infringer’s] addi-
tional underlying purposes for the manufacture and use of 
that batch do not remove that batch from the Safe Harbor 
defense.”  Id. at 1338.  Applying 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.  Nevertheless, that jury instruction cannot be 
squared with the plain language of § 271(e)(1) in determin-
ing whether an accused infringing act is “solely for uses 
reasonably related to the development and submission of 
information” under federal pharmaceutical regulations 
necessarily requires the examination of any potential addi-
tional purposes and uses.  35 U.S.C. § 271(e)(1) (emphasis 
added).  It did not address it.   

Given those statements and conclusions, on admittedly 
varying fact situations, the law could usefully be clarified 
by an en banc holding of this court, expressly returning the 
word “solely” to its Congressionally-enacted place in the 
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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 importation was “solely for uses reason-
ably related to the development and submission of infor-
mation” under federal pharmaceutical regulations under 
the correct interpretation 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 exist-
ing precedent.  However, in my view, under a correct inter-
pretation of the law, particularly including adequate 
consideration of the word “solely,” summary judgment for 
Meril should be reversed because the facts here support the 
reasonable view that the importations occurred, at least 
partially, for commercial reasons and thus were not enti-
tled to safe harbor.   

I therefore respectfully dissent.  
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