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Syllabus 

HIKMA PHARMACEUTICALS USA INC. et al. v. 
AMARIN PHARMA, INC., et al. 

certiorari to the united states court of appeals for 
the federal circuit 

No. 24–889. Argued April 29, 2026—Decided June 4, 2026 

Once the Food and Drug Administration (FDA) has approved a new drug, 
federal law authorizes other manufacturers to seek approval for market-
ing generic versions so long as they do not infringe on any patented 
uses. All 50 States and the District of Columbia permit (or require) 
medical providers to substitute the brand-name drug with the cheaper 
generic version. Still, generic manufacturers may be subject to liabil-
ity under federal law if they actively induce infringement of the brand 
manufacturer's patent. See 35 U. S. C. § 271(b). 

Amarin Pharma, Inc. developed Vascepa, a drug containing the active 
ingredient icosapent ethyl. In 2012, the FDA approved Vascepa for 
the treatment of severe hypertriglyceridemia (the “SH indication”). In 
2019, the FDA approved Vascepa for a second, more common use: reduc-
ing cardiovascular risk in hypertriglyceridemia patients who already 
take statins (the “CV indication”). Amarin obtained two method-of-use 
patents for this indication. 

Hikma Pharmaceuticals USA Inc., a generic drug manufacturer, sub-
mitted an abbreviated new drug application for generic icosapent ethyl 
in 2016. It initially fled a paragraph IV certifcation, see 21 U. S. C. 
§ 355(j)(2)(A)(vii)(IV), asserting that Amarin's SH-indication patents 
were invalid. After a district court invalidated Amarin's SH-indication 
patents, Hikma supplemented its application with a section viii state-
ment, see § 355(j)(2)(A)(viii), seeking approval of a skinny label that in-
cluded only the SH indication and carved out Vascepa's still-patented 
CV-indication method of use. In 2020, the FDA approved Hikma's 
application with the skinny label and assigned an “AB” rating indicat-
ing therapeutic equivalence to Vascepa when used according to its 
labeling. 

Amarin fled suit in the District of Delaware, alleging that Hikma 
actively induced others to infringe Amarin's CV-indication patents 
based on the totality of Hikma's statements across the skinny label, the 
patient information leafet, Hikma's website, and its press releases. 
The District Court granted Hikma's motion to dismiss for failure to 
state a claim, explaining that none of these statements constituted ac-
tive steps to encourage infringement. The Federal Circuit reversed, 
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fnding it at least plausible that a physician could read the relevant 
statements as an instruction or encouragement to infringe. 

Held: Amarin has failed to state a claim for active inducement in violation 
of § 271(b), so its complaint cannot withstand Hikma's motion to dismiss. 
The central question is whether Amarin plausibly alleged that Hikma 
actively encouraged infringing use, not merely whether doctors could 
plausibly read the alleged statements as instructions to infringe. 
Pp. 589–596. 

(a) A claim for active inducement of infringement under § 271(b) re-
quires three elements: direct infringement by a third party, Limelight 
Networks, Inc. v. Akamai Technologies, Inc., 572 U. S. 915, 920–921; 
knowledge that “the induced acts constitute patent infringement,” 
Global-Tech Appliances, Inc. v. SEB S. A., 563 U. S. 754, 766; and “active 
steps . . . to encourage direct infringement,” Metro-Goldwyn-Mayer 
Studios Inc. v. Grokster, Ltd., 545 U. S. 913, 936 (internal quotation 
marks omitted). Pp. 586–587. 

(b) This case concerns the third element—“active steps.” Active 
steps involve “purposeful, culpable expression and conduct,” Grokster, 
545 U. S., at 937, i. e., “affrmative,” as opposed to passive, actions “to 
bring about the desired result” of patent infringement, Global-Tech, 563 
U. S., at 760. We have defned “active steps” to exclude “ordinary acts 
incident to product distribution,” Grokster, 545 U. S., at 937; those are 
insuffcient to support liability. P. 590. 

(c) Given these standards, Amarin misses the mark in arguing that it 
need not do more than “allege . . . a plausible chain of events through 
which statements made by [Hikma] could lead a healthcare provider . . . 
to prescribe or dispense Hikma's drug to reduce a patient's cardiovascu-
lar risk.” Brief for Respondents 21 (alterations and internal quotation 
marks omitted). Allegations of “active steps” cannot be based only on 
“vague” language “combined with speculation about how [others] may 
act.” Takeda Pharmaceuticals U. S. A., Inc. v. West-Ward Pharmaceu-
tical Corp., 785 F. 3d 625, 632. Pp. 590–592. 

