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Intellectual Property Outlook: 
Cases and Trends to Follow in 2017 

1. Introduction 

Over the past several years, the United States Supreme Court has become increasingly involved in the 

area of intellectual property law.  During that time, the Court has issued significant decisions on, among 

other things, patent eligibility, indirect infringement, the definiteness requirement, enhanced damages and 

fee shifting.1  The renewed focus on intellectual property law appears poised to continue into 2017, with 

the Supreme Court scheduled to issue decisions addressing a variety of issues, including venue in patent 

cases, the functionality doctrine of copyright law, and the trademark law exception for disparaging marks.  

This article highlights cases to follow in the coming year that have the potential to significantly impact 

intellectual property law.  We also provide an overview of pending legislation affecting intellectual property 

rights and the potential impact the incoming Trump administration will have on intellectual property law. 

2. Cases to Watch in 2017 

2.1 Venue and Forum Shopping in Patent Cases 

In December 2016, the Supreme Court granted certiorari in TC Heartland v. Kraft Food, No. 16-341, to 

consider venue requirements in patent cases.  The Court’s decision in TC Heartland could effectively end 

forum-shopping and substantially reduce the number of cases filed in popular patent venues, such as the 

Eastern District of Texas.2 

Venue in patent infringement cases is governed by 28 U.S.C. § 1400(b), which provides that a plaintiff 

may bring a patent infringement action either in (1) “the judicial district where the defendant resides”; or 

(2) “where the defendant has committed acts of infringement and has a regular and established place of 

business.”  In 1990, the Federal Circuit held that a corporate defendant “resides”—and therefore may be 

                                                      

1  See, e.g., Halo Electronics, Inc. v. Pulse Electronics, Inc., 136 S. Ct. 1923 (2016) (addressing test for awarding 

enhanced damages under 35 U.S.C. § 284); CLS Bank v. Alice Corp., 134 S. Ct. 2347 (2014) (addressing test 

for patent eligibility under 35 U.S.C. § 101); Octane Fitness, LLC v. ICON Health & Fitness, Inc., 134 S. Ct. 1749 

(2014) (addressing standard for shifting fees under 35 U.S.C. § 285); Limelight Networks, Inc. v. Akamai 

Technologies, Inc., 134 S. Ct. 2117 (2014) (addressing requirements for establishing indirect infringement); and 

Nautilus, Inc. v. Biosig Instruments, Inc., 134 S. Ct. 2120 (2014) (addressing test for definiteness under 35 

U.S.C. § 112). 

2  Thirty-six percent of the patent cases filed in 2016 were filed in the Eastern District of Texas.  The vast majority 

of those cases were assigned to Judge James Rodney Gilstrap, with the effect that Judge Gilstrap was the 

presiding judge in 25 percent of the patent cases filed in the United States in 2016. 
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sued for patent infringement—in any judicial district where the corporation is subject to personal 

jurisdiction.  VE Holding Corp. v. Johnson Gas Appliance Co., 917 F.2d 1574 (Fed. Cir. 1990).  In 

reaching this decision, the Federal Circuit relied on the general venue provision found in § 1391(c) to 

define the residence of a corporate defendant.  See 28 U.S.C. § 1391(c) (“For the purposes of venue 

under this chapter, a defendant that is a corporation shall be deemed to reside in any judicial district in 

which it is subject to personal jurisdiction.”). 

In 2014, Kraft Foods sued TC Heartland, an Indiana corporation, for patent infringement in the District of 

Delaware.  TC Heartland moved to dismiss the complaint, arguing that venue was improper in Delaware.  

The district court denied TC Heartland’s motion, finding venue under the Federal Circuit’s holding in VE 

Holding Corp. because TC Heartland shipped two percent of the allegedly infringing products to 

Delaware, and was therefore subject to personal jurisdiction in the state.3  On appeal, TC Heartland 

argued that the general corporate residence provision of § 1391(c) cannot be applied to patent cases.  

Rather, TC Heartland asserted that a corporate defendant can only “reside” in one judicial district under 

§ 1400(b)—“the judicial district” where the company is incorporated.  In support of its position, TC 

Heartland cited the Supreme Court’s 1957 decision in Fourco Glass Co. v. Transmirra Products Corp., 

353 U.S. 222, which held that the term “resides” in § 1400(b) “mean[s] the state of incorporation” and is 

not “supplemented by the provisions of 28 U.S.C. § 1391(c).”  The Federal Circuit, however, rejected TC 

Heartland’s argument as “utterly without merit or logic.”  The Federal Circuit noted that Congress had 

amended § 1391(c) in 1988, adding the words “[f]or the purposes of venue under this chapter.”  

