2016-2017
U.S. Supreme Court
Intellectual Property Review
Seminar Topic: This material includes a comprehensive summary for each of eight
decisions from Fall 2016 through June 2017 addressing patents, trademarks or
copyright. Discussion of lower court decisions is also included.
This material is intended to be a guide in general and is not legal advice. If you
have any specific question regarding the state of the law in any particular
jurisdiction, we recommend that you seek legal guidance relating to your particular
fact situation.
The course materials will provide the attendee with the knowledge and tools
necessary to identify the current legal trends with respect to these issues. The
course materials are designed to provide the attendee with current law, impending
issues and future trends that can be applied in practical situations.

© Copyright 2018, All Rights Reserved.

Page 1

Copyright © 2018
Printed in the United States of America. All rights reserved. No part of this
monograph may be reproduced or transmitted in any form or by any means,
electronic or mechanical, including photocopying, recording, or by any
information storage and retrieval system, except for citation within legal
documents filed with a tribunal, without permission in writing from the publisher.
Disclaimer: The views expressed herein are not a legal opinion. Every fact
situation is different and the reader is encouraged to seek legal advice for their
particular situation.
The Apex Jurist, www.ApexJurst.com is
Published by ApexCLE, Inc.
www.ApexCLE.com

119 South Emerson St.,
Suite 248
Mount Prospect, Illinois 60056

Ordering Information:
Copies of this monograph may be ordered direct from the publisher for $64.95
plus $4.25 shipping and handling. Please enclose your check or money order and
shipping information. For educational, government or multiple copy pricing,
please contact the publisher.

Library of Congress Cataloging-in-Publication Data
ApexCLE, Inc.
1. ApexCLE, Inc. 2. Law-United States – Guide-books.
3. Legal Guide 4. Legal Education.

© Copyright 2018, All Rights Reserved.

Page 2

About the Author and
Presenter
Adrienne B. Naumann
Adrienne B. Naumann earned her law degree from Chicago-Kent College of Law
with high honors. She also holds a master’s degree from the University of Illinois
and was elected to the Nu Pi Sigma Honor Society at the University of Chicago.
Admitted to practice in Illinois, Ms. Naumann is licensed to appear before
federal courts including the U.S. District Court for the Northern District of Illinois,
the U.S. Patent and Trademark Office, Seventh Circuit Court of Appeals and the
Federal Circuit. Ms. Naumann has provided intellectual property law for 25 years.
During this time, she has lectured on intellectual property law topics for
numerous organizations and educational institutions, authored and published
articles on intellectual property and is the author of the online series titled
“Intellectual Property for Businesspeople.” Ms. Naumann also provides flat
attorney fees for patent, trademark and copyright prosecution.
Professional roles that Ms. Naumann currently serves include secretary and
board member of the University of Chicago Women’s Alliance. She also served
upon the e-discovery pilot program committee for the 7th Circuit Bar Association
and the alumni board of directors at the Illinois Institute of Technology. Ms.
Naumann has also served as Chairman of the Science, Technology and Law
committee for the Chicago Bar Association and of which she is currently a
member.

Author:

Adrienne B Naumann

Author’s Email Address:

adriennebnaumann@uchicago.edu

Author’s Website:

https://sites.google.com/site/naumann
patentcopyright

Author’s Mailing Address:

8210 Tripp, Skokie, IL 60076

Author’s Phone Number:

847-329-8185

© Copyright 2018, All Rights Reserved.

Page 3

Table of Contents
Contents
Table of Contents ............................................................................................ 4
Timed Agenda: ............................................................................................ 5
2016-2017 U.S. Supreme Court Intellectual Property Review ....................... 6
Star Athletica, LLC v. Varsity Brands, LLC. et al. 580 U.S. ___(2016) ...... 6
Matal v. Tam, 582 U.S. ___(2017) .......................................................... 9
SCA Hygiene Products Aktiebolag, et al. v. First Quality Baby Products
LLC et al., 580 U.S. ___ (2017) ..................................................................... 12
Samsung Electronics Co., Ltd. et al. v. Apple, Inc., 580 U.S. ____(2016)
..................................................................................................................... 14
Life Technologies Corporation et al. v. Promega Corporation, 580 U.S.
___(2017) .................................................................................................... 16
Impression Products, Inc. v. Lexmark International, Inc., 581 U.S.
____(2017) .................................................................................................. 20
TC Heartland LLC v. Kraft Foods Group Brands, 581 U.S. ___ (2017) ... 24
Amgen Inc., et al. v. Sandoz Inc.,582 U.S. ___ (2017)........................... 26

© Copyright 2018, All Rights Reserved.