(d) Applying these standards, Amarin fails to allege “more than a 
sheer possibility” that Hikma actively induced infringement. Ashcroft 
v. Iqbal, 556 U. S. 662, 678. Pp. 592–595. 

(1) Several of Hikma's statements have an “obvious alternative ex-
planation”: compliance with the law or standard industry practice. Bell 
Atlantic Corp. v. Twombly, 550 U. S. 544, 567. Hikma's label retained 
information about a clinical study, but that is because by statute Hikma's 
label must be identical to Amarin's except for the carved-out use, 21 
U. S. C. § 355(j)(2)(A)(v). Further, describing a drug as the “ `generic 
equivalent' ” to the brand-name comparator is “normal industry prac-
tice.” Inwood Laboratories, Inc. v. Ives Laboratories, Inc., 456 U. S. 
844, 847–848. Pp. 592–593. 
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(2) Because the Court looks for affrmative statements or actions 
to induce liability, Amarin may not rely on “mere omissions, inactions, 
or nonfeasance”—such as the skinny label's omission of the CV Limita-
tion of Use or the press releases' failure to “mentio[n] that [Hikma's] 
approved use was limited to the far-lesser-known SH indication,” Brief 
for Respondents 23, 26—to plausibly allege active inducement, Twitter, 
Inc. v. Taamneh, 598 U. S. 471, 489. Pp. 593–594. 

(3) Hikma's remaining statements are too vague to support induce-
ment liability. The patient information leafet's warning about side ef-
fects for people with cardiovascular disease and its disclaimer that medi-
cines are sometimes prescribed for other purposes are implausibly 
roundabout ways to induce medical providers to infringe. The web-
site's description of the therapeutic category as “hypertriglyceridemia” 
and the indication that the drug is “AB” rated do not plausibly constitute 
statements designed “to stimulate others to commit” infringement, 
Grokster, 545 U. S., at 937, especially where the website clarifes that 
Hikma's generic is indicated for fewer than all approved indications of 
Vascepa. Finally, the sales fgures in Hikma's press releases—the 
vaguest of the statements alleged—require a “possib[le]” but not “ `plau-
sible' ” chain of events to occur for a medical provider to draw encour-
agement to infringe. Iqbal, 556 U. S., at 678. Pp. 594–595. 

104 F. 4th 1370, reversed and remanded. 

Jackson, J., delivered the opinion for a unanimous Court. 

Charles B. Klein argued the cause for petitioners. With 
him on the briefs were Michael B. Kimberly, Claire A. Fun-
dakowski, Samuel S. Park, Eimeric Reig-Plessis, and Ali-
son M. King. 

Deputy Solicitor General Stewart argued the cause for the 
United States as amicus curiae urging reversal. With 
him on the brief were Solicitor General Sauer, Assistant 
Attorney General Shumate, Max E. Schulman, and Daniel 
Tenny. 

Michael R. Huston argued the cause for respondents. 
With him on the brief were Nathan K. Kelley, Nicholas S. 
Crown, and Jonathan I. Tietz.* 

*Briefs of amici curiae urging reversal were fled for the Association 
for Accessible Medicines by William M. Jay, Jaime A. Santos, and Isabel 
M. Marin; for Public Citizen by Scott L. Nelson and Allison M. Zieve; 
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Justice Jackson delivered the opinion of the Court. 

Federal law allows pharmaceutical manufacturers to mar-
ket generic versions of brand-name drugs, so long as they 
obtain approval from the Food and Drug Administration 
(FDA) and do not infringe on any patented uses. Because 
a generic drug is, by defnition, “biologically equivalent to 
. . . the brand-name drug,” Caraco Pharmaceutical Labora-
tories, Ltd. v. Novo Nordisk A/S, 566 U. S. 399, 405 (2012), 
many medical providers use brand-name and generic drugs 
interchangeably, regardless of whether the intended use is 
covered by a patent. Such substitution is allowed (and 
sometimes required) by state laws across the Nation, but 
generic manufacturers may be subject to liability under fed-
eral law if they “actively induc[e] infringement of [the brand 
manufacturer's] patent.” 35 U. S. C. § 271(b). 

Respondent Amarin Pharma, Inc., the manufacturer 
of brand-name icosapent ethyl, brought an induced-

for Shashank Upadhye, pro se; for Former Congressman Henry A. Wax-
man by William B. Schultz and Margaret M. Dotzel; and for 76 Scholars 
of Law et al. by Charles Duan and Michael A. Carrier. 

