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The Biologics Price Competition and Innovation Act of 2009 (BPCIA or 
Act) provides an abbreviated pathway for obtaining Food and Drug Ad-
ministration (FDA) approval of a drug that is biosimilar to an already 
licensed biological product (reference product). 42 U. S. C. § 262(k). It 
also provides procedures for resolving patent disputes between biosimi-
lar manufacturers (applicants) and manufacturers of reference products 
(sponsors). § 262(l). The Act treats the mere submission of a biosimi-
lar application as an “artifcial” act of infringement, enabling parties to 
bring patent infringement actions at certain points in the application 
process even if the applicant has not committed a traditional act of pat-
ent infringement. See 35 U. S. C. §§ 271(e)(2)(C)(i), (ii). 

Under § 262(l)(2)(A), an applicant seeking FDA approval of a biosimi-
lar must provide its application and manufacturing information to the 
sponsor within 20 days of the date the FDA notifes the applicant that 
it has accepted the application for review. This triggers an exchange 
of information between the applicant and sponsor designed to create 
lists of relevant patents and fesh out potential legal arguments. 
§ 262(l)(3). The BPCIA then channels the parties into two phases of 
patent litigation. In the frst, the parties collaborate to identify patents 

* Together with No. 15–1195, Amgen Inc. et al. v. Sandoz Inc., also on 
certiorari to the same court. 
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on the lists for immediate litigation. The second phase—triggered 
when the applicant, pursuant to § 262(l)(8)(A), gives the sponsor notice 
at least 180 days before commercially marketing the biosimilar—in-
volves any listed patents not litigated in the frst phase. The applicant 
has substantial control over the timing and scope of both phases of 
litigation. 

Failure to comply with these procedural requirements may lead to 
two consequences relevant here. Under § 262(l)(9)(C), if an applicant 
fails to provide its application and manufacturing information to the 
sponsor under § 262(l)(2)(A), then the sponsor, but not the applicant, 
may immediately bring an action “for a declaration of infringement, va-
lidity, or enforceability of any patent that claims the biological product 
or a use of the biological product.” And under § 262(l)(9)(B), if an appli-
cant provides the application and manufacturing information but fails to 
complete a subsequent step in the process, the sponsor, but not the 
applicant, may bring a declaratory-judgment action with respect to any 
patent included on the sponsor's list of relevant patents. 

Neupogen is a flgrastim product marketed by Amgen, which claims to 
hold patents on methods of manufacturing and using flgrastim. Sandoz 
sought FDA approval to market a biosimilar flgrastim product under 
the brand name Zarxio, with Neupogen as the reference product. A 
day after the FDA informed Sandoz that its application had been ac-
cepted for review, Sandoz notifed Amgen that it had submitted an ap-
plication and that it intended to market Zarxio immediately upon receiv-
ing FDA approval. It later informed Amgen that it did not intend to 
provide the application and manufacturing information required by 
§ 262(l)(2)(A) and that Amgen could sue immediately for infringement 
under § 262(l)(9)(C). 

Amgen sued Sandoz for patent infringement and also asserted that 
Sandoz engaged in “unlawful” conduct in violation of California's unfair 
competition law. This latter claim was predicated on two alleged viola-
tions of the BPCIA: Sandoz's failure to provide its application and manu-
facturing information under § 262(l)(2)(A), and its provision of notice of 
commercial marketing under § 262(l)(8)(A) prior to obtaining licensure 
from the FDA. Amgen sought injunctions to enforce both BPCIA re-
quirements. Sandoz counterclaimed for declaratory judgments that the 
asserted patent was invalid and not infringed and that it had not vio-
lated the BPCIA. 

While the case was pending, the FDA licensed Zarxio, and Sandoz 
provided Amgen a further notice of commercial marketing. The Dis-
trict Court subsequently granted partial judgment on the pleadings to 
Sandoz on its BPCIA counterclaims and dismissed Amgen's unfair com-
petition claims with prejudice. The Federal Circuit affrmed in part, 
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vacated in part, and remanded. The court affrmed the dismissal of 
Amgen's state-law claim based on Sandoz's alleged violation of 
§ 262(l)(2)(A), holding that Sandoz did not violate the BPCIA in failing 
to disclose its application and manufacturing information and that the 
BPCIA provides the exclusive remedies for failure to comply with this 
requirement. The court also held that under § 262(l)(8)(A) an applicant 
must provide notice of commercial marketing after obtaining licensure, 
and that this requirement is mandatory. It thus enjoined Sandoz from 
marketing Zarxio until 180 days after the date it provided its second 
notice. 

Held: Section 262(l)(2)(A) is not enforceable by injunction under federal 
law, but the Federal Circuit on remand should determine whether a 
state-law injunction is available. An applicant may provide notice 
under § 262(l)(8)(A) prior to obtaining licensure. Pp. 14–22. 

(a) Section 262(l)(2)(A)'s requirement that an applicant provide the 
sponsor with its application and manufacturing information is not en-
forceable by an injunction under federal law. The Federal Circuit 
reached the proper result on this point, but its reasoning was fawed. 
It cited § 271(e)(4), which expressly provides the “only remedies” for an 
act of artifcial infringement. In light of this language, the court rea-
soned that no remedy other than those specifed in the text—such as an 
injunction to compel the applicant to provide its application and manu-
facturing information—was available. The problem with this reasoning 
is that Sandoz's failure to disclose was not an act of artifcial infringe-
ment remediable under § 271(e)(4). Submitting an application consti-
tutes an act of artifcial infringement; failing to disclose the application 
and manufacturing information required by § 262(l)(2)(A) does not. 