Page 4

Timed Agenda:
Time

Description

00:00:00

Program Start

00:00:20

Introduction

00:00:50

Star Athletica, LLC v. Varsity Brands, LLC. et al. 580 U.S. ___(2016)

00:11:05

Matal v. Tam, 582 U.S. ___(2017)

00:21:55

SCA Hygiene Products Aktiebolag, et al. v. First Quality Baby
Products LLC et al., 580 U.S. ___ (2017)

00:27:36

Samsung Electronics Co., Ltd. et al. v. Apple, Inc., 580 U.S.
____(2016)

00:41:27

Life Technologies Corporation et al. v. Promega Corporation, 580
U.S. ___(2017)

00:51:21

Impression Products, Inc. v. Lexmark International, Inc., 581 U.S.
____(2017)

01:03:11

TC Heartland LLC v. Kraft Foods Group Brands, 581 U.S. ___ (2017)

01:11:48

Amgen Inc., et al. v. Sandoz Inc.,582 U.S. ___ (2017)

01:30:13

Program End

© Copyright 2018, All Rights Reserved.

Page 5

2016-2017 U.S. Supreme Court
Intellectual Property Review
Star Athletica, LLC v. Varsity Brands, LLC. et al. 580 U.S.
___(2016)
o

Question before the U.S. Supreme Court [hereinafter the
Court]: Are two-dimensional designs attached to threedimensional useful objects, such as apparel, entitled to U.S.
copyright protection?

o

Background
▪ Varsity owns numerous U.S. copyright registrations for
two-dimensional graphic designs upon cheerleader
uniforms, but not for actual cheerleader uniforms.
▪ Federal district court
• Varsity filed a lawsuit against Star Athletica for
copyright infringement of these graphic designs
which Star Athletica placed upon its own
uniforms
• The court granted summary judgment to Star
Athletica because
o The designs were not separable from
the uniforms, and
o The designs were too closely associated
with the concept of a cheerleading
uniform to be copyright eligible.
▪ The Court of Appeals for the Sixth Circuit reversed,
because the graphic designs were:
• Separately identifiable from the cheerleader
uniforms; and
• Exist independently upon other tangible media.
▪ Varsity Brands’ position before the Court
• Two-dimensional graphic designs have always
been copyright registration eligible, and
• The cheerleader uniforms are merely the
tangible media on which the registered twodimensional graphics attach.
• Varsity Brands’ graphic designs are physically
and conceptually separable from the apparel
item, because they
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o

▪

▪

o

Appear upon other non-cheerleader
uniform items,
o That qualify as other tangible media
under the U.S. copyright statute.
Star Athletica’s position before the Court
• By statute utilitarian features are not copyright
eligible.
• Copyright protection is not available for
industrial designs.
• The proper separability analysis requires
physical separability, design processes and
marketability
• If a feature is even slightly utilitarian, then it is
not eligible for copyright protection.
• A cheerleader uniform is an intrinsically useful
article, so
o The graphics are not separable from the
uniform utilitarian features because the
graphics convey cheerleader status, and
o Therefore the applied graphics are also
functional features.
The U.S. copyright office’s amicus position before the
Court
• The registrations of Varsity Brand’s twodimensional designs do not include a uniform’s
functional features, and
• The claimed graphic designs are both physically
and conceptually separable from the actual
uniforms.
• In sum, Varsity Brands’ graphic designs are
copyright protection eligible.

Supreme Court decision
▪ Holding: Varsity Brands’ registered two-dimensional
graphic designs attached to cheerleader uniforms are
eligible for U.S. copyright protection.
▪ Reasons
• The proper separability test by which copyright
protection eligibility is evaluated for visual art
applied to useful articles
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o

•

•

•

A feature of a useful article is copyright
protection eligible if that feature
▪ Can be perceived as a two- or
three-dimensional work of art
separate from the useful article,
and
▪ Would qualify as protectable
pictorial, graphic sculptural
work --- either on its own or
fixed in another tangible
medium of expression--- if
perceived separately from the
useful article into which it is
incorporated.
An artistic feature eligible for copyright
protection does not lose this protection simply
because
o It was initially created as a design upon
a useful article, and
o Even if this design causes the article to
become more useful.
This Court’s criteria for copyright eligibility of
applied art are consistent with the U.S.
copyright statute, because
o There is a statutory separability
requirement for graphic designs as
features of useful articles, 17 U.S.C.
section 101;
o Original works of authorship fixed in
any tangible medium are eligible for
copyright protection,17 U.S.C. 102(a);
and
o 17 U.S.C. 113(a) explicitly protects art
as copies fixed in any medium, and that
medium may be a useful article.
Removing the two-dimensional designs from
Varsity Brands’ uniforms and attaching them to
another tangible medium does not replicate the
uniform itself.
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•
•

•
•

Separability analysis does not require
evaluation of the remaining article’s utility after
removal of a graphic design.
Features of a useful article that exclusively
convey information or appearance are not
utilitarian features.
o Therefore, even if the designs convey
the appearance of a cheerleader
uniform,
o They are copyright eligible. 17 U.S.C.
101.
Mentally perceiving the separation is all that is
required, and not physical separation.
Separability does not require analysis of
marketing, design processes, commercial
success or other economic factors.