Briefs of amici curiae urging affrmance were fled for AbbVie Inc. et al. 
by Jonathan S. Massey; for Academic Medical Centers by Ronald E. Ca-
hill, Steven P. Caltrider, and William R. Boudreaux; for the American 
Intellectual Property Law Association by Barbara A. Fiacco, Urszula 
Nowak, Spenser C. Angel, and Salvatore Anastasi; for Pharmaceutical 
Research and Manufacturers of America et al. by Sarah E. Harrington 
and David E. Korn; for Sanof by Zachary D. Tripp, Rachel Weiner Cohen, 
and Robert B. Niles-Weed; and for Former Federal Circuit Chief Judge 
Paul R. Michel et al. by Gregory A. Castanias and Jason G. Winchester. 

Briefs of amici curiae were fled for the Intellectual Property Owners 
Association by Paul H. Berghoff and Samantha J. Aguayo; for the Licens-
ing Executives Society (U. S. A. and Canada), Inc., (LES) by Brian P. 
O'Shaughnessy; for the New York Intellectual Property Law Association 
by Paul A. Coletti; for the Public Interest Patent Law Institute by Chris-
topher T. Bavitz, Michael Rosenbloom, and Alex H. Moss; for Regeneron 
Pharmaceuticals, Inc. by Farheena Y. Rasheed, Kamilyn Y. Choi, Larry A. 
Coury, Petra Scamborova, and Irena Royzman; and for Patent Law Profes-
sor Paul R. Gugliuzza et al. by Phillip R. Malone and Nina K. Srejovic. 
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infringement claim against petitioner Hikma Pharmaceuti-
cals USA Inc., a manufacturer of generic icosapent ethyl. 
Amarin relied on a combination of Hikma's statements across 
its skinny label (an abbreviated label used for generic drugs), 
its website, and its press releases to allege that Hikma took 
“active steps” to induce infringement of Amarin's patented 
uses. After the District Court dismissed the complaint for 
failure to state a claim, the Court of Appeals for the Federal 
Circuit reversed, fnding it “at least plausible that a physician 
could read” the relevant statements “as an instruction or en-
couragement to” infringe. 104 F. 4th 1370, 1380 (2024). 

That was error. The central question is whether Amarin 
plausibly alleged that Hikma actively encouraged infringing 
uses, not merely whether doctors could plausibly read the 
alleged statements as instructions to infringe. We there-
fore reverse the judgment of the Federal Circuit and remand 
the case for further proceedings. 

I 

A 

The FDA must approve new and generic drugs before they 
go to market. See Caraco, 566 U. S., at 404–405. For ap-
proval to market a new drug, the manufacturer must submit 
a new drug application (NDA) with at least three types of 
supporting documents: (1) reports setting forth suffcient in-
formation to establish the drug's safety and effcacy for its 
intended uses; (2) “the labeling proposed to be used for such 
drug”; and (3) the relevant drug patents, whether they pro-
tect the drug itself or the manufacturer's exclusive rights 
over a particular “method of using such drug.” 21 U. S. C. 
§§ 355(b)(1)(A)(i), (vi), (viii); see Caraco, 566 U. S., at 404–405. 

Once the FDA has approved a new drug, federal law au-
thorizes other manufacturers to seek approval for marketing 
generic versions. In particular, the Hatch-Waxman Amend-
ments “allow a generic competitor to fle an abbreviated new 
drug application (ANDA) piggy-backing on the brand's 
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NDA.” Id., at 404–405 (citing §§ 355( j)(2)(A)(ii), (iv) (2012 
ed.)). “[T]he typical ANDA shows that the generic drug has 
the same active ingredients as, and is biologically equivalent 
to, the brand-name drug.” Id., at 405. The generic manu-
facturer can thereby “avoid the costly and time-consuming 
studies required for a pioneer drug.” Eli Lilly & Co. v. 
Medtronic, Inc., 496 U. S. 661, 676 (1990). 

