
Inducement Following GSK v. Teva
Evaluating the Effect of a Skinny Label, Implications of Recent Court Treatment

Today’s faculty features:

1pm Eastern    |    12pm Central   |   11am Mountain    |    10am Pacific

The audio portion of the conference may be accessed via the telephone or by using your computer's 
speakers. Please refer to the instructions emailed to registrants for additional information.  If you 
have any questions, please contact Customer Service at 1-800-926-7926 ext. 1.

WEDNESDAY, MAY 11, 2022

Presenting a live 90-minute webinar with interactive Q&A

Mark J. Feldstein, Ph.D., Partner, Finnegan Henderson Farabow Garrett & Dunner, Washington, D.C.

Cora R. Holt, Partner, Finnegan Henderson Farabow Garrett & Dunner, Washington, D.C.

Thomas L. Irving, Partner, Finnegan Henderson Farabow Garrett & Dunner, Washington, D.C.

Kyu Yun Kim, Associate, Finnegan Henderson Farabow Garrett & Dunner, Washington, D.C.



Tips for Optimal Quality

Sound Quality
If you are listening via your computer speakers, please note that the quality 
of your sound will vary depending on the speed and quality of your internet 
connection.

If the sound quality is not satisfactory, you may listen via the phone: dial 
1-877-447-0294 and enter your Conference ID and PIN when prompted. 
Otherwise, please send us a chat or e-mail sound@straffordpub.com immediately 
so we can address the problem.

If you dialed in and have any difficulties during the call, press *0 for assistance.

Viewing Quality
To maximize your screen, press the ‘Full Screen’ symbol located on the bottom 
right of the slides. To exit full screen, press the Esc button.

FOR LIVE EVENT ONLY



Continuing Education Credits

In order for us to process your continuing education credit, you must confirm your 
participation in this webinar by completing and submitting the Attendance 
Affirmation/Evaluation after the webinar. 

A link to the Attendance Affirmation/Evaluation will be in the thank you email 
that you will receive immediately following the program.

For additional information about continuing education, call us at 1-800-926-7926 
ext. 2.

FOR LIVE EVENT ONLY



Program Materials

If you have not printed the conference materials for this program, please 
complete the following steps:

• Click on the link to the PDF of the slides for today’s program, which is located 
to the right of the slides, just above the Q&A box.

• The PDF will open a separate tab/window.  Print the slides by clicking on the 
printer icon.

Recording our programs is not permitted. However, today's participants can 
order a recorded version of this event at a special attendee price. Please call 
Customer Service at 800-926-7926 ext.1 or visit Strafford’s website 
at www.straffordpub.com.

FOR LIVE EVENT ONLY

http://www.straffordpub.com/


Disclaimer
These materials are public information and have been prepared solely for
educational and entertainment purposes to contribute to the understanding of
U.S. intellectual property law and practice. These materials reflect only the
personal views of the joint authors and are not individualized legal advice. It
is understood that each case is fact-specific, and that the appropriate solution
in any case will vary. Therefore, these materials may or may not be relevant
to any particular situation. And not all views expressed herein are subscribed
to by each joint author. Thus, the joint authors and Finnegan, Henderson,
Farabow, Garrett & Dunner, LLP (including Finnegan Europe LLP, and Fei Han
Foreign Legal Affairs Law Firm) cannot be bound either philosophically or as
representatives of various present and future clients to the comments
expressed in these materials. The presentation of these materials does not
establish any form of attorney-client relationship with the joint authors or
Finnegan, Henderson, Farabow, Garrett & Dunner, LLP (including Finnegan
Europe LLP, and Fei Han Foreign Legal Affairs Law Firm). While every attempt
was made to ensure that these materials are accurate, errors or omissions may
be contained therein, for which any liability is disclaimed. The authors are
indebted to Stacy Lewis of Finnegan for preparing these slides.
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Induced Infringement:  
The Basic Elements
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Induced Infringement 
Statutory Basis