Matal v. Tam, 582 U.S. ___(2017)
o

Question before the U.S. Supreme Court:
▪ Is the disparagement clause of 15 U.S.C. 1052(a) facially
invalid under the Free Speech Clause of the First
Amendment.

o

Background
▪ U.S. Patent &Trademark Office
• Tam sought to federally register the logo THE
SLANTS as a service mark associated with live
performances by his band.
• The trademark examiner refused registration
because the logo is disparaging to persons of
Asian ancestry. 15 U.S.C. 1052(a)[hereinafter
‘the disparagement clause’].
• The Trademark Trial and Appeal Board affirmed
the rejection on this basis.
▪ The U.S. Court of Appeals for the Federal Circuit Court
[hereinafter the Federal Circuit]
• An en banc court reversed the Trademark Trial
and Appeal Board and held that the
disparagement clause is facially
unconstitutional.
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•

▪

▪

Reasons
o It penalizes speech of which the
government disapproves; and
o Under a strict scrutiny standard for
restrictions upon speech, it penalizes
mark owners without a compelling
government interest.
Mr. Tam’s position before the Court
• The disparagement clause is unconstitutional
because it is impermissibly vague with no clear
boundary for the term ‘disparagement.’
• The disparagement clause imposes a significant
burden upon speech with a particular content
because
o It deprives mark owners of important
economic and legal rights, and
o These rights are only available through
federal trademark and service mark
registration.
• When a statute distinguishes expression based
upon viewpoint and content, there must be
compelling state interest.
The trademark office position before the Court
• The disparagement clause does not prohibit
speech, because it merely defines criteria for
federal trademark registration.
o There is no First Amendment right to
use government resources to facilitate
private speech.
o Because the government is merely
declining to assist private speech, the
strict scrutiny standard for viewpoint
based regulation is not applicable.
• The disparagement clause does not restrict
speech or place an unconstitutional burden
thereon, because
o Unregistered mark owners have
trademark protection under federal
law, and
o Use of a federally unregistered mark is
lawful in other contexts.
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•
•

•
•

•
•

•

o

The disparagement clause does not chill speech
merely because a government program
discourages alternative goals.
The disparagement clause furthers a legitimate
rational interest of disassociating the
government from offense towards identifiable
groups.
o A trademark by itself is not government
speech, but with federal register status
it becomes more than private speech.
o The federal register is not a public
forum, because it lists registered marks
exclusively to facilitate their
enforcement.
Trademarks and service marks comprise
commercial speech, and so a compelling
government interest is not required.
The disparagement clause is not an improper
viewpoint-based restriction because,
o Laws against libel, threats or fighting
words also distinguish speech based
upon content, but
o Such laws are not treated as viewpointbased restriction.
Inconsistent enforcement does not justify facial
invalidation.
The disparagement clause is not
unconstitutionally vague, because
o ‘Disparage’ has a well-recognized
meaning,
o That is, any mark that slights,
deprecates, degrades, affects or injures
by unjust comparison
Denial of trademark registration does not result
in civil or criminal penalties.

Supreme Court decision
▪ Holding: The disparagement provision of 35 U.S.C.
1052(a) violates the First Amendment’s Free Speech
Clause; judgment of the Federal Circuit is affirmed.
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▪

Reasons
• Trademarks and service marks are private
speech and not government speech.
o The government may regulate private
speech if
▪ There is a government
substantial interest
▪ That is narrowly drawn to that
interest.
• Even if trademarks and service marks are
commercial speech, viewpoint based
discrimination requires heightened judicial
scrutiny
o The statute currently reflects a
government disapproval of messages
that it finds offensive.
o But there is no compelling government
reason for this viewpoint based
evaluation.
• Even if viewpoint regulation was appropriate,
the disparagement clause is not sufficiently
narrow in scope, because
o By its terms the statute disallows all
disparaging content and not merely
content which offends identifiable
groups and persons based upon
ethnicity, religion and race
o There is no sufficiently compelling
reason to justify viewpoint based
evaluation of trademarks and service
marks.

SCA Hygiene Products Aktiebolag, et al. v. First Quality Baby
Products LLC et al., 580 U.S. ___ (2017)
o

Question before the Court:
▪ Whether laches prevents recovery of patent
infringement damages when a lawsuit is filed within
the 35 U.S.C. section 282 limitation period.
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o