But the FDA cannot authorize a generic drug that would 
infringe a patent. So, while the FDA does not control the 
approval of drug patents, it keeps track of them in a volume 
called Approved Drug Products With Therapeutic Equiva-
lence Evaluations, or more memorably, the Orange Book. A 
manufacturer seeking to market a generic version of a drug 
that appears in the Orange Book has two options. The frst 
is to fle a “paragraph IV certifcation,” which states that a 
patent “is invalid or will not be infringed by the manufac-
ture, use, or sale of the [generic] drug.” § 355( j)(2)(A) 
(vii)(IV). Such fling is an act of infringement under patent 
law, and it gives the brand-name manufacturer the right to 
fle a lawsuit against the generic manufacturer to determine 
the validity and scope of the patent. Caraco, 566 U. S., at 
407 (citing 35 U. S. C. § 271(e)(2)(A) (2012 ed.)). The generic 
manufacturer that chooses this approach wagers that it will 
eventually be able to “market its drug for all approved uses,” 
not just the unpatented ones. Caraco, 566 U. S., at 408. 

The second option is to submit a “section viii statement,” 
and assert “that the generic manufacturer will market the 
drug for one or more methods of use not covered by the 
brand's patents.” Id., at 406; see 21 U. S. C. § 355( j)(2)(A) 
(viii). This less confrontational path may be available if, for 
example, “the brand's patent on the drug compound has ex-
pired and the brand holds patents on only some approved 
methods of using the drug.” Caraco, 566 U. S., at 406. A 
manufacturer that selects the section viii option must fle 
with its ANDA a proposed “skinny label” that “ ̀ carves out' 
from the brand's approved label the still-patented methods of 
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use.” Ibid.; see 21 CFR § 314.94(a)(8)(iv) (2025). In other 
words, the skinny label may not give instructions for uses 
that would infringe the patented methods of use. 

These provisions do not foreclose the possibility that an 
approved ANDA may still interfere with a patented method 
of use. Because a generic drug is, by defnition, “biologi-
cally equivalent to . . . the brand-name drug,” Caraco, 566 
U. S., at 405, medical professionals routinely prescribe (and 
pharmacists routinely dispense) the former interchangeably 
with the latter, including for patented methods of use, see 
Inwood Laboratories, Inc. v. Ives Laboratories, Inc., 456 
U. S. 844, 847, n. 4 (1982). They do so with the blessing of 
their States' generic substitution laws, which, depending 
on the State, permit or require providing the cheaper ge-
neric version to patients. See, e. g., Tex. Occ. Code Ann. 
§ 562.008(b) (West 2018) (permitting); Fla. Stat. § 465.025(2) 
(2025) (requiring). 

Given that all 50 States and the District of Columbia have 
such laws, see Brief for United States as Amicus Curiae 7–8 
(collecting statutes), generic manufacturers surely know (and 
perhaps even expect) that their products will be put to in-
fringing use. But “mere knowledge of infringing potential 
or of actual infringing uses [is] not . . . enough . . . to subject 
a distributor to liability.” Metro-Goldwyn-Mayer Studios 
Inc. v. Grokster, Ltd., 545 U. S. 913, 937 (2005); see also Cox 
Communications, Inc. v. Sony Music Entertainment, 607 
U. S. 583, 594 (2026). Still, a generic manufacturer can cross 
the line into liability if it “actively induces infringement of 
[the brand manufacturer's] patent.” 35 U. S. C. § 271(b). 

A trio of our patent cases illuminates the required ele-
ments of an induced-infringement claim. First, there must 
be direct infringement by a third party. Limelight Net-
works, Inc. v. Akamai Technologies, Inc., 572 U. S. 915, 920– 
921 (2014). Second, the inducer must know that “the in-
duced acts constitute patent infringement.” Global-Tech 
Appliances, Inc. v. SEB S. A., 563 U. S. 754, 766 (2011). 
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Third, and most relevant here, the inducer must take “active 
steps . . . to encourage direct infringement.” Grokster, 545 
U. S., at 936 (internal quotation marks omitted). 

B 

Amarin developed a drug called Vascepa, which contains 
the active ingredient icosapent ethyl. See 104 F. 4th, at 
1372. “In 2012, the [FDA] approved Vascepa for the treat-
ment of severe hypertriglyceridemia (`the SH indication'),” 
a condition characterized by very high blood triglyceride lev-
els. Ibid. Vascepa's label disclosed that its effect “on car-
diovascular mortality and morbidity in patients with severe 
hypertriglyceridemia has not been determined” (the “CV 
Limitation of Use”) because Vascepa was not yet approved 
for other uses. Ibid. (internal quotation marks omitted). In 
the meantime, Amarin continued its research into Vascepa's 
potential cardiovascular uses. 

Hikma is a generic drug manufacturer. In 2016, Hikma 
submitted an ANDA for approval of its generic icosapent 
ethyl. Hikma opted to fle a paragraph IV certifcation, as-
serting that Amarin's method-of-use patents for the SH indi-
cation was invalid. Ibid., n. 4. Amarin sued Hikma, and a 
district court invalidated Amarin's SH-indication method-of-
use patents. Ibid. 