• 35 U.S.C. § 271
a) Except as otherwise provided in this title, whoever without authority makes, 

uses, offers to sell, or sells any patented invention, within the United States, or 
imports into the United States any patented invention during the term of the 
patent therefor, infringes the patent.

a) Whoever actively induces infringement of a patent shall be 
liable as an infringer.

a) Whoever offers to sell or sells within the United States or imports into the 
United States a component of a patented machine, manufacture, combination or 
composition, or a material or apparatus for use in practicing a patented process, 
constituting a material part of the invention, knowing the same to be especially 
made or especially adapted for use in an infringement of such patent, and not a 
staple article or commodity of commerce suitable for substantial noninfringing
use, shall be liable as a contributory infringer.
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Two-Prong Analysis
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• Direct 
infringement by 
an actor; and

1

• Specific intent 
to induce 
infringement by 
another.

2



• Proving induced infringement:
• “[W]e now hold that induced infringement under §271(b) requires 

knowledge that the induced acts constitute patent 
infringement.”  

― Global-Tech Appl., Inc. v. SEB S.A., 563 U.S. 754 (2011)

• Must show:
• Knowledge of the patent;
• Intent to cause acts by another; and
• knowledge that the induced acts or willful blindness

― Global-Tech Appl., Inc. v. SEB S.A., 563 U.S. 754 (2011)

Specific Intent
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“Willful Blindness” Requires “Action to Avoid Learning”

• Roche Diagnostics Corp. v. Meso Scale Diagnostics, LLC, --F.4th ____ 
(Fed. Cir. April 8, 2022)
• District court erred in applying “knew or should have known” 

standard (negligence) for willful blindness.

• “[T]o the extent our prior case law allowed the finding of induced 
infringement based on recklessness or negligence, such case law is 
inconsistent with Global-Tech and no longer good law.”

• Standard: “focuses on, and be met by proof of, the defendant’s 
subjective state of mind, whether actual knowledge or the 
subjective beliefs (coupled with action to avoid learning more) 
that characterizes willful blindness.” 
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Inducing a method claim
• A method for aligning vertebrae… comprising the steps of:

• selecting a first set of pedicle screws…

• selecting a first pedicle screw cluster derotation tool…

• implanting each pedicle screw in… a first group of multiple vertebrae… 

Barry v. Medtronic, Inc., 914 F.3d 1310 (Fed. Cir. 2019)

Medtronic 
sells spinal-

surgery 
systems

Medtronic 
training 

materials to 
surgeons

Direct 
infringement 
by surgeons

Inducement 
by Medtronic
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Defenses to inducement

• NO DIRECT INFRINGEMENT: 

• “inducement liability may arise if, but only if, there is direct 
infringement”
― Limelight Networks, Inc. v. Akamai Techs., Inc., 572 U.S. 915, 921 

(2014)

• LACK OF INTENT/AFFIRMATIVE ACT:  

• “mere knowledge of possible infringement by others does not 
amount to inducement”
― Warner-Lambert Co. v. Apotex Corp., 316 F.3d 1348, 1364 (Fed. Cir. 

2003)

• NON-INFRINGEMENT BELIEF (good faith, reasonable)
― Warsaw Orthopedic, Inc. v. NuVasive, Inc., 824 F.3d 1344, 1351 n.2 

(Fed. Cir. 2016)
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NOT Defenses to inducement

• Substantial non-infringement use
• Vanda Pharm. Inc. v. W.-Ward Pharm. Int'l Ltd., 887 F.3d 1117, 1133 (Fed. 

Cir. 2018)

• Good-faith belief in the invalidity
• Commil USA, LLC v. Cisco Systems, Inc., 135 S. Ct. 1920, 1928 (2015) 

(“The question the Court confronts today concerns whether a defendant’s 
belief regarding patent validity is a defense to a claim of induced 
infringement. It is not. The scienter element for induced infringement 
concerns infringement; that is a different issue than validity.”)