Another provision, § 262(l)(9)(C), provides a remedy for an applicant's 
failure to turn over its application and manufacturing information. It 
authorizes the sponsor, but not the applicant, to bring an immediate 
declaratory-judgment action for artifcial infringement, thus vesting in 
the sponsor the control that the applicant would otherwise have exer-
cised over the scope and timing of the patent litigation and depriving 
the applicant of the certainty it could have obtained by bringing a 
declaratory-judgment action prior to marketing its product. The pres-
ence of this remedy, coupled with the absence of any other textually 
specifed remedies, indicates that Congress did not intend sponsors to 
have access to injunctive relief, at least as a matter of federal law, to 
enforce the disclosure requirement. See Great-West Life & Annuity 
Ins. Co. v. Knudson, 534 U. S. 204, 209. Statutory context further con-
frms that Congress did not authorize courts to enforce § 262(l)(2)(A) by 
injunction. Pp. 14–17. 
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(b) The Federal Circuit should determine on remand whether an in-
junction is available under state law to enforce § 262(l)(2)(A). Whether 
Sandoz's conduct was “unlawful” under California's unfair competition 
statute is a question of state law, and the Federal Circuit thus erred in 
attempting to answer that question by referring only to the BPCIA. 
There is no dispute about how the federal scheme actually works on the 
facts of these cases: Sandoz failed to disclose the requisite information 
under § 262(l)(2)(A), and was accordingly subject to the consequence 
specifed in § 262(l)(9)(C). As a result, there is nothing to decide on this 
point as a matter of federal law. The court on remand should determine 
whether California law would treat noncompliance with § 262(l)(2)(A) as 
“unlawful,” and whether the BPCIA pre-empts any additional state-law 
remedy for failure to comply with § 262(l)(2)(A). Pp. 17–19. 

(c) An applicant may provide notice of commercial marketing before 
obtaining a license. Section 262(l)(8)(A) states that the applicant “shall 
provide notice to the reference product sponsor not later than 180 days 
before the date of the frst commercial marketing of the biological prod-
uct licensed under subsection (k).” Because the phrase “of the biologi-
cal product licensed under subsection (k)” modifes “commercial market-
ing” rather than “notice,” “commercial marketing” is the point in time 
by which the biosimilar must be “licensed.” Accordingly, the applicant 
may provide notice either before or after receiving FDA approval. 
Statutory context confrms that § 262(l)(8)(A) contains a single timing 
requirement (180 days before marketing) rather than the two require-
ments posited by the Federal Circuit (after licensing, and 180 days 
before marketing). “Had Congress intended to” impose two timing 
requirements in § 262(l)(8)(A), “it presumably would have done so 
expressly as it did in the” adjacent provision, § 262(l)(8)(B). Russello 
v. United States, 464 U. S. 16, 23. Amgen's contrary arguments are 
unpersuasive, and its various policy arguments cannot overcome the 
statute's plain language. Pp. 19–21. 

794 F. 3d 1347, vacated in part, reversed in part, and remanded. 

Thomas, J., delivered the opinion for a unanimous Court. Breyer, J., 
fled a concurring opinion, post, p. 22. 

Deanne E. Maynard argued the cause for petitioner in 
No. 15–1039 and respondent in No. 15–1195. With her on 
the briefs were Joseph R. Palmore, Marc A. Hearron, Bryan 
J. Leitch, Rachel Krevans, and Julie Y. Park. 

Anthony A. Yang argued the cause for the United States 
as amicus curiae supporting petitioner in No. 15–1039 and 
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respondent in No. 15–1195. With him on the brief were Act-
ing Solicitor General Francisco, Acting Assistant Attorney 
General Readler, Deputy Solicitor General Kneedler, Scott 
R. McIntosh, and Lowell V. Sturgill, Jr. 

Seth P. Waxman argued the cause for respondents in 
No. 15–1039 and petitioners in No. 15–1195. With him on 
the brief were Thomas G. Saunders, Daniel Winik, Jona-
than P. Graham, Stuart L. Watt, Wendy A. Whiteford, Lois 
M. Kwasigroch, Kimberlin L. Morley, Nicholas Groom-
bridge, Eric Alan Stone, and Jennifer H. Wu.† 

Justice Thomas delivered the opinion of the Court. 

These cases involve 42 U. S. C. § 262(l), which was enacted 
as part of the Biologics Price Competition and Innovation 
Act of 2009 (BPCIA), 124 Stat. 808. The BPCIA governs a 
type of drug called a biosimilar, which is a biologic product 
that is highly similar to a biologic product that has already 
been approved by the Food and Drug Administration (FDA). 
Under § 262(l), an applicant that seeks FDA approval of a 
biosimilar must provide its application materials and manu-

†Briefs of amici curiae urging reversal in No. 15–1039 were fled for 
AARP et al. by William Alvarado Rivera; for Adello Biologics, LLC, 
by Clifton S. Elgarten, Teresa Stanek Rea, and Deborah Yellin; and for 
Pharmaceutical Care Management Association et al. by James P. Ellison. 

Kevin E. Noonan, John D. Cravero, and Erika Lietzan fled a brief for 
11 Professors as amici curiae urging reversal in No. 15–1195. 