But that decision did not spell doom for Amarin. In 2019, 
before the invalidation of Amarin's SH-indication patents, 
and while Hikma's ANDA remained pending, the FDA ap-
proved Vascepa for a second, much more common use: as a 
treatment to reduce cardiovascular risk in hypertriglyceri-
demia patients who already take statins (the “CV indica-
tion”). Id., at 1372. Amarin removed the CV Limitation 
of Use from Vascepa's label and obtained two method-of-use 
patents for the CV indication. Ibid. 

Hikma responded to these new developments by supple-
menting its pending ANDA with a section viii statement. 
Hikma now sought approval of a skinny label that included 
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only the SH indication (no longer protected by a method-of-
use patent). Id., at 1373. To ensure that its labeling other-
wise mirrored Vascepa's, see 21 U. S. C. § 355( j)(2)(A)(v) (re-
quiring generic labeling to be the “same” as the brand-name 
labeling with a few exceptions), Hikma also removed the CV 
Limitation of Use from its proposed label. In 2020, the FDA 
approved Hikma's ANDA with the skinny label, and assigned 
Hikma's generic drug an “AB” rating, indicating that it is 
therapeutically equivalent to Vascepa when used according 
to its labeling. 104 F. 4th, at 1373–1374. 

Soon after Hikma began marketing its generic drug, 
Amarin fled suit in the District of Delaware, alleging that 
Hikma had actively induced others to infringe Amarin's pat-
ent for the CV-indication method of use. Amarin alleged 
that the totality of Hikma's statements across several docu-
ments encouraged infringing uses. 578 F. Supp. 3d 642, 645– 
647 (2022). First, the label omitted the CV Limitation of 
Use and retained information about a clinical study in which 
some of the patients were taking statins.1 Second, the pa-
tient information leafet that accompanied the label warned 
against possible side effects for “people who have heart (car-
diovascular) disease”—the target population for Vascepa's 
patented CV-indication method of use—and noted that 
“[m]edicines are sometimes prescribed for purposes other 
than those listed in a Patient Information leafet.” 2 App. 
124–125. Third, Hikma's website described its generic drug 
as “AB” rated, and listed the drug's therapeutic category as 
“[h]ypertriglyceridemia,” a category that includes but is 
broader than SH. Id., at 195. Finally, prior to the launch 
of its generic drug, Hikma issued a series of press releases 
describing the product as “ ̀ generic Vascepa®' without men-
tioning that th[e] approved use was limited to the far-lesser-
known SH indication,” and touting Vascepa's U. S. sales fg-

1 Recall that the CV-indication method of use that Amarin successfully 
patented was the concurrent taking of Vascepa with statins. See supra, 
at 587. 
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ures attributable to both the SH and CV indications. Brief 
for Respondents 23–24. In response to Amarin's complaint, 
Hikma fled a motion to dismiss under Federal Rule of Civil 
Procedure 12(b)(6), for failure to state a claim for induced 
infringement. 

The District Court granted Hikma's motion to dismiss, ex-
plaining that none of Hikma's statements constituted active 
steps to encourage infringing Amarin's method-of-use pat-
ents for the CV indication. 578 F. Supp. 3d, at 645–648. 
The Federal Circuit reversed. It held (as all agree here) 
that Hikma's label, standing alone, does not induce infringe-
ment. See 104 F. 4th, at 1379; Brief for Respondents 40–41. 
But the court found it “at least plausible that a physician 
could read” the label, website, and press releases “as an in-
struction or encouragement to prescribe [Hikma's generic] 
for any of the approved uses of icosapent ethyl.” 104 F. 4th, 
at 1378–1380 (emphasis deleted). 

We granted certiorari, 607 U. S. 1147 (2026), to decide 
whether Hikma's various statements, when considered in 
their totality, boost Amarin's lawsuit over the Rule 12(b)(6) 
hurdle. For the reasons that follow, we hold that they do 
not. 