According to the Federal Circuit, this amendment supplanted the Supreme Court’s decision in Fourco and 

made the provisions of § 1391(c) applicable to determining a corporation’s residence under § 1400(b). 

In September 2016, TC Heartland filed a petition for a writ of certiorari to the Supreme Court seeking 

review of “[w]hether 28 U.S.C. § 1400(b) is the sole and exclusive provision governing venue in patent 

infringement actions and is not to be supplemented by 28 U.S.C. § 1391(c).”  In its petition, TC Heartland 

argued that the Supreme Court had already specifically considered the meaning of “resides” under 

§ 1400(b) in Fourco and rejected the very interpretation that the Federal Circuit later adopted in VE 

Holdings.  TC Heartland noted that the Fourco decision was based on more than 50 years of legislative 

history, which reflected congressional intent to limit venue in patent infringement cases.  TC Heartland 

also argued that the Federal Circuit lacked authority to find that the Supreme Court’s decision in Fourco is 

no longer binding.  TC Heartland further argued that “the Federal Circuit’s departure from this Court’s 

holding in Fourco has dramatically expanded venue in patent cases, producing a plague of forum 

shopping that has been extensively documented, discussed, and debated.”  Numerous amicus briefs 

were filed in this case by interested parties, including the Electronic Frontier Foundation, Dell, Internet 

Companies, Retailers, and Associations, and Professors of Law and Economics. 

If the Supreme Court agrees with TC Heartland that “the judicial district where the defendant resides” in 

§ 1400(b) is limited to the state of the defendant’s incorporation, the result would be a vast change in 

where and how patent cases are filed.  For example, plaintiffs could no longer simultaneously sue dozens 

of defendants in the Eastern District of Texas based solely on the availability of allegedly infringing 

products in that jurisdiction.  Rather, plaintiffs would be limited to filing suit in jurisdictions where a 

                                                      

3  Under the Federal Circuit’s decision in Beverly Hills Fan Co. v. Royal Sovereign Corp., 21 F.3d 1558 (Fed. Cir. 

1994), a court has personal jurisdiction over a defendant that purposefully shipped allegedly infringing products 

into the forum through an established distribution channel. 
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defendant is incorporated or has a principal place of business.  Briefing and oral argument in the TC 

Heartland case will take place in the next term of the Supreme Court.  We anticipate a decision before 

summer 2017. 

2.2 Functionality Doctrine in Copyright Law 

In Star Athletica, LLC v. Varsity Brands, Inc., No. 15-866, the Supreme Court is set to address when a 

design feature of a “useful article”—such as clothing or furniture—is eligible for copyright protection. 

As a general matter, a “useful article, such as a piece of furniture or clothing, is ineligible for copyright 

protection.”  17 U.S.C. § 101.  However, “the design of a useful article . . . shall be considered a pictorial, 

graphic, or sculptural work,” and thus copyrightable, “if, and only to the extent that, such design 

incorporates pictorial, graphic, or sculptural features that can be identified separately from, and are 

capable of existing independently of, the utilitarian aspects of the article.”  Id.  This requirement is often 

referred to as the “separability” test. 

In Star Athletica, the plaintiff, Varsity Brands (“Varsity”), was a leading provider of cheerleader uniforms.  

In 2010, Varsity filed a lawsuit alleging that a competitor, Star Athletica, had infringed several of Varsity’s 

copyrighted uniform designs.  The district court, however, found that Star Athletica was entitled to 

summary judgment because the uniform designs were not copyrightable.  In particular, the district court 

found that the uniforms were “useful articles” and that the aesthetic design features of those uniforms 

(such as chevrons, stripes and patterns) could not be separated from the functional purpose of the 

uniforms:  to identify the wearer as a cheerleader. 

There is no generally accepted test to determine the separability of aesthetic design features from the 

“utilitarian aspects” of a “useful article.”  Rather, courts have applied one or more of 10 different tests of 

separability.  In a 2-1 decision, the United States Court of Appeals for the Sixth Circuit fashioned its own 

five-part test based on the language of the Copyright Act.  Applying the test, the majority held that 

Varsity’s designs were copyrightable because the aesthetic aspects could be separated from the 

utilitarian function of the uniforms:  to “cover the body, wick away moisture, and withstand the rigors of 

athletic movement.”  In this way, the majority held that Varsity’s uniforms were more akin to printed 

designs on fabric (which courts have found to be copyrightable) than dress designs (which courts have 

held are not copyrightable).  In dissent, Judge McKeague noted that “[t]he law in this area is a mess – 

and it has been for a long time….[U]ntil we get much-needed clarification, courts will continue to struggle 

and the business world will continue to be handicapped by the uncertainty of the law.”  While Judge 

McKeague agreed with the majority’s “general approach,” he disagreed with how the majority defined the 

“utilitarian aspects” of the cheerleader uniform.  In particular, Judge McKeague would have held that the 

function of the uniform included identifying the wearer as a member of a group.  According to Judge 

McKeague, Varsity’s design features were not separable from this utilitarian function because, if the 

stripes and patterns are removed, the outfit no longer identifies the wearer as a cheerleader. 