13



Inducement In 
Hatch-Waxman Litigation

14



Standard for Induced Infringement in 
Hatch-Waxman Cases

• Same analysis, except direct infringement occurs in the future:

• “[T]he substantive determination whether… inducement will 
take place is determined by traditional patent infringement 
analysis, just the same as it is in other infringement suits, 
including those in a non-ANDA context, the only difference being 
that the inquiries now are hypothetical because the allegedly 
infringing product has not yet been marketed….” 

• “The proper inquiry under § 271(e)(2)(A) is whether, if a 
particular drug were put on the market, it would infringe the 
relevant patent.”

Warner-Lambert Co. v. Apotex Corp., 316 F.3d 1348, 1365–66 (Fed. Cir. 2003) 
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Proof  of  Induced Infringement in 
Hatch-Waxman Cases

• Knowledge of the patent 
• Generic’s P-IV certification on Orange Book-listed patents. 

• Specific intent
• The label may permit the inference of specific intent to encourage acts of 

direct infringement

• Knowledge of direct infringement
• May be established by the instructions and information in a drug label.
• Knowledge of direct infringement independent of the label may not be 

sufficient.
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• The issue of specific intent often turns on whether the proposed 
labeling instructs users to perform the patented method.

• The labeling must encourage, recommend, or promote
infringement.

• Even where the labeling does not explicitly recite the claim 
limitations, instructions that inevitably lead some users to practice 
the claimed method may be enough to establish specific intent.

Eli Lilly & Co. v. Teva Parenteral Medicines, Inc., 845 F.3d 1357 (Fed. Cir. 2017)

17

Proof  of  Specific Intent in 
Hatch-Waxman “PIV” Litigation



Case Example | Induced Infringement

[a] A method for treating a 
patient…suffering from 
schizophrenia… comprising…:

[b] determining whether the patient 
is a CYP2D6 poor metabolizer by…; 
and

[c] if the patient has a CYP2D6 poor 
metabolizer genotype… 12 mg/day 
or less, and

[d] if the patient does not have a 
CYP2D6 poor metabolizer 
genotype…. greater than 12 
mg/day, up to 24 mg/day….

Vanda Pharmaceuticals Inc. v. West-Ward Pharmaceuticals International Ltd., 887 F.3d 1117 (Fed. Cir. 2018).

(a)

(d)

(b), (c)
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“Skinny Labeling”

From FDA response to RAPAMUNE Citizen Petition

“Labeling proposed for the [ANDA] drug product must be the same as the 
labeling approved for the Listed Drug” except for certain differences which 
“may include . . . omission of an indication or other aspect of labeling 
protected by patent or exclusivity . . . .”

FDC Act § 505(j)(2)(A)(v), 21 C.F.R. § 314.94(a)(8)(iv) 

However, “to approve an ANDA that omits an aspect of labeling protected by 
patent, FDA must find that the differences do not render the proposed 
[ANDA] drug product less safe or effective than the listed drug for all 
remaining, non-protected conditions of use.”

21 C.F.R. § 314.127(a)(7)
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Inducement Litigation in the Context of  Label Carve-Outs:
Some Relevant Decisions

20

• Warner-Lambert v. Apotex (Fed. Cir. 2003)

• Allergan v. Alcon (Fed. Cir. 2003)

• AstraZeneca v. Apotex (Fed. Cir. 2010)

• Bayer v. Lupin (Fed. Cir. 2012)

• AstraZeneca v. Apotex (Fed. Cir. 2012)

• Takeda v. West-Ward (Fed. Cir. 2015)

• Grunenthal v. Alkem (Fed. Cir. 2019)



Warner-Lambert v. Apotex (Fed. Cir. 2003)

1. A method for treating 
neurodegenerative diseases 
which comprises administering 
a therapeutically effective 
amount… to a mammal in 
need of said treatment.

Apotex proposed ANDA product was labeled only for “adjunctive 
therapy in the treatment of partial seizures with and without 
secondary generalization in adults with epilepsy..”