•
•

Background
▪ SCA developed a patented design for adult incontinence
products
▪ First Quality Baby Products [hereinafter First Quality]
manufactures private label disposable products
• In 2003, SCA and First Quality initially
corresponded about First Quality’s
unauthorized use of SCA’s patented technology.
o First Quality asserted that SCA’s patent
for this specific patented technology
was invalid in light of another patent.
o First Quality did not receive a response
from SCA to its assertion of patent
invalidity.
• However, in 2004 SCA filed a request for
reexamination of its patent in the United States
Patent & Trademark Office.
▪ In March 2007 the patent office confirmed the validity
of SCA’s patent for
The technology which First Quality copied, and which
First Quality had characterized as invalid in its correspondence with SCA.
▪ Federal district court
• SCA filed a lawsuit six years and eleven months
after SCA’s initial letter to First Quality about its
unauthorized use of the patented technology.
• First Quality moved for summary judge based
upon laches and equitable estoppel.
• The court held that SCA’s patent infringement
lawsuit was barred by laches and equitable
estoppel.
▪ Federal Circuit Court of Appeals en banc
• Affirmed the summary judgment on laches,
although section 282 does not expressly
designate laches as a defense to patent
infringement.
• Also held that laches may prevent money
damages in a patent infringement lawsuit.
▪ First Quality’s position before the Court
• Congress implicitly codified a laches defense to
damages claims in 35 U.S.C. section 282.
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•

▪

o

In decisions prior to 1952, laches barred patent
infringement claims seeking damages, and
• Congress did not intend to alter that status quo
that existed prior to 1952.
SCA’s position before the Court
• The appellate decision conflicts with Petrella v.
Metro-Goldwyn-Mayer, Inc., 572 U.S. ___( 2014
) which held that laches cannot bar a copyright
infringement lawsuit brought within the
statutory limitations period.
• Laches is an equitable defense which does not
bar patent infringement damage awards.

Supreme Court decision
▪ Holding: Laches does not bar a patent infringement
lawsuit brought within the statutory limitation period.
• A statute of limitations reflects a Congressional
decision that timeliness is more appropriately
based
o Upon a uniform deadline rather than
o Individual ad hoc judicial
determinations applicable to laches
▪ Laches is an equitable defense that does not bar claims
for patent infringement damages.

Samsung Electronics Co., Ltd. et al. v. Apple, Inc., 580 U.S.
____(2016)
o

Question before the Court:
▪ Where a patented design is applied to a multicomponent article, should the award of an infringer’s
profits be limited to profits resulting only from
component(s) to which the design is affixed.

o

Background
▪ Apple owns U.S. design patents for its first generation
smart phone iPhone.
• A U.S. design patent exclusively protects the
original design upon an article of manufacture.
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•

▪

▪

▪

▪

▪

Samsung manufactured and sold smart phones
that resembled Apple’s iPhone, but without
Apple’s authorization.
Federal district court
• In 2001 Apple sued Samsung for infringement of
Apple’s design patents.
• The court awarded Apple $399 million as
Samsung’s entire profit from sale of its
infringing assembled smart phones.
Federal Circuit Court of Appeals
• Samsung argued that profits should be based
solely upon those phone components
displaying the design, such as the phone
screen or casing.
• However, the court affirmed the damages
award, because individual phone components
were not sold separately.
Apple’s position before the Court
• 35 U.S.C. section 289 explicitly awards all the
profit from the sale of an infringing “article of
manufacture,” and “to the extent of … total
profit.”
• At trial and prior to trial, Samsung never
addressed specific individual component(s) as
article(s) of manufacture from which the lost
profits should be exclusively calculated.
• Samsung’s position on statutory design patent
damages is properly referred to Congress.
Samsung’s position before the Court
• Recovery for infringement of a claimed design
that covers only a component(s) should be
limited to total profit from only these
components.
• Otherwise innocent infringers are subject to
grossly inequitable damage awards.
Government’s position before the Court
• Section 289’s text and history establish that a
component or components of a product may
qualify as the statutory ’article of manufacture.’
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•
•

o

A contrary approach, in which the article of
manufacture is always the entire product as
sold, would result in grossly excessive awards.
However, the infringer has the legal obligation
to affirmatively identify any component
asserted to be the article of manufacture.

The Supreme Court decision
▪ Holding: For a multi-component product the relevant
article of manufacture need not be the completely
assembled product.
• Instead it may only be a single component that
is not sold separately.
• This approach is consistent with the traditional
interpretation of 35 U.S.C. 171(a) in which a
design may extend to less than all product
components.
▪ The Court declined to designate
• The relevant article of manufacture in this case,
or
• The criteria for identifying an article of
manufacture for design patent infringement
damages.
▪ The Court remanded the case to the Federal Circuit,
which in turn remanded the case to the federal district
court to determine (i) the article of manufacture and (ii)
criteria for identifying it.