The Supreme Court granted certiorari in Star Athletica and held oral arguments on October 31, 2016 to 

consider: “What is the appropriate test to determine when a feature of a useful article is protectable under 

§ 101 of the Copyright Act?”  During oral argument, Star Athletica argued that the aesthetic features of 

the cheerleader uniforms cannot be separated from the utilitarian aspects of the uniforms because they 

perform the function of making the wearer of the uniform look “slimmer,” “taller” or “curvier,” much like the 

design of a prom dress serves the function of making the wearer more attractive.  Star Athletica also 

analogized the patterns on cheerleader uniforms to camouflage on soldiers’ uniforms in that neither 
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design can be separated from the functional purpose of identifying the wearer as a member of a group.  

Under questioning, however, Star Athletica agreed that a tuxedo pattern on a T-shirt would be separable 

from the utilitarian aspects of the T-shirt and thus copyrightable.  Star Athletica struggled to distinguish 

such a tuxedo design from the patterns on Varsity’s uniforms. 

We anticipate a decision in the Star Athletica case in early 2017.  The Court’s decision has the potential 

to bring some much-needed clarity and predictability to the separability analysis, which would assist 

businesses in better assessing when design elements of functional products are copyrightable. 

2.3 Induced Infringement under 271(f) 

In Life Technologies Corp. v. Promega Corp., No. 14-1538, the Supreme Court will address whether a 

company infringes a US patent when it exports a single component from the United States that is later 

incorporated into a patented invention and sold abroad. 

Under § 271(a), “whoever without authority makes…any patented invention, within the United States” is 

liable for infringement.  Under this provision, manufacturing a patented invention in the United States 

results in infringement of a US patent even when the invention is immediately exported and sold in a 

foreign country. Prior to 1984, however, companies could avoid liability under § 271(a) by exporting the 

components of a patented invention for assembly in a foreign country.  Under such circumstances, the 

Supreme Court held that a company does not “make” a patented invention “within the United States.”  

See Deepsouth Packing Co. v. Laitram Corp., 406 U.S. 518 (1972).  To close this perceived loophole, 

Congress enacted § 271(f)(1), which provides that “[w]hoever without authority supplies or causes to be 

supplied in or from the United States all or a substantial portion of the components of a patented 

invention…in such a manner as to actively induce the combination of such components outside of the 

United States…shall be liable as an infringer.” 

In this case, Promega accused Life Technologies of infringing a US patent related to DNA testing kits.  

Life Technologies manufactured the testing kits at a facility in the United Kingdom and 90 percent of the 

kits were sold outside the United States.  The kits were comprised of five components, only one of which 

was exported from the United States.  The parties agreed that the component from the United States—

Taq polymerase—was a commodity article with multiple uses.  Promega, however, nonetheless argued 

that Life Technologies was liable for infringement under § 271(f)(1) because Taq polymerase is an 

essential part of the DNA testing kits and is therefore a “substantial portion of the components of a 

patented invention.”  The Federal Circuit agreed with Promega, holding that the ordinary meaning of a 

“substantial portion of the components” encompasses a single important or essential component.  The 

Federal Circuit held that Taq polymerase is a “substantial portion” of the patented invention because the 

invention would not work without that component.  Under the Federal Circuit’s decision, Life Technologies 

would be liable for paying reasonable royalties not only for DNA testing kits sold in the United States (10 

percent of Life Technologies’ sales), but also for all of the kits sold in foreign countries (90 percent of 

sales). 

Life Technologies asked the Supreme Court to overturn the Federal Circuit’s ruling, and in an amicus 

brief, the federal government also supported Life Technologies’ position.  On December 6, 2016, the 

Supreme Court held oral arguments, during which Life Technologies stressed the expansive reach of the 

Federal Circuit’s decision.  According to Life Technologies, US manufacturers could now be liable for 

infringement under § 271(f)(1) whenever they export a commodity that is later incorporated into an 

invention patented in the United States.  The federal government further noted that almost any 
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component of a patented invention would be “substantial” under the Federal Circuit’s test because most 

patented inventions require all components to operate.  During the oral arguments, the Supreme Court 

appeared to lean in favor of Life Technologies’ position that there must be more than a single component 

to amount to a “substantial portion” under § 271(f)(1).  The Justices, however, expressed some difficulty 

in deciding whether substantiality should be determined on a purely quantitative basis or whether there 

should also be a qualitative aspect to the inquiry.  An opinion is anticipated in early 2017. 