Briefs of amici curiae in both cases were fled for AbbVie Inc. by Me-
lissa Arbus Sherry, Gregory G. Garre, Michael A. Morin, and Alexandra 
Shechtel; for America's Health Insurance Plans by Carlos T. Angulo and 
Julie Simon Miller; for Apotex Inc. et al. by David C. Frederick, Miles 
J. Sweet, Kerry B. McTigue, Barry P. Golob, Aaron S. Lukas, and Stephen 
A. Miller; for Biosimilars Council by William M. Jay, Jaime A. Santos, 
and Elaine Hermann Blais; for Biotechnology Innovation Organization 
by Donald R. Ware and Barbara A. Fiacco; for Coherus Biosciences, Inc., 
by W. Chad Shear and Craig E. Countryman; for Genentech, Inc., by E. 
Joshua Rosenkranz and Eric A. Shumsky; for Janssen Biotech Inc. by 
Gregory L. Diskant, Eugene M. Gelernter, and Irena Royzman; and for 
Mylan Inc. by William A. Rakoczy. 
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facturing information to the manufacturer of the correspond-
ing biologic within 20 days of the date the FDA notifes the 
applicant that it has accepted the application for review. 
The applicant then must give notice to the manufacturer at 
least 180 days before marketing the biosimilar commercially. 

The frst question presented by these cases is whether the 
requirement that an applicant provide its application and 
manufacturing information to the manufacturer of the bio-
logic is enforceable by injunction. We conclude that an in-
junction is not available under federal law, but we remand 
for the court below to decide whether an injunction is avail-
able under state law. The second question is whether the ap-
plicant must give notice to the manufacturer after, rather than 
before, obtaining a license from the FDA for its biosimilar. 
We conclude that an applicant may provide notice before ob-
taining a license. 

I 

The complex statutory scheme at issue in these cases estab-
lishes processes both for obtaining FDA approval of biosimi-
lars and for resolving patent disputes between manufacturers 
of licensed biologics and manufacturers of biosimilars. Be-
fore turning to the questions presented, we frst explain the 
statutory background. 

A 

A biologic is a type of drug derived from natural, biologi-
cal sources such as animals or microorganisms. Biologics 
thus differ from traditional drugs, which are typically syn-
thesized from chemicals.1 A manufacturer of a biologic may 
market the drug only if the FDA has licensed it pursuant to 
either of two review processes set forth in § 262. The de-
fault pathway for approval, used for new biologics, is set 
forth in § 262(a). Under that subsection, the FDA may li-

1 FDA, What Are “Biologics” Questions and Answers (Aug. 5, 2015), http:// 
www.fda.gov/aboutfda/centersoffices/officeofmedicalproductsandtobacco/ 
cber/ucm133077.htm (as last visited June 6, 2017). 
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cense a new biologic if, among other things, the manufac-
turer demonstrates that it is “safe, pure, and potent.” 
§ 262(a)(2)(C)(i)(I). In addition to this default route, the 
statute also prescribes an alternative, abbreviated route for 
FDA approval of biosimilars, which is set forth in § 262(k). 

To obtain approval through the BPCIA's abbreviated proc-
ess, the manufacturer of a biosimilar (applicant) does not 
need to show that the product is “safe, pure, and potent.” 
Instead, the applicant may piggyback on the showing made 
by the manufacturer (sponsor) of a previously licensed bio-
logic (reference product). See § 262(k)(2)(A)(iii). An appli-
cant must show that its product is “highly similar” to 
the reference product and that there are no “clinically mean-
ingful differences” between the two in terms of “safety, 
purity, and potency.” §§ 262(i)(2)(A), (B); see also § 262(k) 
(2)(A)(i)(I). An applicant may not submit an application 
until 4 years after the reference product is frst licensed, and 
the FDA may not license a biosimilar until 12 years after the 
reference product is frst licensed. §§ 262(k)(7)(A), (B). As 
a result, the manufacturer of a new biologic enjoys a 12-year 
period when its biologic may be marketed without competi-
tion from biosimilars. 

B 

A sponsor may hold multiple patents covering the biologic, 
its therapeutic uses, and the processes used to manufacture 
it. Those patents may constrain an applicant's ability to 
market its biosimilar even after the expiration of the 12-year 
exclusivity period contained in § 262(k)(7)(A). 

The BPCIA facilitates litigation during the period preced-
ing FDA approval so that the parties do not have to wait 
until commercial marketing to resolve their patent disputes. 
It enables the parties to bring infringement actions at cer-
tain points in the application process, even if the applicant 
has not yet committed an act that would traditionally consti-
tute patent infringement. See 35 U. S. C. § 271(a) (tradition-
ally infringing acts include making, using, offering to sell, 
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or selling any patented invention within the United States 
without authority to do so). Specifcally, it provides that the 
mere submission of a biosimilar application constitutes an act 
of infringement. §§ 271(e)(2)(C)(i), (ii). We will refer to 
this kind of preapproval infringement as “artifcial” infringe-
ment. Section 271(e)(4) provides remedies for artifcial in-
fringement, including injunctive relief and damages. 

C 

The BPCIA sets forth a carefully calibrated scheme for 
preparing to adjudicate, and then adjudicating, claims of in-
fringement. See 42 U. S. C. § 262(l). When the FDA ac-
cepts an application for review, it notifes the applicant, who 
within 20 days “shall provide” to the sponsor a copy of the 
application and information about how the biosimilar is 
manufactured. § 262(l)(2)(A). The applicant also “may pro-
vide” the sponsor with any additional information that it 
requests. § 262(l)(2)(B). These disclosures enable the 
sponsor to evaluate the biosimilar for possible infringement 
of patents it holds on the reference product (i. e., the corre-
sponding biologic). § 262(l)(1)(D). The information the ap-
plicant provides is subject to strict confdentiality rules, 
enforceable by injunction. See § 262(l)(1)(H). The first 
question presented by these cases is whether § 262(l)(2)(A)'s 
requirement—that the applicant provide its application and 
manufacturing information to the sponsor—is itself enforce-
able by injunction. 