Life Technologies Corporation et al. v. Promega Corporation,
580 U.S. ___(2017)
o

Question before the Court: Whether supply of a single
commodity component from the United States, of a multicomponent U.S. patented invention that is assembled abroad, is
an infringing act in the United States.

o

Background
▪ Promega is an exclusive licensee of a U.S. patented
technology for multi-component genetic testing kits.
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•

▪

▪

Life Technologies sublicensed this patented
technology from Promega for specified limited
utilities of genetic testing kits.
• Life Technologies manufactures one kit
component in the U.S.(an enzyme) and sends
this component abroad for assembly with
remaining components.
• Life Technologies then sells these kits abroad
for utilities which were not authorized under
Promega’s sublicensing agreement.
Federal district court
• Promega filed a patent infringement lawsuit
against Life Technologies, based upon sales of
kits that included the single enzyme component
from the United States.
• The court granted judgment in favor of Life
Technologies because
o Only one component of the patented
technology originated from the U.S.,
but
o For infringement liability, all or a
substantial number of components, of a
patented technology must originate
from the U.S. 35 U.S.C. 271(f)(1).
o Section 271(f)(2) does not apply,
because the enzyme was a previously
existing widely used item with
numerous non-infringing uses.
• A single U.S. component must be newly
designed with no significant non-infringing uses
for infringement liability. 35 U.S.C. 271(f)(2).
o Neither subsection of section 271(f) was
satisfied by Promega’s enzyme
component
The Federal Circuit reversed the district court’s
judgment
• Reasons
o Section 271(f)(1) statutory language “all
or a substantial portion” of components
designates either of
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▪

▪

▪

▪

A qualitatively important
component, or
▪ A quantitative number of
components.
o The enzyme in the pending case
▪ Comprises a substantial portion
because it is qualitatively
important to the entire
invention, and
▪ Even though the previously
existing enzyme is widespread
with non-infringing uses.
Promega’s position before the Court
• The term ‘substantial portion’ includes
‘portion’ as part of a whole and ‘substantial’
within the well-recognized meaning of
considerable importance or value.
• Therefore, section 271(f)(2) is not the sole
source of infringement where a single
component is supplied from the United States.
Life Technologies’ position before the Court
• Section 271(f)(1) reciting “all or a substantial
portion of the components” is exclusively a
quantitative reference to the number of
components supplied from the U.S.
• The Federal Circuit’s interpretation of section
271(f)(1)
o Is inconsistent with the presumption
against U.S. patent extraterritoriality,
and
o Contrary to the purpose of preventing
supply of all or almost all components
from a U.S. patented invention for
assembly abroad.
• Congress intended that section 271(f)(2) be the
sole source of infringement liability whenever
only one component originates from the United
States.
The government’s position before the Court
• Section 271(f)(1) requires a quantitative
number of commodity components from the
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•
•

•
•
•

o

U.S. for infringement, and not a qualitative
analysis of components.
Section 271(f)(2) exclusively addresses
circumstances under which a single U.S.
component results in infringement liability.
Section 271(f)(1) use of plural ‘components’
and section 271(f)(2) use of a singular
‘component’ indicates that these two
subparagraphs serve different purposes.
Congress enacted 271(f)(1) in response to
Deepsouth Packing Co. v. Laitram Corporation,
406 U.S. 518 (1972).
The quantitative approach to section 271(f)(1)
is more practical than the Federal Circuit’s
qualitative approach.
U. S. patent extraterritoriality should be
minimized in the interest of foreign
transactions.

The Supreme Court decision
▪ Holding: The supply of
• A single commodity component
• From the U.S.
• Of a multi-component invention
• Is not an infringing act under 35 U.S.C section
271(f)(1).
▪ The words ’all’ and ‘portion’ of section 271(f)(1)
• Exclusively convey a quantitative meaning for
‘substantial,’ because
• The phrase ‘substantial portion’ is modified by
‘of the components of' a patented invention.’
• If ‘substantial portion’ is exclusively
quantitative, then a single component of a
multi-component product is never a substantial
portion under 271(f)(1)
o Section 271(f)(1) consistently refers to
plural components.
o Section 271(f)(2) addresses any noncommodity component (singular
especially made or adapted for the
invention(singular).
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o

▪

▪

Section 271(f)(2) clearly reads singular
while section 271(f)(1) clearly reads
plural.
Legislative history
• Congress created section 271(f) to include
supply from the U.S. of a patented invention’s
components as an infringing act,
• but only under specific conditions.
The Court reversed and remanded the Federal Circuit
decision.

Impression Products, Inc. v. Lexmark International, Inc., 581
U.S. ____(2017)
o

Questions before the Court
▪ Whether an authorized sale of a U.S. patented item by
the patentee, but with post-sale restrictions and
occurring in the U.S.,
• Avoids the judicial patent exhaustion doctrine,
so
• These restrictions are enforceable through a
patent infringement remedy.
▪ Whether the patent exhaustion doctrine applies to a
patentee’s authorized sales of a U.S. patented article
outside the United States.

o

Background
▪ Lexmark sold its U.S. patented toner cartridges to
Impression Products
• Toner cartridges were transferred to Impression
Products, Inc. under a sales agreement that
included a discount conditioned upon post-sale
restrictions
o Lexmark’s toner cartridge restricted
sales agreement
▪ Covered both international and
domestic sales,
▪ With restrictions upon the
purchaser’s reuse and resale.
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•