2.4 Disparaging Trademarks 

In Lee v. Tam, No. 15-1293, the Supreme Court will consider whether barring federal registration of 

disparaging trademarks violates the First Amendment. 

Under § 2(a) of the Lanham Act, 15 U.S.C. § 1052(a), the United States Patent and Trademark Office 

(“USPTO”) may refuse registration of any trademark that is, among other things, “immoral,” “scandalous” 

or “disparag[ing].”   To determine whether a trademark is disparaging, the USPTO identifies the likely 

meaning of the mark and, “[i]f that meaning is found to refer to identifiable persons, institutions, beliefs or 

national symbols, whether that meaning may be disparaging to a substantial composite of the referenced 

group.”  Trademark Manual of Exam. Proc. § 1203.03(b)(i) (Jan. 2015 ed.). 

In 2011, Simon Shiao Tam filed an application for federal registration of the name of his rock band:  “THE 

SLANTS.”  Tam said that the band’s name was selected in an effort to “reclaim” and “take ownership” of 

Asian stereotypes.  The examiner rejected Tam’s application under § 2(a) of the Lanham Act, finding that 

“even though Tam may have chosen the mark to ‘reappropriate the disparaging term,’ a substantial 

composite of persons of Asian descent would find the term offensive.”  The Trademark Trial and Appeal 

Board (“TTAB”) affirmed the examiner’s finding, and Tam appealed to the Federal Circuit.  A three-judge 

panel of the Federal Circuit affirmed the TTAB’s ruling.  A week later, the Federal Circuit, acting sua 

sponte, vacated the decision and set the case for reconsideration en banc. 

In a 9-2 decision, the en banc panel of the Federal Circuit determined that § 2(a) of the Lanham Act is 

facially unconstitutional.  In re: Simon Shiao Tam, 808 F.3d 1321 (Fed. Cir. 2015).  The Federal Circuit 

first noted that § 2(a) must be subject to strict scrutiny because it is a content-based regulation of speech.  

Applying the strict scrutiny standard, the Federal Circuit held that the government could not show that 

§ 2(a) is “narrowly tailored to serve a compelling government interest.”  The Federal Circuit also noted, 

however, that § 2(a) could not withstand even intermediate scrutiny because § 2(a) does not “directly and 

materially advance” a “substantial government interest.” 

In reaching its decision, the Federal Circuit rejected the government’s primary contention that the First 

Amendment does not apply in the context of trademark registration.  In particular, the government argued 

that refusing registration of a trademark does not unconstitutionally restrict speech because the 

trademark owner can continue to use the mark and even claim the common-law protections that are 

otherwise available.  Rather, the government argued that trademark registration is akin to a government 

subsidy, which can be awarded based on government policies, such as combating racism.  The Federal 

Circuit disagreed, finding that refusing federal registration of a mark has an unconstitutional “chilling 

effect” on speech, even if it is not an outright prohibition on use of the mark.  The Federal Circuit also held 

that trademark registration does not implicate Congress’s spending power and therefore view point-based 

restrictions on speech cannot be justified as merely a subsidy. 

On September 29, 2016, the Supreme Court granted the USPTO’s petition for writ of certiorari to consider 

whether the disparagement provision in 15 U.S.C. 1052(a) is facially invalid under the Free Speech 
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Clause of the First Amendment.  In petitioning for certiorari, the federal government argued that 

registering trademarks is a benefit provided by the government, not a registration of speech.  The 

government further argued that the First Amendment does not require Congress to open the federal 

trademark-registration system to racial epithets and other disparaging marks. 

If the Supreme Court reverses the Federal Circuit, the USPTO will retain its ability to refuse registration of 

disparaging trademarks.  The Tam case is being watched closely by owners of other controversial 

trademarks, such as the Washington Redskins.  Indeed, a large number of parties have filed amicus 

briefs in the case, including from the American Bar Association, Native American Organizations, Law 

Professors, American Intellectual Property Law Association, and Certain Members of Congress.  Oral 

arguments will be held on January 18, 2017, with a decision expected in spring 2017. 

2.5 Patent Exhaustion 

Under the doctrine of patent exhaustion (also known as the “first sale” doctrine), the initial authorized sale 

of a patented item terminates all patent rights in that item.  As a result, subsequent sales of the item 

cannot give rise to claims of infringement.  In Impression Products, Inc. v. Lexmark International, Inc., 

No. 15-1189, the Supreme Court is set to consider two possible limitations to the doctrine of patent 

exhaustion: (i) whether a patent holder can use contractual post-sale restrictions to avoid patent 

exhaustion; and (ii) whether international sales of a patented item give rise to patent exhaustion. 