21
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Post-Launch Inducement
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Inducement Litigation in a 
Post-Launch, Non-Hatch Waxman Scenario

• The ANDA filer launches with a partial label.

• No longer in the hypothetical world based only on 
the proposed label.

• Now, there may be additional evidence of 
inducement beyond the proposed label.

GSK v. Teva, 976 F.3d 1347 (Fed. Cir. 2020) 
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Event Timeline of  COREG® Case

• Events before the lawsuit

• Case history at District Court

July 3, 2014
GSK files suit 
against TEVA

Jan. 27, 2017
Defendants’ 
motion for 

summary judgment

June 9, 2017
District Judge 

denying motion for 
SJ of no induced 

infringement

June 20, 2017
Jury Verdict 

returned after 
seven-day jury 

trial

March 28, 2018
District Judge 

Granting in part 
Teva’s JMOL

June 2, 1998
GSK’s US Pat. 

5,760,069 issued

March 2002
Teva’s ANDA 

filing

November 2003
GSK filed an 

appl. to reissue 
’069 patent

September 2007
TEVA launched 

generic Coreg with a 
“partial label” and 
issued press release 

January 2008
GSK’s RE 

40,000 issued

May 2011
Teva amended 

its label to 
“full label”
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A Post-Launch, Non-Hatch Waxman 
Story:  COREG®

25



District Court

26



Teva’s 2004 press release 

Teva’s 2007 press release

Teva’s “partial label”

GSK v. Teva Jury Trial – The Evidence
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GSK v. Teva Jury Trial – The Evidence

● GSK provided that:

○ Teva’s product catalogs stated its generic was “AB”-rated and juxtaposed it 
next to “Coreg®”:

○ Dr. McCullough’s testimony:

28



GSK v. Teva Jury Trial – The Evidence
○ Dr. McCullough testified this description satisfied the “decreasing mortality 

caused by congestive heart failure in a patient” limitation. He also 
explained that post-MI LVD “is intertwined with heart failure.”

29
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GSK v. Teva Jury Trial – The Evidence
○ Teva's cardiology expert, Dr. Zusman, agreed that a patient who has a left 

ventricular ejection fraction of less than or equal to 40% with 
symptomatic heart failure (as recited on Teva's partial label) would be 
diagnosed as suffering from congestive heart failure under the district 
court's construction.
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GSK’S Arguments
● The Skinny Label Period

○ GSK presented "ample evidence," including Teva's label and marketing materials, 
"from which [the jury] could infer Teva actually caused physicians to directly 
infringe.“

○ Teva's partial label encouraged an infringing use (via the post-MI LVD indication) 
and that Teva's marketing materials encouraged prescribing carvedilol in a 
manner that would cause infringement of the ’000 patent.

○ Despite, Teva's carve out one heart failure indication and its deletion of the 
indication from its partial label, Teva induced doctors to infringe the method of 
use claimed in the ’000 patent. 

○ Dr. McCullough identified himself as at least one doctor who was induced to 
prescribe generic carvedilol to a patient for the treatment of mild to severe CHF 
due to Teva's actions (or inactions), including Teva's label.
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Teva’s Arguments
● The Skinny Label Period

○ Teva's skinny label omitted from its label the language contained on GSK's 
Coreg® label concerning the use of carvedilol to treat CHF. 

○ Teva's generic carvedilol, during the skinny label period, was not approved for 
treatment of CHF making such use an "off-label" use.

○ GSK's expert, Dr. McCullough, conceded that he would not prescribe generic 
carvedilol for CHF if it was not an approved use on the label.

○ Teva's skinny label did not instruct doctors to prescribe generic carvedilol for an 
off-label use, i.e., treatment of CHF.