▪

▪

Lexmark as patentee transacted initial sales
with Impression Products, Inc. under this
restricted use and resale agreement.
• After a third party physically modified them,
Impression Products:
o Resold these discounted cartridges in
the U.S. and
o Imported those it acquired abroad into
the U.S. and
o All without Lexmark’s authorization.
Federal district court
• Lexmark commenced a U.S. patent
infringement lawsuit against Impression
Products, based upon non-compliance with
post-sale restrictions, for
o Toner cartridges in the United States,
and
o Toner cartridges initially purchased
abroad and then imported into the
United States.
• The district court dismissed the infringement
count for restricted single use cartridges in the
U.S. based upon patent exhaustion.
• However, the court did not dismiss Lexmark’s
infringement count for foreign sales based upon
patent exhaustion.
Federal Circuit en banc
• Held: for authorized U.S. domestic sales a
patentee’s lawful post-sale restrictions, and
with adequate notice, prevents patent
exhaustion.
• International sales of U.S. patented products
o Kirtsaeng v. John Wiley & Sons, Inc., 568
U.S. 519, 133 S.Ct. 1351 (2013) is not
controlling, because
▪ The copyright statute expressly
allows some end-user activities
without the authority of the
copyright holder after
authorized sales, but
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▪

▪

▪

This express allowance is
absent from the patent statute.
o Held: A U.S. patentee, authorizing a
sale of the patented item in another
country, does not waive its rights to
exclude infringing goods from entering
the U.S.
Impression Product’s position before the Court
• Domestic sales
o Infringement liability requires that the
sale of a U.S. patented article be
‘without authority’ (of the patentee). 35
U.S.C. section 271(a).
▪ The judicial doctrine of patent
exhaustion requires an
authorized sale by the
patentee, and
▪ There were authorized sales
because Lexmark transferred
ownership of the cartridges
after Impression’s payment to
Lexmark.
o The patent exhaustion doctrine
supersedes post-sale contractual
limitations when there is an authorized
sale by the patentee.
o However, Lexmark may have a remedy
under contract law.
• International sales
o Kirstaeng is controlling because there is
no analogous patent statute for
infringement based upon patent
exhaustion.
o The same patent exhaustion rule
governing the patentee’s authorized
domestic sales applies to its authorized
sales abroad.
Lexmark’s position before the Court
• Domestic sales

© Copyright 2018, All Rights Reserved.

Page 22

o

▪

▪

o

Section 271(a) expressly states there is
infringement where a transferee acts
without the U.S. patentee’s authority.
o There was no authorized sale, because
Impression Products did not comply
with contractual post-sale restrictions.
International sales
o A foreign sale does not automatically
implicate U.S. patent rights,
o So there is no right to import U.S.
patented products into the U.S. under
the circumstances presented here.
The government’s position before the Court
• Domestic Sales
o Initial sales of patented items must be
authorized by the patentee to trigger
patent exhaustion, but
o Different outcomes result depending
upon
▪ An initial authorized sale under
section 271(a); and
▪ A sale occurs but thereafter
there is non–compliance with a
related post-sale contract.
• International sales
o Because patent laws are territorial, no
authority from a U.S. patentee is
required to sell a U.S. patented product
abroad.
o However, there may be a presumption
of exhaustion of patent rights based
upon international treaties.
o This presumption permits a patentee to
reserve U.S patent rights as part of a
foreign sale if done expressly.

The Supreme Court decision
▪ Holding: a U.S. patentee’s authorized sale of a product
exhausts all U.S. patent rights in that product,
• Even with contractual post-sale restrictions, and
• Anywhere in the world.
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▪

▪

▪

Reasons
• The remedy for non-compliance with post-sale
restrictions may be a lawsuit for breach of
contract.
• The judicial patent exhaustion doctrine is the
point at which patent rights yield to restraints
on alienation of property.
• Extending patent rights beyond the first sale
adversely affects businesses dealing in used
products.
• Quanta Computer, Inc. v. LG Electronics, Inc.,
553 U.S. 617(2008) previously held that the
patentee’s authorized sale of U.S. patented
products removed them from U.S. patent
protection through patent exhaustion.
• Therefore, an authorized sale, by a patentee or
through a licensee, exhausts the patent rights
despite post-sale restrictions.
International sales
• Held: Just as with copyright, patent rights are
exhausted by the patentee’s authorized
international sales of a product patented in the
United States.
• Post-sale restrictions and the sale location are
irrelevant, because the only question is whether
the patentee authorized the sale of the U.S.
patented product.
The Court reversed the Federal Circuit judgment and
remanded for further proceedings.