Impression Products involves a dispute over laser printer toner cartridges that are patented and sold, at 

least initially, by Lexmark International.  When Lexmark sells the cartridges, both in the United States and 

internationally, it restricts the buyer from reusing or transferring the empty cartridges.  Despite these post 

sale restrictions, Impression was able to purchase empty Lexmark cartridges, refurbish them, and resell 

them to customers in the United States.  Lexmark subsequently sued Impression, alleging that the sale of 

refurbished cartridges infringed Lexmark’s patents.  Impression responded that the initial authorized sale 

of the cartridges exhausted Lexmark’s patent rights. 

In an en banc opinion, the Federal Circuit held that Lexmark could bypass the patent exhaustion doctrine 

by placing explicit restrictions on a buyer’s further use or resale of a patented product.  In doing so, the 

Federal Circuit affirmed its holding in Mallinckrodt, Inc. v. Medipart, Inc., 976 F.2d 700 (Fed. Cir. 1992), 

that “a patentee, when selling a patented article subject to a single-use/no-resale restriction that is lawful 

and clearly communicated to the purchaser, does not by that sale give the buyer, or downstream buyers, 

the resale/reuse authority that has been expressly denied.”  Lexmark Int’l, Inc. v. Impression Prods., 816 

F.3d 721, 726 (Fed. Cir. 2016).  The Federal Circuit further held that Mallinckrodt remains good law 

following the Supreme Court’s decision in Quanta Computer, Inc. v. LG Electronics, Inc., 553 U.S. 617 

(2008).  In Quanta, the Supreme Court held that patent exhaustion also bars claims for infringement of a 

method patent, reiterating that “the authorized sale of an article that substantially embodies a patent 

exhausts the patent holder’s rights and prevents the patent holder from invoking patent law to control post 

sale use of the article.”  Despite language in Quanta suggesting that post-sale restrictions on use are 

unenforceable due to the doctrine of patent exhaustion, the Federal Circuit stated that Quanta did not 

expressly involve any such post-sale restrictions and therefore did not overrule Mallinckrodt. 

The Federal Circuit also reaffirmed its previous holding in Jazz Photo Corp. v. International Trade 

Comm’n, 264 F.3d 1094 (Fed. Cir. 2001), that “a U.S. patentee, merely by selling or authorizing the sale 

of a U.S.-patented article abroad, does not authorize the buyer to import the article and sell and use it in 

the United States, which are infringing acts in the absence of patentee-conferred authority.”  816 F.3d at 
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726-27.  As a result, the sale of toner cartridges abroad did exhaust Lexmark ’s patent rights in the United 

States.  In so holding, the Federal Circuit declined to extend the Supreme Courts’ ruling in Kirtsaeng v. 

John Wiley & Sons, Inc., 133 S. Ct. 1351 (2013), which held that international sales of a copyrighted 

article triggers exhaustion. 

On December 2, 2016, the Supreme Court granted a petition for a writ of certiorari to consider two 

questions in Impression Products: (1) whether a “conditional sale” that transfers title to the patented item 

while specifying post-sale restrictions on the article’s use or resale avoids application of the patent-

exhaustion doctrine and therefore permits the enforcement of such post-sale restrictions through the 

patent law’s infringement remedy; and (2) whether, in light of the Supreme Court’s holding in Kirtsaeng v. 

John Wiley & Sons, Inc. that the common-law doctrine barring restraints on alienation that is the basis of 

exhaustion doctrine “makes no geographical distinctions,” a sale of a patented article—authorized by the 

US patentee—that takes place outside the United States exhausts the US patent rights in that article. 

The federal government urged the Court to hear both questions presented in Impression’s petition.  As to 

the first question, the federal government noted that, for more than 150 years, the Supreme Court has 

held that “once a particular patented article has been sold in the United States by the patentee or with his 

authorization, the patent laws do not constrain the subsequent use or resale of that article.”  The 

government warned that “[t]he Federal Circuit’s decision misreads [its] precedents and would 

substantially erode the exhaustion doctrine.”  As to the second question, the federal government asserts 

that the Federal Circuit erred in holding that foreign sales never exhaust US patent rights. 

Given the decision to grant certiorari and the deference generally accorded to the federal government’s 

position, there is a reasonable likelihood that the Supreme Court will reverse the Federal Circuit’s 

decision in Impression Products.  Oral arguments in Lexmark will likely be scheduled for early spring 

2017. 

2.6 Notice Requirements of the Biologics Price Competition and Innovation Act 

In Sandoz Inc. v. Amgen Inc., Nos. 15-1039, 15-1195, the Supreme Court has been asked to grant 

certiorari to interpret the notice requirements of the Biologics Price Competition and Innovation Act of 

2009 (BPCIA). 