○ Once generic carvedilol entered the market in September 2007, and continuing 
beyond 2007, doctors continued prescribing carvedilol (be it Coreg® or a 
generic) in the same manner as they had prior to the generics' entrance.
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District Court

Jury’s Verdict: 
Induced infringement

Judge Stark reversed the verdict:
No induced infringement

“GSK failed to prove by a preponderance of the evidence that Teva’s alleged
inducement, as opposed to other factors, actually caused the physicians . . .
to directly infringe . . . . Without proof of causation, which is an essential
element of GSK’s action, a finding of inducement cannot stand.”

33



Judge Stark: Granted Teva’s motion for JMOL stating “neither sufficient nor 
substantial evidence supports the jury's finding of inducement”

● “To prove inducement, GSK was required to prove by a preponderance of the 
evidence that, among other things, Teva's alleged inducement, as opposed to other 
factors, actually caused the physicians to directly infringe.”

● “GSK has not met its burden to show inducement”

○ “even if the label were enough in a post-launch world, [GSK’s expert] 
specifically stated that he did not read Teva's label prior to administering 
generic carvedilol, but ‘just assume[d] they were the same’ based on the 
information the generic company provided.”

○ “[GSK’s expert] testified that he relied on various other sources, none of which 
are attributable to Teva, in deciding to prescribe carvedilol, both before and 
after generics enter the market.”

34

JMOL Decision: Post-Launch May Be Different
GlaxoSmithKline LLC v. Teva Pharms. USA, Inc., 313 F. Supp. 3d 582 (D. Del. 2018)



GSK v. Teva (D. Del. 2018) (cont’d)

No induced infringement during skinny label period.

● Any off-label infringing use (i.e., treatment of CHF) by doctors during Teva’s skinny 
label period was caused by factors unrelated to Teva.

○ “Teva's skinny label did not instruct doctors to prescribe generic carvedilol for an off-
label use, i.e., treatment of CHF.”

○ “Teva's uncontroverted evidence of alternative factors that caused physicians to prescribe 
carvedilol in an infringing manner cannot be ignored.”

○ “Teva showed that once generic carvedilol entered the market in September 2007, and 
continuing beyond 2007, doctors continued prescribing carvedilol (be it Coreg® or a 
generic) in the same manner as they had prior to the generics' entrance, as they based 
their prescription decisions on the various factors . . .without relying on Teva’s . . . 
label.”

○ “no direct evidence was presented at trial that any doctor was ever induced to infringe the 
'000 patent by Teva's label (either skinny or full).” and “Dr. McCullough specifically stated 
that he did not read Teva's label prior to administering generic carvedilol.”
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Federal Circuit Appeal
GSK v. Teva
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GSK’s Arguments 
“Teva induced infringement under well-established precedent applied to the 
jury’s well-supported factual findings.”

● Active encouragement:
○ Teva’s press releases, product guides, and website
○ Teva’s partial label instructed the infringing use

● Intent:
○ Teva’s witnesses admitted that Teva intended and expected its product 

would be used in an infringing manner
○ Teva did not discourage or disclaim infringing use

● Causation:
○ GSK’s expert testified that Teva’s promotional materials caused him and 

others to use the product in an infringing manner
○ Jury may infer causation from circumstantial evidence
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“[N]o reasonable jury could have found on this record that Teva caused doctors 
to practice the infringing method.”

● No intent or active encouragement:
○ Skinny label excluded CHF indication
○ Promotional materials did not encourage infringement
○ Knowledge of off-label use is not enough

● No causation:
○ Any infringing use was a result of cardiologists’ prior knowledge of 

carvedilol and its uses
○ GSK’s expert admitted he did not read Teva’s label before prescribing 

the drug 
○ Causation must be proved, not assumed

● Contrary to Hatch-Waxman scheme.
○ Congressional intent was that skinny label would avoid liability for 

inducement

38

Teva’s Arguments 



Biotechnology Innovation Organization (BIO)

•“[T]he district court strayed from this Court’s long-standing precedent. It adopted a 
discrete causation analysis that required GSK to prove that Teva’s conduct alone was 
sufficient to cause direct infringement, and that no cause other than Teva’s conduct 
contributed to the direct infringement.”