After the applicant makes the requisite disclosures, the 
parties exchange information to identify relevant patents 
and to fesh out the legal arguments that they might raise in 
future litigation. Within 60 days of receiving the applica-
tion and manufacturing information, the sponsor “shall pro-
vide” to the applicant “a list of patents” for which it believes 
it could assert an infringement claim if a person without a 
license made, used, offered to sell, sold, or imported “the 
biological product that is the subject of the [biosimilar] appli-
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cation.” § 262(l)(3)(A)(i). The sponsor must also identify 
any patents on the list that it would be willing to license. 
§ 262(l)(3)(A)(ii). 

Next, within 60 days of receiving the sponsor's list, the 
applicant may provide to the sponsor a list of patents that 
the applicant believes are relevant but that the sponsor omit-
ted from its own list, § 262(l)(3)(B)(i), and “shall provide” to 
the sponsor reasons why it could not be held liable for in-
fringing the relevant patents, § 262(l)(3)(B)(ii). The appli-
cant may argue that the relevant patents are invalid, unen-
forceable, or not infringed, or the applicant may agree not to 
market the biosimilar until a particular patent has expired. 
Ibid. The applicant must also respond to the sponsor's of-
fers to license particular patents. § 262(l)(3)(B)(iii). Then, 
within 60 days of receiving the applicant's responses, the 
sponsor “shall provide” to the applicant its own arguments 
concerning infringement, enforceability, and validity as to 
each relevant patent. § 262(l)(3)(C). 

Following this exchange, the BPCIA channels the parties 
into two phases of patent litigation. In the frst phase, the 
parties collaborate to identify patents that they would like 
to litigate immediately. The second phase is triggered by 
the applicant's notice of commercial marketing and involves 
any patents that were included on the parties' § 262(l)(3) lists 
but not litigated in the frst phase. 

At the outset of the frst phase, the applicant and the spon-
sor must negotiate to determine which patents included 
on the § 262(l)(3) lists will be litigated immediately. See 
§§ 262(l)(4)(A), (l)(6). If they cannot agree, then they must 
engage in another list exchange. § 262(l)(4)(B). The appli-
cant “shall notify” the sponsor of the number of patents 
it intends to list for litigation, § 262(l)(5)(A), and, within 
fve days, the parties “shall simultaneously exchange” lists 
of the patents they would like to litigate immediately. 
§ 262(l)(5)(B)(i). This process gives the applicant substan-
tial control over the scope of the frst phase of litigation: 
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The number of patents on the sponsor's list is limited to 
the number contained in the applicant's list, though the 
sponsor always has the right to list at least one patent. 
§ 262(l)(5)(B)(ii). 

The parties then proceed to litigate infringement with re-
spect to the patents they agreed to litigate or, if they failed 
to agree, the patents contained on the lists they simulta-
neously exchanged under § 262(l)(5). §§ 262(l)(6)(A), (B). 
Section 271(e)(2)(C)(i) facilitates this frst phase of litigation 
by making it an act of artifcial infringement, with respect 
to any patent included on the parties' § 262(l)(3) lists, to 
submit an application for a license from the FDA. The spon-
sor “shall bring an action” in court within 30 days of 
the date of agreement or the simultaneous list exchange. 
§§ 262(l)(6)(A), (B). If the sponsor brings a timely action 
and prevails, it may obtain a remedy provided by § 271(e)(4). 

The second phase of litigation involves patents that were 
included on the original § 262(l)(3) lists but not litigated in 
the frst phase (and any patents that the sponsor acquired 
after the § 262(l)(3) exchange occurred and added to the lists, 
see § 262(l)(7)). The second phase is commenced by the ap-
plicant's notice of commercial marketing, which the applicant 
“shall provide” to the sponsor “not later than 180 days before 
the date of the frst commercial marketing of the biological 
product licensed under subsection (k).” § 262(l)(8)(A). The 
BPCIA bars any declaratory-judgment action prior to this 
notice. § 262(l)(9)(A) (prohibiting, in situations where the 
parties have complied with each step of the BPCIA process, 
either the sponsor or the applicant from seeking a “declara-
tion of infringement, validity, or enforceability of any patent” 
that was included on the § 262(l)(3) lists but not litigated in 
the frst phase “prior to the date notice is received under 
paragraph (8)(A)”). Because the applicant (subject to cer-
tain constraints) chooses when to begin commercial market-
ing and when to give notice, it wields substantial control over 
the timing of the second phase of litigation. The second 
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question presented is whether notice is effective if an appli-
cant provides it prior to the FDA's decision to license the 
biosimilar. 

In this second phase of litigation, either party may sue for 
declaratory relief. See § 262(l)(9)(A). In addition, prior to 
the date of frst commercial marketing, the sponsor may 
“seek a preliminary injunction prohibiting the [biosimilar] 
applicant from engaging in the commercial manufacture or 
sale of [the biosimilar] until the court decides the issue of 
patent validity, enforcement, and infringement with respect 
to any patent that” was included on the § 262(l)(3) lists but 
not litigated in the frst phase. § 262(l)(8)(B). 