The BPCIA established an expedited process for obtaining United States Food and Drug Administration 

(“FDA”) approval of “biosimilar versions of licensed biologic products” (“reference products”).  42 U.S.C. 

§ 262(k).  The BPCIA sets forth a complex procedure for the exchange of information between the 

company seeking expedited FDA approval (the “subsection (k) applicant”) and the company that has 

already received approval (the “reference product sponsor” or “RPS”).  Under § 262(l)(2)(A), within 20 

days of receiving notice from the FDA that an application has been accepted for review, the subsection 

(k) applicant “shall provide to the reference product sponsor a copy of the application…and such other 

information that describes the process or processes used to manufacture the biological product that is the 

subject of such application.”  Also, under § 262(l)(8)(A), the subsection (k) applicant “shall provide notice 

to the reference product sponsor not later than 180 days before the date of the first commercial marketing 

of the biological product licensed under subsection (k).” 

In Sandoz v. Amgen, Sandoz filed a subsection (k) application for a biosimilar version of Amgen’s drug 

Neupogen®.  On July 7, 2014, Sandoz received notice from the FDA that its application had been 

accepted for review.  The next day, Sandoz notified Amgen of the application.  Sandoz also notified 

Amgen that it intended to begin commercial marketing once the application was approved, likely in “Q1/2 
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of 2015.”  Sandoz did not provide Amgen with a copy of the subsection (k) application or information 

about Sandoz’s manufacturing processes.  In October 2014, Amgen sued Sandoz in the Northern District 

of California, alleging unlawful business practices under California state law based on two alleged 

violations of the BPCIA: (i) that Sandoz failed to provide Amgen the application and manufacturing 

information required under § 262(l)(2)(A); and (ii) that Sandoz was required to wait until the application 

was approved before providing the 180-day notice under § 262(l)(8)(A).  On March 6, 2015, the FDA 

approved Sandoz’s subsection (k) application and Sandoz sent Amgen “further notice” of its intent to 

launch commercial marketing.  On March 19, 2015, the district court granted Sandoz partial judgment on 

the pleadings, finding that Sandoz was not required to provide Amgen with a copy of the subsection (k) 

application or manufacturing information.  The district court also held that the 180-day notice under 

§ 262(i)(8)(A) is effective even if it is provided before FDA approval of the application. 

On appeal, a three-judge panel of the Federal Circuit issued a splintered opinion.  Writing for the court, 

Judge Lourie held that, under the BPCIA, a subsection (k) applicant has the option to provide the 

reference product sponsor with a copy of the application and manufacturing information.  If the subsection 

(k) applicant fails to provide this information, the reference product sponsor may immediately file a 

declaratory judgment action alleging patent infringement and seek the information in the normal course of 

discovery.  With respect to the 180-day notice period, Judge Lourie found that notice can only be given 

for “licensed” products after they receive FDA approval.  As such, the notice Sandoz provided in July 

2014 was premature, but the post-approval notice in March 2015 was adequate and started the 180-day 

period.  Writing separately, Judge Newman agreed with Judge Lourie that the 180-day notice cannot be 

given before FDA approval.  Judge Newman, however, disagreed that § 262(l)(2)(A) is permissive and 

would have found that Sandoz violated the BPCIA and was therefore not entitled to the benefits of the 

law.  Judge Chen also wrote separately.  He agreed with Judge Lourie that § 262(l)(2)(A) is permissive, 

but disagreed that the 180-day notice must follow FDA approval. 

Sandoz filed a petition for writ of certiorari with two questions presented:  (1) whether notice of 

commercial marketing under Subsection (l)(8)(A) is legally effective if it is given before FDA approval of 

the biosimilar application; and (2) whether treating Subsection (l)(8)(A) as a standalone requirement and 

creating an injunctive remedy that delays all biosimilars by 180 days after approval is improper.  Amgen 

filed a conditional cross-petition for a writ of certiorari as to whether 42 U.S.C. § 262(l)(2)(A) requires a 

subsection (k) applicant to provide the reference product sponsor with a copy of its biologics license 

application and related manufacturing information, which the statute says the applicant “shall provide,” 

and, where an applicant fails to provide that required information, is the sponsor’s sole recourse to 

commence a declaratory-judgment action under 42 U.S.C. § 262(l)(9)(C) and/or a patent-infringement 

action under 35 U.S.C. § 271(e)(2)(C)(ii). 