II 

Our well-established federal pleading standards are not up 
for debate in this case. In order to proceed to discovery, a 
plaintiff must “state a claim to relief that is plausible on its 
face.” Bell Atlantic Corp. v. Twombly, 550 U. S. 544, 570 
(2007). That plausibility standard “asks for more than a 
sheer possibility that a defendant has acted unlawfully.” 
Ashcroft v. Iqbal, 556 U. S. 662, 678 (2009). If the complaint 
“pleads facts that are merely consistent with a defendant's 
liability, it stops short of the line between possibility and 
plausibility of entitlement to relief.” Ibid. (internal quota-
tion marks omitted). Instead, to nudge a claim “across the 
line from conceivable to plausible,” a plaintiff must plead 
facts that, if true, “allo[w] the court to draw the reasonable 
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inference that the defendant is liable for the misconduct al-
leged,” id., at 678, 680 (internal quotation marks omitted), 
and to rule out “obvious alternative explanation[s]” for the 
defendant's conduct, Twombly, 550 U. S., at 567. 

This case requires us to apply these familiar pleading 
standards to the third element of an induced-infringement 
claim: that the inducer took “active steps . . . to encourage 
direct infringement.” Grokster, 545 U. S., at 936 (internal 
quotation marks omitted).2 Our case law defning “active 
steps” thus governs the boundaries of a plausible induced-
infringement claim. Most fundamentally, “inducement must 
involve the taking of affrmative,” as opposed to passive, 
“steps to bring about the desired result” of patent infringe-
ment. Global-Tech, 563 U. S., at 760; see also Grokster, 545 
U. S., at 935 (requiring “statements or actions directed to 
promoting infringement”); Cox Communications, 607 U. S., 
at 595 (citing lack of “evidence of express promotion [or] mar-
keting” as a reason for no liability (internal quotation marks 
omitted)). To avoid “trenching on regular commerce,” “or-
dinary acts incident to product distribution” are insuffcient 
to support liability. Grokster, 545 U. S., at 937. 

Given these standards, Amarin misses the mark in arguing 
that it need not do more than “allege . . . a plausible chain of 
events through which statements made by [Hikma] could 
lead a healthcare provider . . . to prescribe or dispense Hik-
ma's drug to reduce a patient's cardiovascular risk.” Brief 
for Respondents 21 (alterations and internal quotation marks 
omitted).3 Amarin relies primarily on two cases to press 

2 Hikma does not dispute before us that Amarin plausibly pleaded the 
other two elements of induced infringement: direct infringement and spe-
cifc intent. See 104 F. 4th 1370, 1378 (CA Fed. 2024). 

3 To Amarin's credit, this argument refects the recent approach of the 
Federal Circuit, which has increasingly trained its focus on whether the rele-
vant statements could be read by medical providers as instructions to in-
fringe. See, e. g., GlaxoSmithKline LLC v. Teva Pharmaceuticals USA, 
Inc., 7 F. 4th 1320, 1336–1337 (2021) (per curiam). The decision below ap-
pears to follow this trend line. See 104 F. 4th, at 1378–1380 (resting rever-
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its point. First, it points to our holding in National Rife 
Association of America v. Vullo, 602 U. S. 175 (2024), that, 
“[t]o state a claim that the government violated the First 
Amendment through coercion of a third party, a plaintiff 
must plausibly allege conduct that, viewed in context, could 
be reasonably understood to convey a threat of adverse 
government action,” id., at 191 (emphasis added). Import-
ing this First Amendment standard into the induced-
infringement context, however, would water down the stat-
ute's express requirement of “activ[e] induce[ment].” 35 
U. S. C. § 271(b). 

Amarin's second (and more germane) case is Grokster, 
where we described “[t]he classic instance of inducement” as 
an “advertisement or solicitation that broadcasts a message 
designed to stimulate others to commit violations.” 545 
U. S., at 937; see Brief for Respondents 21. But statements 
designed to stimulate others form a narrower category than 
statements that could stimulate others. And in Grokster, 
the defendants' statements ft into that narrower class: Grok-
ster, a distributor of free fle-sharing software, “sent users a 
newsletter promoting its ability to provide particular, popu-
lar copyrighted materials.” 545 U. S., at 926. StreamCast, 
another such distributor, “beamed onto the computer screens 
of users of Napster,” another notorious fle-sharing service, 
“ads urging the adoption of its OpenNap program, which was 
designed, as its name implied, to invite the custom of patrons 
of Napster.” Id., at 937. “And both companies communi-
cated a clear message by responding affrmatively to re-
quests for help in locating and playing copyrighted materi-
als.” Id., at 938. We held that such overt efforts to 
“entic[e] or persuad[e] another” to engage in copyright in-

sal on the conclusion that it is “at least plausible that a physician could 
read” the relevant statements “as an instruction or encouragement” to 
infringe). We reject that trend today, and hereby emphasize that the key 
question is whether a defendant actively encouraged infringement through 
its statements, not merely how others may understand those statements. 
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fringement “overc[ame] the law's reluctance to fnd liability 
when a defendant merely sells a commercial product suitable 
for some lawful use.” Id., at 935–936. 