D 

If the parties comply with each step outlined in the 
BPCIA, they will have the opportunity to litigate the rele-
vant patents before the biosimilar is marketed. To encour-
age parties to comply with its procedural requirements, the 
BPCIA includes various consequences for failing to do so. 
Two of the BPCIA's remedial provisions are at issue here. 
Under § 262(l)(9)(C), if an applicant fails to provide its appli-
cation and manufacturing information to the sponsor—thus 
effectively pretermitting the entire two-phase litigation 
process—then the sponsor, but not the applicant, may imme-
diately bring an action “for a declaration of infringement, 
validity, or enforceability of any patent that claims the bio-
logical product or a use of the biological product.” Section 
271(e)(2)(C)(ii) facilitates this action by making it an artifcial 
act of infringement, with respect to any patent that could 
have been included on the § 262(l)(3) lists, to submit a biosim-
ilar application. Similarly, when an applicant provides the 
application and manufacturing information but fails to com-
plete a subsequent step, § 262(l)(9)(B) provides that the spon-
sor, but not the applicant, may bring a declaratory-judgment 
action with respect to any patent included on the sponsor's 
§ 262(l)(3)(A) list of patents (as well as those it acquired later 
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and added to the list). As noted, it is an act of artif-
cial infringement, with respect to any patent on the 
§ 262(l)(3) lists, to submit an application to the FDA. See 
§ 271(e)(2)(C)(i). 

II 

These cases concern flgrastim, a biologic used to stimulate 
the production of white blood cells. Amgen (collectively), 
the respondent in No. 15–1039 and the petitioner in No. 15– 
1195, has marketed a flgrastim product called Neupogen 
since 1991 and claims to hold patents on methods of manufac-
turing and using flgrastim. In May 2014, Sandoz, the peti-
tioner in No. 15–1039 and the respondent in No. 15–1195, fled 
an application with the FDA seeking approval to market a 
flgrastim biosimilar under the brand name Zarxio, with 
Neupogen as the reference product. The FDA informed 
Sandoz on July 7, 2014, that it had accepted the application 
for review. One day later, Sandoz notifed Amgen both that 
it had submitted an application and that it intended to begin 
marketing Zarxio immediately upon receiving FDA ap-
proval, which it expected in the frst half of 2015. Sandoz 
later confrmed that it did not intend to provide the requisite 
application and manufacturing information under § 262(l) 
(2)(A) and informed Amgen that Amgen could sue for in-
fringement immediately under § 262(l)(9)(C). 

In October 2014, Amgen sued Sandoz for patent infringe-
ment. Amgen also asserted two claims under California's 
unfair competition law, which prohibits “any unlawful . . . 
business act or practice.” Cal. Bus. & Prof. Code Ann. 
§ 17200 (West 2008). A “business act or practice” is “unlaw-
ful” under the unfair competition law if it violates a rule 
contained in some other state or federal statute. Rose v. 
Bank of America, N. A., 57 Cal. 4th 390, 396, 304 P. 3d 181, 
185 (2013). Amgen alleged that Sandoz engaged in “unlaw-
ful” conduct when it failed to provide its application and 
manufacturing information under § 262(l)(2)(A), and when it 
provided notice of commercial marketing under § 262(l)(8)(A) 
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before, rather than after, the FDA licensed its biosimilar. 
Amgen sought injunctions to enforce both requirements. 
Sandoz counterclaimed for declaratory judgments that the 
asserted patent was invalid and not infringed and that it had 
not violated the BPCIA. 

While the case was pending in the District Court, the FDA 
licensed Zarxio, and Sandoz provided Amgen a further notice 
of commercial marketing. The District Court subsequently 
granted partial judgment on the pleadings to Sandoz on its 
BPCIA counterclaims and dismissed Amgen's unfair compe-
tition claims with prejudice. 2015 WL 1264756, *7–*9 (ND 
Cal., Mar. 19, 2015). After the District Court entered fnal 
judgment as to these claims, Amgen appealed to the Federal 
Circuit, which granted an injunction pending appeal against 
the commercial marketing of Zarxio. 

A divided Federal Circuit affrmed in part, vacated in part, 
and remanded. First, the court affrmed the dismissal of 
Amgen's state-law claim based on Sandoz's alleged violation 
of § 262(l)(2)(A). It held that Sandoz did not violate the 
BPCIA in failing to disclose its application and manufactur-
ing information. It further held that the remedies con-
tained in the BPCIA are the exclusive remedies for an appli-
cant's failure to comply with § 262(l)(2)(A). 794 F. 3d 1347, 
1357, 1360 (2015). 

Second, the court held that an applicant may provide effec-
tive notice of commercial marketing only after the FDA has 
licensed the biosimilar. Id., at 1358. Accordingly, the 180-
day clock began after Sandoz's second, postlicensure notice. 
The Federal Circuit further concluded that the notice re-
quirement is mandatory and extended its injunction pending 
appeal to bar Sandoz from marketing Zarxio until 180 days 
after the date it provided its second notice. Id., at 1360– 
1361. 

We granted Sandoz's petition for certiorari, No. 15–1039, 
and Amgen's conditional cross-petition for certiorari, No. 15– 
1195, and consolidated the cases. 580 U. S. 1089 (2017). 
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III 

The frst question we must answer is whether § 262(l) 
(2)(A)'s requirement that an applicant provide the sponsor 
with its application and manufacturing information is en-
forceable by an injunction under either federal or state law. 