On December 7, 2016, the United States submitted an amicus brief in which it recommended that the 

Supreme Court grant both Sandoz’s petition and Amgen’s conditional cross-petition.  As to the 180 days’ 

notice, the government sided with Sandoz, agreeing that providing notice of commercial marketing before 

FDA approval is consistent with § 262(l)(8)(A).  As to the second issue, the government agreed that the 

Federal Circuit correctly interpreted the scope of § 262(l)(2)(A).  Nonetheless, the government noted that 

because “[t]he proper interpretation of those provisions has a significant impact on the operation of the 

BPCIA and the ability of aBLA applicants promptly to bring their biosimilars to the public[,] [a]nd because 

the provisions are integrally related, the Court should consider all of the questions presented together.” 

The government’s recommendation is a strong indicator that the Supreme Court may grant the petition 

and cross-petition.  If so, briefing will likely occur in early 2017. 
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2.7 Permissible Damages in Design Patent Cases 

On December 6, 2016, the Supreme Court issued a unanimous opinion in Samsung v. Apple, No. 15-

777, clarifying the damages available for the infringement of design patents and at least temporarily 

setting aside Apple’s US $399 million award against Samsung.  The Court, however, remanded the case 

for additional proceedings that may substantially affect the value of design patents going forward. 

Damages available for the infringement of a design patent are governed by 35 U.S.C. § 289, which 

provides that an infringer is liable “to the extent of his total profit” on the sale of “any article of 

manufacture” that infringes the patent.  In the Samsung case, Apple held multiple design patents related 

to certain exterior features of its cell phones.  A jury found that Samsung infringed Apple’s design patents 

and Apple was awarded US  $399 million in damages, representing Samsung’s total profits on the 

infringing phones.  On appeal, Samsung argued that the relevant “article of manufacture” under § 289 

was not the entire, multi-component smartphone because Apple’s patents only related to specific exterior 

components.  The Federal Circuit, however, rejected Samsung’s position, noting that the patented 

features were not sold separately from the other features of the phones and, as a result, the “article of 

manufacture” was the entire phone. 

The Supreme Court granted certiorari and ultimately resolved a narrow question: “whether, in the case of 

a multicomponent product, the relevant ‘article of manufacture’ must always be the end product sold to 

the consumer or whether it can also be a component of that product.”  The Court held that the meaning of 

“article of manufacture” is broad enough to encompass both an entire end product and a component of 

the end product, even if the component is not sold separately.  The Federal Circuit thus erred in holding 

that the entire smartphone is necessarily the “article of manufacture” merely because its components are 

not sold separately. 

Importantly, the Supreme Court expressly refused to provide any guidance on how courts should identify 

an “article of manufacture” or calculate the total profit once the article of manufacture is determined.  

Thus, for example, it remains unclear what the relevant article of manufacture is for Apple’s design 

patents or (if the article of manufacture is less than the entire phone) how Samsung’s “total profit” will be 

calculated on features that are not sold separately.  These issues will be addressed on remand to the 

Federal Circuit and, potentially, a further remand to the district court for new factual findings. 

The upcoming proceedings in Samsung v. Apple have the potential to drastically alter the value of design 

patents.  If the court adopts a test that narrowly associates the “article of manufacture” with individual 

features of a product, the “total profits” recoverable from such features will likely be quite small.  On the 

other hand, if the court adopts a test that routinely (but not automatically) associates the “article of 

manufacture” with the entire product sold to consumers, design patents will likely retain a much higher 

value. 

3. Patent Legislation to Watch in 2017 

3.1 Separation of Powers Restoration Act of 2016 

The “Separation of Powers Restoration Act of 2016,” if it passes the United States Senate, modifies the 

scope of judicial review of agency actions to authorize courts reviewing agency actions to decide de novo 

all relevant questions of law, including the interpretation of constitutional and statutory provisions and 

rules.  The bill, if enacted, would overturn the longstanding Chevron deference afforded to agency 
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actions.  The United States House of Representatives already passed H.R. 4768 in July 2016 and 

referred the bill to the Senate. 

In 1984, in the landmark case of Chevron U.S.A., Inc. v. Natural Resources Defense Council, Inc., the 

Supreme Court ruled that certain federal agency interpretations of federal statutes are to be upheld so 

long as they are reasonable and permissible readings, even if they are not the interpretations that courts 

would embrace in the first instance. 

While courts have repeatedly held that the USPTO interpretations of substantive patent law are reviewed 

de novo on appeal, the USPTO’s procedural authority has been given Chevron deference by the Federal 

Circuit.  This bill, if enacted, would mean that the USPTO’s procedural authorities may no longer be given 

that deference. 

It is anticipated that, based on the strong Republic support for the bill, the bill will be passed in both the 

House and the Senate and signed into law by President-elect Trump in early 2017. 