All in all, inducement cannot be based only on “vague” 
language “combined with speculation about how [others] may 
act.” Takeda Pharmaceuticals U. S. A., Inc. v. West-Ward 
Pharmaceutical Corp., 785 F. 3d 625, 632 (CA Fed. 2015); 
see also Grokster, 545 U. S., at 937 (requiring “purposeful, 
culpable expression and conduct”). That said, Hikma over-
shoots by urging that active inducement must be “express.” 
See Reply Brief 22–23. A defendant can achieve active in-
ducement through implicit encouragement, as StreamCast 
did through the “suggestiv[e]” name of its “OpenNap pro-
gram.” Grokster, 545 U. S., at 937, 938. But implicit or ex-
plicit, the necessary inducement must be “clear” to the rele-
vant audience and “affrmative.” See id., at 937. 

III 

Applying these standards to the complaint here, Amarin 
fails to allege “more than a sheer possibility” that Hikma 
actively induced infringement of Amarin's CV-indication pat-
ents. Iqbal, 556 U. S., at 678. Amarin's allegations, 
whether viewed together or separately, fail to establish that 
Hikma took any affrmative steps to encourage infringement. 

First, several of the relevant statements have an “obvious 
alternative explanation,” Twombly, 550 U. S., at 567: Hikma 
was just complying with the law or with standard industry 
practice. Start with the law. It is true, as Amarin com-
plains, that Hikma's label omitted the CV Limitation of Use 
and retained information about a clinical study involving pa-
tients taking statins, just as Amarin's label did. But that is 
because, by statute, Hikma's label must be identical to Amar-
in's except for the carved-out use, barring specifed circum-
stances not applicable here. 21 U. S. C. § 355( j)(2)(A)(v); see 
also 21 CFR § 314.94(a)(8)(iv); PLIVA, Inc. v. Mensing, 564 
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U. S. 604, 616 (2011) (explaining the “duty of sameness” for 
generic drug manufacturers).5 

Amarin also fnds fault in Hikma's statements describing 
its product as “ ̀ generic Vascepa' ” or the “ ̀ generic equiva-
lent' of Vascepa” in the prelaunch press releases. Brief for 
Respondents 23–24. But as we have explained, it is “normal 
industry practice” to “truthfully describe” a generic drug as 
“ ̀ equivalent' ” to the brand-name comparator. See Inwood 
Laboratories, 456 U. S., at 847–848; § 353d(a)(3) (defning the 
term “generic version ” as “a drug approved under [§ 355] 
whose reference listed drug is a covered drug”). We decline 
to put generic manufacturers between a rock and a hard 
place by turning adherence to the law and industry stand-
ards into building blocks for illegal conduct. 

Second, Amarin may not rely on “mere omissions, inac-
tions, or nonfeasance” to allege active inducement. Twitter, 
Inc. v. Taamneh, 598 U. S. 471, 489 (2023). With a healthy 
stretch of the imagination, one might believe that some medi-
cal providers could read between the lines and draw im-
proper conclusions from the skinny label's omission of the 
CV Limitation of Use and the press releases' failure to “men-
tio[n] that [Hikma's] approved use was limited to the far-
lesser-known SH indication.” Brief for Respondents 23, 26. 
But we look for affrmative “statements or actions” precisely 
to avoid “trenching on regular commerce” based on such a 
contingent chain of events. Grokster, 545 U. S., at 935, 937. 
Otherwise, “ordinary merchants could become liable for any 
misuse of their goods and services, no matter how attenuated 

5 Even if Hikma could have deviated from what Amarin had put on its 
label, Hikma's skinny label does not come close to inducing infringement. 
Amarin does not dispute that the clinical study on the label was for pa-
tients suffering from SH—the off-patent method of use for which Hikma 
was approved. And Hikma's omission of the CV Limitation of Use cannot 
support Amarin's case for active inducement of infringement, as we dis-
cuss below. 
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their relationship with the wrongdoer.” Twitter, 598 U. S., 
at 489. 