A 

We agree with the Federal Circuit that an injunction 
under federal law is not available to enforce § 262(l)(2)(A), 
though for slightly different reasons than those provided by 
the court below. The Federal Circuit held that “42 U. S. C. 
§ 262(l)(9)(C) and 35 U. S. C. § 271(e) expressly provide the 
only remedies” for a violation of § 262(l)(2)(A), 794 F. 3d, at 
1357, and neither of those provisions authorizes a court to 
compel compliance with § 262(l)(2)(A). In concluding that 
the remedies specifed in the BPCIA are exclusive, the Fed-
eral Circuit relied primarily on § 271(e)(4), which states that 
it provides “ `the only remedies which may be granted by a 
court for an act of [artifcial] infringement.' ” Id., at 1356 
(emphasis deleted). 

The faw in the Federal Circuit's reasoning is that Sandoz's 
failure to disclose its application and manufacturing informa-
tion was not an act of artifcial infringement, and thus 
was not remediable under § 271(e)(4). Submitting an appli-
cation constitutes an act of artifcial infringement. See 
§§ 271(e)(2)(C)(i), (ii) (“It shall be an act of infringement to 
submit . . . an application seeking approval of a biological 
product”). Failing to disclose the application and manufac-
turing information under § 262(l)(2)(A) does not. 

In reaching the opposite conclusion, the Federal Circuit 
relied on § 271(e)(2)(C)(ii), which states that “[i]t shall be an 
act of infringement to submit[,] if the applicant for the appli-
cation fails to provide the application and information re-
quired under [§ 262(l)(2)(A)], an application seeking ap-
proval of a biological product for a patent that could be 
identifed pursuant to [§ 262(l)(3)(A)(i)].” (Emphasis added.) 
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The court appeared to conclude, based on the italicized lan-
guage, that an applicant's noncompliance with § 262(l)(2)(A) 
is an element of the act of artifcial infringement (along with 
the submission of the application). 794 F. 3d, at 1356. We 
disagree. The italicized language merely assists in identify-
ing which patents will be the subject of the artifcial infringe-
ment suit. It does not defne the act of artifcial infringe-
ment itself. 

This conclusion follows from the structure of § 271(e)(2)(C). 
Clause (i) of § 271(e)(2)(C) defnes artifcial infringement in 
the situation where the parties proceed through the list 
exchange process and the patents subject to suit are those 
contained in the § 262(l)(3) lists, as supplemented under 
§ 262(l)(7). That clause provides that it is an act of artifcial 
infringement to submit, “with respect to a patent that is 
identifed in the list of patents described in [§ 262(l)(3)] (in-
cluding as provided under [§ 262(l)(7)]), an application seek-
ing approval of a biological product.” (Emphasis added.) 
Clause (ii) of § 271(e)(2)(C), in contrast, defnes artifcial in-
fringement in the situation where an applicant fails to dis-
close its application and manufacturing information alto-
gether and the parties never prepare the § 262(l)(3) lists. 
That clause provides that the submission of the application 
represents an act of artifcial infringement with respect to 
any patent that could have been included on the lists. 

In this way, the two clauses of § 271(e)(2)(C) work in tan-
dem. They both treat submission of the application as the 
act of artifcial infringement for which § 271(e)(4) provides 
the remedies. And they both identify the patents subject to 
suit, although by different means depending on whether the 
applicant disclosed its application and manufacturing infor-
mation under § 262(l)(2)(A). If the applicant made the dis-
closures, clause (i) applies; if it did not, clause (ii) applies. 
In neither instance is the applicant's failure to provide its 
application and manufacturing information an element of the 
act of artifcial infringement, and in neither instance does 
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§ 271(e)(4) provide a remedy for that failure. See Brief for 
Amgen Inc. et al. 66–67 (conceding both points). 

A separate provision of § 262, however, does provide a 
remedy for an applicant's failure to turn over its application 
and manufacturing information. When an applicant fails to 
comply with § 262(l)(2)(A), § 262(l)(9)(C) authorizes the spon-
sor, but not the applicant, to bring an immediate declaratory-
judgment action for artifcial infringement as defned in 
§ 271(e)(2)(C)(ii). Section 262(l)(9)(C) thus vests in the spon-
sor the control that the applicant would otherwise have exer-
cised over the scope and timing of the patent litigation. It 
also deprives the applicant of the certainty that it could have 
obtained by bringing a declaratory-judgment action prior to 
marketing its product. 

The remedy provided by § 262(l)(9)(C) excludes all other 
federal remedies, including injunctive relief. Where, as 
here, “a statute expressly provides a remedy, courts must be 
especially reluctant to provide additional remedies.” Kara-
halios v. Federal Employees, 489 U. S. 527, 533 (1989). The 
BPCIA's “carefully crafted and detailed enforcement scheme 
provides strong evidence that Congress did not intend to au-
thorize other remedies that it simply forgot to incorporate 
expressly.” Great-West Life & Annuity Ins. Co. v. Knud-
son, 534 U. S. 204, 209 (2002) (internal quotation marks omit-
ted). The presence of § 262(l)(9)(C), coupled with the ab-
sence of any other textually specifed remedies, indicates 
that Congress did not intend sponsors to have access to in-
junctive relief, at least as a matter of federal law, to enforce 
the disclosure requirement. 