•“Developments in inducement law that make it inordinately difficult to hold these generic 
competitors responsible undermines the value of the innovator method patents, and 
frustrates the promise of the U.S. patent system’s reward for innovation in exchange for a 
limited right to exclude.”

Pharmaceutical Research and Manufacturers of America (PhRMA)

•“The legal standard for inducement applied by the district court runs contrary to 
established precedent and punishes innovators by setting an unduly high bar for proving 
infringement.”

•“Under [the district court’s] standard, GSK had to prove that a physician’s decision to 
prescribe Teva’s generic version to treat chronic heart failure was caused by Teva’s actions 
alone. This is not, and should not become, the law.”

39

Amici Supporting GSK



Association for Accessible Medicines (AAM)
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Amicus Supporting Teva

• “The position of GSK and its amici would destroy section viii and upend 
the law of induced infringement.”

• “If calling a generic ‘AB rated’ to a brand induces infringement, that 
would throw the ultimate wrench into the section viii process.”
o An AB rating simply codes for brand equivalence (a requirement for generic 

approval).

o If tying AB rating to a brand induces infringement, then all generics with 
skinny labels induce infringement.

• “[M]erely tying FDA’s “AB rating” to a branded drug does not encourage, 
recommend, or promote any particular method of using that drug—much 
less, as the law also requires, cause direct infringement.”



JMOL standard of review:

● “[A] court may grant a judgment as a matter of law contrary to the 
verdict only if the record is critically deficient of the minimum 
quantum of evidence to sustain the verdict.”

● “[A] party must show that the jury’s findings, presumed or express, 
are not supported by substantial evidence or, if they were, that the 
legal conclusion(s) implied by the jury’s verdict cannot in law be 
supported by those findings.” 

41
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Original CAFC Decision

• Vacated grant of JMOL

• Reinstated jury verdict of induced 
infringement
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Original CAFC Decision

• “There was ample record evidence of
promotional materials, press releases, product
catalogs, the FDA labels, and testimony of
witnesses from both sides, to support the jury
verdict of inducement.”

• “[W]hen the provider of an identical product knows of and
markets the same product for intended direct infringing activity,
the criteria of induced infringement are met.”
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Original CAFC Decision - Dissent

“I believe the Majority’s holding is
counter to Congress’s intent and
incorrectly concludes that the jury’s
verdict was supported by substantial
evidence[.] I respectfully dissent.”
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Original CAFC Decision - Dissent

• “[T]he Majority’s decision undermines [the balance of the
Hatch-Waxman Act] by allowing a drug marketed for
unpatented uses to give rise to liability for inducement . . .
where causation has not been shown.”

• “The district court got it right: no evidence established that Teva actually
caused the doctors’ infringement. No communication from Teva encouraged
doctors to use generic carvedilol to practice the patented method. And no
evidence showed that doctors relied on Teva’s label.”

• “Rather than suggest inducement, the record established that doctors relied
on other sources of information, not Teva, in making their decision.”
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Teva’s First Rehearing Petition
• Teva argued:

o Decision “eviscerates” the Section viii carve-out statute, causing “grave harm” to
competition and the careful balance of the Hatch-Waxman Act.

o Decision “throws inducement doctrine into disarray” by eliminating the causation
requirement.

• GSK responded:

o This is “a run-of-the-mill substantial evidence case” supported by ample evidence
of inducement.

o The “fate of section viii carve-outs” is not implicated because Teva’s partial label
did not fully carve-out the patented indication.

o Precedent does not require direct evidence of causation.
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Eight amici briefs supporting rehearing

•Association for Accessible Medicines

•Former Representative Henry Waxman

•Fifty-seven Law, Economics, Business, Health, and Medicine Professors

•R Street Institute

•Knowledge Ecology International

•Novartis/Sandoz

•Apotex

•Mylan

Amici Supporting Teva’s Rehearing Petition



Revised CAFC Decision

Per Curiam.