Third, Amarin comes up short in resting the remainder of 
its inducement claim on “vague” statements “combined with 
speculation about how [medical providers] may act” in re-
sponse to those statements. Takeda, 785 F. 3d, at 632. 
Take, to start, Amarin's argument that medical providers 
“would plausibly understand” the label's patient information 
leafet to encourage infringing uses because it identifes po-
tential side effects for people with cardiovascular diseases 
and notes that medication is sometimes prescribed for uses 
other than those specifcally indicated. Brief for Respond-
ents 31 (internal quotation marks omitted). Again, § 271(b) 
requires “activ[e],” not passive, inducement. So the ques-
tion is not merely whether the statements could be “plausi-
bly underst[oo]d” to induce infringement, but whether they 
plausibly constitute “affrmative steps to bring about the de-
sired result” of infringement. Global-Tech, 563 U. S., at 760. 
Viewed in that light, the statements in the leafet (a warning 
and a disclaimer, really) are implausibly roundabout ways to 
induce medical providers to infringe. Treating them other-
wise would turn any statement extraneous to the unpatented 
method of use—even one warning people against the pat-
ented method of use—into active inducement of infringe-
ment. Our case law leaves generic manufacturers more 
breathing room than that. 

Amarin is wrong to rely on the statements on Hikma's 
website for the same reason. The website describes the 
therapeutic category for its drug as “hypertriglyceridemia,” 
and indicates that the drug is “AB” rated. It is not plausible 
that Hikma “designed” these statements “to stimulate oth-
ers to commit” infringement. Grokster, 545 U. S., at 937. 
For one thing, describing the therapeutic category as “hy-
pertriglyceridemia” (as opposed to “severe hypertriglyceri-
demia”) is generally akin to describing a drug for leukemia 
as a “ `cancer drug' ” (as opposed to a “leukemia drug”). 
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Reply Brief 12. “Cancer drug” is a broad category, not an 
instruction to prescribe the drug for a patented use treating 
a specifc type of cancer. Furthermore, an “AB” rating 
means that the product is equivalent to the brand-name drug 
only “under the conditions specifed in the generic's label,” 
which excludes unapproved, patented methods of use. 
GlaxoSmithKline LLC v. Teva Pharmaceuticals USA, Inc., 
7 F. 4th 1320, 1335 (CA Fed. 2021) (per curiam). In any 
event, Hikma's website clarifes that “Hikma's generic ver-
sion is indicated for fewer than all approved indications of 
the Reference Listed Drug,” Vascepa. 2 App. 195. 

Finally, the sales fgures in Hikma's press releases are the 
vaguest of “vague” statements alleged in Amarin's com-
plaint. Takeda, 785 F. 3d, at 632. Amarin argues that, by 
including the sales fgures attributable to both the SH-
indication and the CV-indication methods of use, Hikma en-
couraged using its generic for the patented CV indication. 
But there are myriad steps between those statements and 
induced infringement that Amarin fails to mention. For 
Amarin's speculation to bear out, a medical provider would 
have to look up and read the press releases, which were di-
rected to investors rather than doctors and pharmacists; 
have enough background knowledge of pharmaceutical sales 
to understand the quoted sales fgures to be attributable to 
both the SH-indication and the CV-indication methods of use; 
and draw from this fact a subtle encouragement to start pre-
scribing Hikma's generic to hypertriglyceridemia patients 
who already take statins. Perhaps this chain of events is 
“possib[le]” (anything is possible). Iqbal, 556 U. S., at 678. 
But, without more, it is not a “ ̀ plausible' ” scenario of active 
inducement giving rise to liability under § 271(b). Ibid. 

* * * 

For the reasons we've explained, Amarin has failed to 
state a claim for active inducement in violation of § 271(b), so 
its complaint cannot withstand Hikma's Rule 12(b)(6) motion. 
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We therefore reverse the judgment of the Federal Circuit 
and remand the case for further proceedings consistent with 
this opinion. 

It is so ordered. 
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Reporter’s Note 

The attached opinion has been revised to refect the usual publication 
and citation style of the United States Reports. The revised pagination 
makes available the offcial United States Reports citation in advance of 
publication. The syllabus has been prepared by the Reporter of Decisions 
for the convenience of the reader and constitutes no part of the opinion of 
the Court. A list of counsel who argued or fled briefs in this case, and 
who were members of the bar of this Court at the time this case was 
argued, has been inserted following the syllabus. Other revisions may 
include adjustments to formatting, captions, citation form, and any errant 
punctuation. The following additional edits were made: 

p. 590, n. 3, line 2 from bottom: “(per curiam)” is inserted after “(2021)” 
p. 595, line 8: “(per curiam)” is inserted after “(CA Fed. 2021)” 