Statutory context further confrms that Congress did not 
authorize courts to enforce § 262(l)(2)(A) by injunction. 
Section 262(l)(1)(H) provides that “the court shall consider 
immediate injunctive relief to be an appropriate and neces-
sary remedy for any violation or threatened violation” of the 
rules governing the confdentiality of information disclosed 
under § 262(l). We assume that Congress acted intention-
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ally when it provided an injunctive remedy for breach of 
the confidentiality requirements but not for breach of 
§ 262(l)(2)(A)'s disclosure requirement. Cf. Touche Ross & 
Co. v. Redington, 442 U. S. 560, 572 (1979) (“[W]hen Congress 
wished to provide a private damage remedy, it knew how to 
do so and did so expressly”).2 Accordingly, the Federal 
Circuit properly declined to grant an injunction under fed-
eral law. 

B 

The Federal Circuit rejected Amgen's request for an in-
junction under state law for two reasons. First, it inter-
preted California's unfair competition law not to provide a 
remedy when the underlying statute specifes an “expressly 
. . . exclusive” remedy. 794 F. 3d, at 1360 (citing Cal. Bus. & 
Prof. Code Ann. § 17205; Loeffer v. Target Corp., 58 Cal. 4th 
1081, 1125–1126, 324 P. 3d 50, 76 (2014)). It further held 
that § 271(e)(4), by its text, “provides `the only remedies' ” 
for an applicant's failure to disclose its application and 
manufacturing information. 794 F. 3d, at 1360 (quoting 
§ 271(e)(4)). The court thus concluded that no state remedy 
was available for Sandoz's alleged violation of § 262(l)(2)(A) 
under the terms of California's unfair competition law. 

This state-law holding rests on an incorrect interpretation 
of federal law. As we have explained, failure to comply with 
§ 262(l)(2)(A) is not an act of artifcial infringement. Be-
cause § 271(e)(4) provides remedies only for artifcial in-
fringement, it provides no remedy at all, much less an “ex-

2 In holding that § 262(l)(9)(C) represents the exclusive remedy for an 
applicant's failure to provide its application and manufacturing informa-
tion, we express no view on whether a district court could take into ac-
count an applicant's violation of § 262(l)(2)(A) (or any other BPCIA proce-
dural requirement) in deciding whether to grant a preliminary injunction 
under 35 U. S. C. § 271(e)(4)(B) or § 283 against marketing the biosimilar. 
See Winter v. Natural Resources Defense Council, Inc., 555 U. S. 7, 20 
(2008) (court should consider “balance of equities” in deciding whether to 
grant a preliminary injunction). 
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pressly . . . exclusive” one, for Sandoz's failure to comply 
with § 262(l)(2)(A). 

Second, the Federal Circuit held in the alternative that 
Sandoz's failure to disclose its application and manufacturing 
information was not “unlawful” under California's unfair 
competition law. In the court's view, when an applicant de-
clines to provide its application and manufacturing informa-
tion to the sponsor, it takes a path “expressly contemplated 
by” § 262(l)(9)(C) and § 271(e)(2)(C)(ii) and thus does not vio-
late the BPCIA. 794 F. 3d, at 1357, 1360. In their briefs 
before this Court, the parties frame this issue as whether 
the § 262(l)(2)(A) requirement is mandatory in all circum-
stances, see Brief for Amgen Inc. et al. 58, or merely a condi-
tion precedent to the information exchange process, see 
Reply Brief for Sandoz Inc. 33. If it is only a condition prec-
edent, then an applicant effectively has the option to with-
hold its application and manufacturing information and does 
not commit an “unlawful” act in doing so. 

We decline to resolve this particular dispute defnitively 
because it does not present a question of federal law. The 
BPCIA, standing alone, does not require a court to decide 
whether § 262(l)(2)(A) is mandatory or conditional; the court 
need only determine whether the applicant supplied the 
sponsor with the information required under § 262(l)(2)(A). 
If the applicant failed to provide that information, then the 
sponsor, but not the applicant, could bring an immediate 
declaratory-judgment action pursuant to § 262(l)(9)(C). The 
parties in these cases agree—as did the Federal Circuit— 
that Sandoz failed to comply with § 262(l)(2)(A), thus subject-
ing itself to that consequence. There is no dispute about 
how the federal scheme actually works, and thus nothing 
for us to decide as a matter of federal law. The mandatory 
or conditional nature of the BPCIA's requirements matters 
only for purposes of California's unfair competition law, 
which penalizes “unlawful” conduct. Whether Sandoz's con-
duct was “unlawful” under the unfair competition law is a 
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state-law question, and the court below erred in attempting 
to answer that question by referring to the BPCIA alone. 

On remand, the Federal Circuit should determine whether 
California law would treat noncompliance with § 262(l)(2)(A) 
as “unlawful.” If the answer is yes, then the court should 
proceed to determine whether the BPCIA pre-empts any ad-
ditional remedy available under state law for an applicant's 
failure to comply with § 262(l)(2)(A) (and whether Sandoz has 
forfeited any pre-emption defense, see 794 F. 3d, at 1360, 
n. 5). The court is also of course free to address the pre-
emption question frst by assuming that a remedy under 
state law exists. 

IV 

The second question at issue in these cases is whether an 
applicant must provide notice after the FDA licenses its bio-
similar, or if it may also provide effective notice before licen-
sure. Section 262(l)(8)(A) states that the applicant “shall 
provide notice to the reference product sponsor not later 
than 180 days before the date of the frst commercial market-
ing of the biological product licensed under subsection (k).” 
The Federal Circuit held that an applicant's biosimilar must 
already be “licensed” at the time the applicant gives notice. 
794 F. 3d, at 1358. 