TC Heartland LLC v. Kraft Foods Group Brands, 581 U.S. ___
(2017)
o

Question before the Court: Whether 28 U.S.C. 1400(b)
incorporates the definition of a corporation’s residence for
venue from 28 U.S.C. 1391(c)

o

Background
▪ Parties
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▪

▪

▪

TC Heartland [hereinafter Heartland] is a limited
liability corporation (i) organized under Indiana
law and (ii) headquartered in Indiana.
• Kraft Foods Group Brands [hereinafter Kraft] is
organized in Delaware with its principle place of
business in Illinois.
Federal district court
• Kraft filed a lawsuit in Delaware based upon
Heartland’s alleged infringement of its patents
for water enhancer products.
• Heartland’s position was that
o The Delaware court had no personal
jurisdiction over Heartland, or
o In the alternative venue should be
transferred to Indiana.
• The court found personal jurisdiction over
Heartland and denied its motion for transfer of
venue.
Federal Circuit
• Heartland filed a writ of mandamus to the
Federal Circuit to either dismiss or transfer the
litigation from the Delaware court.
• The Federal Circuit denied the writ, because
o The general venue statute at 28 U.S.C.
section 1391(c)(2) includes a corporate
residence provision, and
o By its terms a corporate defendant is (i)
a resident of any judicial district where
(ii) this defendant is subject to a court’s
personal jurisdiction.
Heartland’s position before the Court
• Section 1400(b) venue
o Does not depend upon section 1391(c)
for the scope of corporate residence in
patent infringement litigation, because
o Fourco Glass Co. v. Transmirra Products
Corp., 353 U.S. 222 (1957), held that for
patent infringement litigation venue, a
corporation resides exclusively in the
state in which it is incorporated.
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•

▪

o

Policy consideration: forum shopping by
plaintiffs remains a serious problem for patent
infringement litigation.
Kraft’s position before the Court
• Fourco was decided prior to legislative
amendment of section 1391, and
• Section 1391 now extends the broader
definition of corporate residence to section
1400(b) by its provision ‘for all venue purposes.’
• Patent venue reform is properly left to
Congress.

Supreme Court decision
▪ Holding: For domestic corporations (i) “residence” in
section 1400(b) refers only to the state of
incorporation, because (ii) amendment of section 1391
did not modify Fourco’s definition of corporate
residence for patent infringement litigation venue.
▪ Reasons
• Congress has not amended section 1400(b)
since Fourco.
• Section 1391 by its terms does not apply where
venue is “otherwise provided by law,” and
where Fourco remains the relevant law.
• Venue for patent infringement litigation has
always been exclusively governed by a special
venue statute.
▪ The Court reversed the Federal Circuit judgment and
remanded for further proceedings.

Amgen Inc., et al. v. Sandoz Inc.,582 U.S. ___ (2017)
o

Questions before the Court
▪ Must an applicant for the statutory abbreviated FDA
drug development approval process always
• Provide its FDA licensing application and
manufacturing information for a biologic
product
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▪

▪

o

To a previously licensed entity with a similar
product [hereinafter the ‘sponsor’]. 42 U.S.C.
section 262 (l)(2)(A).
If an applicant does not provide the application and
manufacturing information, are the sponsor’s exclusive
remedies
• A declaratory action under 42 U.S.C. 262(l)(9)(C)
and/or
• Patent infringement action under 35 U.S.C. 271
(e)(2)(C), and
Must the applicant’s biosimilar product
• Actually receive an FDA license
• Prior to (i) an initial notice of commercial
marketing of the biosimilar product (ii) to the
previously licensed sponsor.

Background
▪ The Biologics Price Competition and Innovation Act of
2009.
• Is part of the Patient Protection and Affordable
Care Act.
• Under this statute the FDA may approve
o A product ‘highly similar’ to [i.e.,
biosimilar product] through an
abbreviated process if there is
o A sufficiently similar reference product
that the FDA previously approved, and
o Where this reference product
underwent the traditional, expensive
and more elaborate FDA statutory
approval process.
• The statute states in relevant part that an
applicant ‘shall’ provide its licensing application
and other technical information to a sponsor.
Section 262(l)(2)(A).
• A sponsor is the entity that owns
o The previously licensed “reference
product” which
o Underwent the traditional FDA
approval process with submission of
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•
•

•

•

comprehensive testing data. 42 U.S.C.
262(a).
FDA licensure of a biosimilar product authorizes
the applicant to commercially market this
product in the United States. 42 U.S.C. 262 (k)
The sponsor and applicant negotiate which of
the sponsor’s patents (i) to litigate for patent
infringement (ii)by the applicant’s biosimilar
product.
o The statute facilitates litigation of
patents prior to FDA approval of the
biosimilar product, 42 U.S.C. 262(l), so
o The applicant and sponsor need not
wait until commercial marketing to
resolve patent disputes, and
o Even if there are no traditional acts of
infringement. See 35 U.S.C.
271(a)(making, using, offering to sell or
selling).
o Instead, the initial submission of the
applicant’s FDA licensing application
comprises an ‘artificial’ infringing act.
If the applicant complies with license
application and manufacturing information
disclosure requirements, then
o Neither the sponsor nor the applicant
may commence a declaratory judgment
action, prior to the statutory notice
date for initial commercial marketing of
the applicant’s licensed biosimilar
product, for
o Infringement, validity or enforceability
of the listed patents. 42 U.S.C. section
262(l)(9)(A).
If the applicant does not provide its application
and manufacturing information to the sponsor,
o Then the sponsor, and not the
applicant,
o May immediately commence a
declaratory judgment lawsuit for
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▪