Same result:

• Vacated grant of JMOL

• Reinstated jury verdict of induced 
infringement
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Revised CAFC Decision

• The label takes center stage:

o “[W]e agreed to rehear this case to make clear how the facts of this
case place it clearly outside the boundaries of the concerns
expressed by amici. As this record reflects . . . substantial evidence
supports that Teva actively induced by marketing a drug with a label
encouraging a patented therapeutic use.”

o “[T]he patented use was on the generic label at all relevant times[;]
therefore, Teva failed to carve out all patented indications. This
narrow, case-specific review of substantial evidence does not upset
the careful balance struck by the Hatch-Waxman Act regarding
section viii carve-outs.”
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Revised CAFC Decision
• On causation:

o “[I]t was for the jury to decide . . . whether Teva’s efforts actually 
induced infringement.”

o “The jury had sufficient circumstantial evidence, in the form of labels, 
marketing materials, catalogs, press releases, and expert testimony, for it 
to conclude that Teva succeeded in influencing doctors to prescribe 
carvedilol for the infringing use.”

• A new discussion of equitable estoppel:
o “At oral argument on rehearing, Teva suggested that GSK’s FDA submission 

for the Orange Book listing . . . which according to Teva is at odds with 
GSK’s infringement allegations, creates equitable estoppel.”

o “There are factual disputes regarding the estoppel issue that the district 
court has not yet had an opportunity to decide.” 
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Revised CAFC Decision - Dissent

“[T]his case signals that our law on this
issue has gone awry . . . . [The
Majority’s] missteps throw a wrench into
Congress’s design for enabling quick
public access to generic versions of
unpatented drugs with unpatented uses.”
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Revised CAFC Decision - Dissent
• “[N]o reasonable jury could have found 

(1) culpable intent to encourage infringement or 
(2) causation, much less both.”

• “I am particularly concerned with three aspects of the majority’s 
analysis . . . ”

o Eliminating the demarcation between a label’s describing an 
infringing use versus encouraging that use.

o Eviscerating the causation prong of inducement.

o Creating confusion for generics, “leaving them in the dark 
about what might expose them to liability.”
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Teva’s Second Rehearing Petition
• Teva argued:

o The original opinion was “deeply flawed,” but the new decision “is more
troubling, not less.”

o The “new rationale to reach the same result” – that Teva’s label induced
infringement – only exacerbates the problems of the first opinion.

 Eviscerates the “active encouragement” element of inducement.

 Eliminates the “critical causation element” of inducement.

 Creates “extraordinary uncertainty for generic and biosimilar medicines.”

• GSK responded:

o “As before,” this case is “not a sea change in the law of induced infringement or a
death knell for the ‘skinny’ label.”

o Substantial evidence supports the jury’s determination that Teva’s partial label
encouraged infringement.
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Five amici briefs supporting rehearing

•Association for Accessible Medicines

•Former Representative Henry Waxman

•Fourteen Professors of Law

•Apotex

•Mylan

Amici Supporting Teva’s Rehearing Petition



En Banc Denial – The CAFC’s Final Word

1

2

3

4
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Opinions Accompanying En Banc Denial

Prost, joined by Dyk and Reyna
(dissenting from denial of petition for rehearing en banc)

• “[T]he concurrence now offers a hodgepodge of forfeiture-like rationales to suggest that 
the argument wasn’t made specifically enough . . . . If it were really the case that 
[these arguments weren’t] properly before us, I imagine the panel majority would have 
said so.”  

• “[T]he concurrence maintains that the facts surrounding Teva’s Hatch-Waxman 
compliance go only to the judge-made doctrine of equitable estoppel . . . . I have 
doubts that an equitable-estoppel theory applies here.”

Moore, joined by Newman, O’Malley, Taranto, Chen, Stoll
(concurring in denial of petition for rehearing en banc)

• “The dissents advance, as bases for en banc review, legal positions that Teva has 
not asserted or developed.”