We disagree. The applicant must give “notice” at least 
180 days “before the date of the frst commercial marketing.” 
“[C]ommercial marketing,” in turn, must be “of the biological 
product licensed under subsection (k).” § 262(l)(8)(A). Be-
cause this latter phrase modifes “commercial marketing” 
rather than “notice,” “commercial marketing” is the point in 
time by which the biosimilar must be “licensed.” The stat-
ute's use of the word “licensed” merely refects the fact that, 
on the “date of the frst commercial marketing,” the product 
must be “licensed.” See § 262(a)(1)(A). Accordingly, the 
applicant may provide notice either before or after receiving 
FDA approval. 
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Statutory context confrms this interpretation. Section 
262(l)(8)(A) contains a single timing requirement: The appli-
cant must provide notice at least 180 days prior to marketing 
its biosimilar. The Federal Circuit, however, interpreted 
the provision to impose two timing requirements: The appli-
cant must provide notice after the FDA licenses the biosimi-
lar and at least 180 days before the applicant markets the 
biosimilar. An adjacent provision expressly sets forth just 
that type of dual timing requirement. See § 262(l)(8)(B) 
(“After receiving notice under subparagraph (A) and before 
such date of the frst commercial marketing of such biological 
product, the reference product sponsor may seek a prelimi-
nary injunction” (emphasis added)). But Congress did not 
use that structure in § 262(l)(8)(A). “Had Congress in-
tended to” impose two timing requirements in § 262(l)(8)(A), 
“it presumably would have done so expressly as it did in the 
immediately following” subparagraph. Russello v. United 
States, 464 U. S. 16, 23 (1983). 

We are not persuaded by Amgen's arguments to the con-
trary. Amgen points out that other provisions refer to “ `the 
biological product that is the subject of ' ” the application 
rather than the “ ̀ biological product licensed under sub-
section (k).' ” Brief for Amgen Inc. et al. 28 (emphasis 
added). In its view, this variation “is a strong textual indi-
cation that § 262(l)(8)(A), unlike the other provisions, refers 
to a product that has already been `licensed' by the FDA.” 
Ibid. 

Amgen's interpretation is not necessary to harmonize Con-
gress' use of the two different phrases. The provision upon 
which Amgen primarily relies (and that is generally illustra-
tive of the other provisions it cites) requires the applicant to 
explain why the sponsor's patents are “ ̀ invalid, unenforce-
able, or will not be infringed by the commercial marketing 
of the biological product that is the subject of the subsection 
(k) application.' ” Id., at 29–30 (quoting § 262(l)(3)(B)(ii)(I); 
emphasis deleted). This provision uses the phrase “subject 
of the subsection (k) application” rather than “product li-
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censed under subsection (k)” because the applicant can eval-
uate validity, enforceability, and infringement with respect 
to the biosimilar only as it exists when the applicant is con-
ducting the evaluation, which it does before licensure. The 
applicant cannot make the same evaluation with respect to 
the biosimilar as it will exist after licensure, because the bio-
similar's specifcations may change during the application 
process. See, e. g., 794 F. 3d, at 1358. In contrast, nothing 
in § 262(l)(8)(A) turns on the precise status or characteristics 
of the biosimilar application. 

Amgen also advances a host of policy arguments that preli-
censure notice is undesirable. See Brief for Amgen Inc. 
et al. 35–42. Sandoz and the Government, in turn, respond 
with their own bevy of arguments that Amgen's concerns are 
misplaced and that prelicensure notice affrmatively furthers 
Congress' intent. See Brief for Sandoz Inc. 39–42, 56; Brief 
for United States as Amicus Curiae 28–29. The plausibility 
of the contentions on both sides illustrates why such disputes 
are appropriately addressed to Congress, not the courts. 
Even if we were persuaded that Amgen had the better of 
the policy arguments, those arguments could not overcome 
the statute's plain language, which is our “primary guide” to 
Congress' preferred policy. McFarland v. Scott, 512 U. S. 
849, 865 (1994) (Thomas, J., dissenting). 

In sum, because Sandoz fully complied with § 262(l)(8)(A) 
when it frst gave notice (before licensure) in July 2014, the 
Federal Circuit erred in issuing a federal injunction prohibit-
ing Sandoz from marketing Zarxio until 180 days after licen-
sure. Furthermore, because Amgen's request for state-law 
relief is predicated on its argument that the BPCIA forbids 
prelicensure notice, its claim under California's unfair compe-
tition law also fails. We accordingly reverse the Federal 
Circuit's judgment as to the notice provision. 

* * * 

For the foregoing reasons, the judgment of the Court of 
Appeals is vacated in part and reversed in part, and the 
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cases are remanded for further proceedings consistent with 
this opinion. 

It is so ordered. 

Justice Breyer, concurring. 
The Court's interpretation of the statutory terms before 

us is a reasonable interpretation, and I join its opinion. In 
my view, Congress implicitly delegated to the Food and Drug 
Administration authority to interpret those same terms. 
That being so, if that agency, after greater experience admin-
istering this statute, determines that a different interpreta-
tion would better serve the statute's objectives, it may well 
have authority to depart from, or to modify, today's interpre-
tation, see National Cable & Telecommunications Assn. v. 
Brand X Internet Services, 545 U. S. 967, 982–984 (2005), 
though we need not now decide any such matter. 
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