▪

▪

Infringement, validity or
enforceability of any patent
that claims
▪ The reference product or its
use. Section 262(l)(9)(C).
• The applicant also provides a notice of initial
commercial marketing of its licensed biosimilar
drug to the sponsor.
o If the applicant does not comply,
o Then the sponsor, but not the
applicant, may commence a declaratory
judgement action related to the listed
patents for the sponsor's reference
product.
Amgen developed and sells
• A protein that (i) stimulates production of
certain white blood cells and (ii) owns patents
thereon.
o Sandoz submitted an application under
the abbreviated approval statute for a
biosimilar protein with Amgen’s protein
as the reference product.
o However, Sandoz would not provide
Amgen its licensing application or
manufacturing information.
o Sandoz provided notice of initial
commercial marketing to Amgen both
prior to and after FDA licensing of its
biosimilar protein.
Federal district court
• Amgen filed a lawsuit against Sandoz for
conversion, unlawful competition and patent
infringement
o Amgen requested an injunction so
Sandoz would disclose its licensing
application and manufacturing
information.
• The court granted partial judgment to Sandoz,
because
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▪

▪

The applicant may refuse to provide its
licensing application and manufacturing
information;
Amgen’s remedy is exclusively as
provided by section 262(l); and
Sandoz could provide its initial
commercial marketing notice prior to
receipt of its FDA license.

Federal Circuit
• Sandoz’s release of its license application and
manufacturing information
o Is not mandatory; and
o Amgen’s exclusive statutory remedy is
a declaratory judgement lawsuit as
provided in section 262(l).
• However, Sandoz must provide the statutory
initial notice of commercial marketing to Amgen
only after receipt of its FDA license.
.
Amgen’s position before the Court
• The explicit statutory word “shall” for
providing the licensing application and
manufacturing information is mandatory.
• A declaratory judgement lawsuit for ‘artificial
infringement’ is neither remedial nor an
exclusive remedy for an applicant’s failure to
provide the licensing application or
manufacturing information to the sponsor.
o The initial statutory act of infringement
is submission of the applicant’s
licensing application to the FDA, and
o The statute does not explicitly prohibit
remedies for failure to provide the
applicant’s licensing application and
manufacturing information.
• The statutory term ‘licensed product’ requires
that the applicant provide its initial commercial
marketing notice only after the it receives its
FDA license.
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▪

o

Sandoz’s position before the Court
• The statute does not provide an injunction as a
remedy for non-disclosure of an FDA license
application and manufacturing information.
• In any event this disclosure is not mandatory,
and
o Instead non-disclosure is a condition
precedent to
o Litigation options expressly provided
within the statutory abbreviated
licensing statute.
o The lawsuits explicitly stated in the
statute are the exclusive remedies,
because
▪ Non-disclosure is an act by
which the applicant forfeits
litigation rights, while
▪ Statutory disclosure provides
the applicant with greater
litigation rights.
• The non-disclosed information is available
through discovery during litigation.

The Supreme Court decision
▪ Holding: The disclosure of Sandoz’s licensing application
and manufacturing information is not enforceable by an
injunction under federal law, but a state law injunction
may be available.
▪ Reasons
• Submitting an FDA licensing application is an
‘artificial’ statutory infringing act.
• If the parties comply with the abbreviated
process they may litigate the relevant patents
prior to marketing of the biosimilar product.
• Failure to provide the FDA licensing application
and manufacturing information is not part of
the statutory infringing act.
• Section 262(l)(9)(C) provides a remedy for the
applicant’s failure to provide its licensing
application and manufacturing information as
follows:
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o

▪

▪
•

Only the sponsor may immediately
commence a declaratory action
lawsuit.
o The applicant thereby forfeits
▪ Its own control of the scope
and timing of patent litigation,
as well as
▪ The certainty of commencing its
own declaratory judgment
litigation prior to marketing its
biosimilar product.
• The explicit presence of a declaratory relief
option, along with absence of other statutory
remedies, indicates that injunctions are not
available for non-compliance with the licensing
application and manufacturing information
provision.
• However, Sandoz’s non-compliance may be
unlawful and enforceable by an injunction
under state unfair competition law.
Holding: The applicant may provide notice either before
or after receiving its FDA license.
• ‘Commercial marketing’ is the point in time by
which the applicant’s biosimilar product must
be licensed.
• The statute’s use of the word ‘licensed’ merely
reflects that on the date of initial commercial
marketing the product must be licensed.
The Court vacated and reversed the Federal Circuit
decision in part and remanded.

THE END
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