3.2 USPTO’s Change to Rule 56 

The USPTO has proposed changing the materiality standard for Rule 56—the duty to disclose information 

in patent applications and reexamination proceedings—in light of the 2011 Federal Circuit decision in 

Therasense, Inc. v. Becton, Dickinson & Co., 649 F.3d 1276 (Fed. Cir. 2011) (en banc).  Previously, the 

USPTO had published a notice of proposed rulemaking in July 21, 2011 and received 24 written 

comments in response to that notice.  At the time, the USPTO did not make any changes to the rule, but 

because of the “passage of time since the end of the comment period and the significant changes to 

patent law as a result of the Leahy-Smith America Invents Act,” the USPTO has once again published 

proposed revisions to Rule 56.  Under the currently proposed rule, the materiality standard for the duty of 

disclosure is “but-for materiality,” and that “but-for materiality” standard would be further defined.  

Affirmatively egregious misconduct would also be included, but in a separate subsection as the “but-for 

materiality” standard.  The USPTO believes these changes will “harmonize the materiality standard for the 

duty of disclosure before the Office with the but-for-materiality standard for establishing inequitable 

conduct before the courts,” and also reflect the court’s “recognition that affirmative egregious misconduct 

satisfies the materiality prong of inequitable conduct.”  The USPTO also believes that such a change 

would “lead to more focused prior art submissions by applications, which in turn will assist examiners in 

more readily recognizing the most relevant prior art.” 

3.3 Changes to Patents and USPTO with New President 

President-elect Donald Trump will take office on January 20, 2017.  To date, the President-elect has not 

made any major policy pronouncements reflecting his views on the US intellectual property system.  It is 

also unlikely that patent legislation and reforms will be an immediate priority for the Trump administration, 

which has signaled that it will first focus on amending current healthcare laws, reforming the tax code, 

eliminating regulations perceived to be anti-business, and increasing infrastructure spending.  Although 

President-elect Trump’s intellectual property platform has not yet been fleshed out, we anticipate the 

following with the incoming President: 

 Strong support for the American intellectual property system.  As a general matter, we 

believe the incoming President will support a strong intellectual property system that allows 

businesses to reap the rewards of their innovations and protects American companies.  We 
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expect President-elect Trump to have a particularly favorable view of trademarks, which he has 

relied upon heavily in his private business dealings. 

 Receptiveness to concerns raised by American businesses.  The President-elect is pro-

business and we therefore expect him to be open to addressing concerns about the intellectual 

property system that are raised by businesses.  For example, we expect the Trump administration 

to be generally supportive of efforts to curtail litigation by so-called “patent trolls.”  We also expect 

the President-elect to favor enacting rules that prevent forum-shopping in patent cases.  The new 

administration may also be open to considering changes to inter partes review proceedings and 

section 101 (patent eligibility) that would strengthen patent rights of pharmaceutical companies, 

who have been largely critical of the developments in those areas of the law. 

 Withdrawal from the Trans-Pacific Partnership (TPP).  The TPP is a trade agreement between 

the United States and 11 other Pacific Rim countries.  President Obama signed the TPP in 2015, 

but the agreement has not yet been ratified by the Senate.  President-elect Trump has declared 

that the United States will withdraw from the TPP on his first day in office.  Among the most 

significant aspects of the TPP are provisions intended to strengthen and protect intellectual 

property rights.  For example, the TPP is intended to make it easier to enforce intellectual 

property rights abroad, establish transparent rules for obtaining intellectual property rights in 

member countries, and eliminate loopholes in intellectual property laws in some countries that 

promote counterfeiting. 

 Reform at the USPTO.  President-elect Trump has stated that he wants to run the federal 

government more like a business.  This will likely have several implications at the USPTO.  First 

and foremost, we expect the Trump administration to continue, and even intensify, the initiatives 

at the USPTO designed to increase the quality of issued patents.  We would also expect the 

President-elect to address recent reports of fraud and waste at the patent office related to 

teleworking. 

 Crackdown on Chinese intellectual property violations.  The President-elect has specifically 

called out China for “not playing by the rules” and accused the country of being behind a 

“massive theft of intellectual property.”  We thus expect the Trump administration to adopt policies 

to aggressively pursue Chinese counterfeiting operations.  The crackdown on China would also 

likely mean a greater role for the International Trade Commission. 

4. Conclusion 

We expect 2017 to be another year of significant developments in the intellectual property arena.  Both 

the courts and practitioners will continue to grapple with the evolution of the law and critical intellectual 

property issues that have far-reaching impacts on how companies choose to pursue, litigate and invest in 

intellectual property.  In 2017—either by the hand of the new President-elect, the Supreme Court or 

Congress—we will likely see equally dramatic changes in the way innovators enforce their intellectual 

property rights in 2017. 

* * * 
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