• “Ultimately, it is a sense of fairness that drives the dissents to advance these positions . 
. . . We should not grant Teva’s en banc petition to consider altering our settled 
inducement law standards based on fairness concerns that are central to the equitable 
estoppel defense not yet addressed. Let us allow the district court to address these 
fairness concerns by adjudicating that defense on remand.”
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Opinions Accompanying En Banc Denial

Reyna
(dissenting from denial of petition for rehearing en banc)

• “As evidenced by the briefs, the majority opinion, the dissent, and the number of 
amicus briefs filed to date, I believe this case involves an issue of exceptional 
importance.”

• The decision “portend[s] instability in the general ANDA process and, specifically, the 
skinny label process, an area of patent law where we should affirmatively seek to 
maintain certainty and predictability as best as possible.”

Dyk
(dissenting from denial of petition for rehearing en banc)

• “Generic manufacturers are statutorily obligated to use the same label as the brand-
name product . . . . [T]here is a direct conflict between FDA-required labelling and the 
supposed requirements of federal patent infringement law. Canons of statutory 
construction demonstrate that the more specific and later-enacted provisions of the 
Hatch-Waxman Act override the general infringement provisions of the Patent Act.”

• The affirmative defense of equitable estoppel “is a poor fit for the facts of this case.”
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On the way to the Supreme Court?
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Impact of  GSK v. Teva 
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Amarin Pharma v. Hikma Pharms. USA Inc., 
No. 20-1630 (D. Del.)
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Amarin’s VASCEPA®

Initial Approval in 2012:

Indicated for reducing TG levels in
severe hypertriglyceridemia

CV limitation

Orange Book Patents:

• Amarin listed several patents directed to treating severe hypertriglyceridemia 
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Amarin’s VASCEPA®

Updated Label in 2019:

CV limitation is removed and
CV indication is added

Same indication for reducing TG levels in
severe hypertriglyceridemia

Orange Book Patents:
• Amarin listed three new patents:

― ’537 patent:  reducing occurrence of CV event in hypercholesterolemia patient

― ’007 patent:  reducing triglycerides and Hs-CRP in patient with mixed dyslipidemia

― ’861 patent:  reducing risk of CV death in subject with CV disease
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The Pre-Launch, Hatch-Waxman Lawsuit
• Hikma’s ANDA filed Sep. 2016. 

• Consistent w/Amarin’s label at the time:
― Only indication was “severe hypercholesterolemia”
― Contained the CV limitation.

• Hikma submitted pIV certifications to patents on methods of treating 
severe hypertriglyceridemia. 

• Ensuing litigation in Nevada, followed by appeal.
• Hikma induces infringement. 
• Amarin’s patents invalid as obvious.

• Hikma’s ANDA approved May 2020.

• Hikma launches in November 2020.
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The Post-Launch, 
Non-Hatch Waxman Lawsuit

• November 2020: Amarin files non-HW suit. 

• On information and belief…

• When Amarin obtained the new patents and CV indication, Hikma 
submitted section viii statements and removed the CV limitation.

• “Hikma removed the CV Limitation of Use so that healthcare providers 
and patients would believe that Hikma’s [ANDA product] could be and 
should be used just like VASCEPA®, including to reduce the risk of CV 
events per the CV Indication awarded to VASCEPA®.”

• “Hikma has always intended for its [ANDA product] to be used in the 
place of VASCEPA® for all of VASCEPA®’s uses.”
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No CV indication 
No CV limitation
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Hikma’s Skinny Label and Press Release
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The Post-Launch, 
Non-Hatch Waxman Lawsuit

• Hikma’s Label
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The Post-Launch, 
Non-Hatch Waxman Lawsuit

• Hikma’s Website
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• “Here, Hikma stated that its product was 'AB Rated' in a 
category that includes both patented and non-patented uses…. 

• “Unlike Teva's press release in GSK, Hikma has not pointed to 
Vascepa's patented uses in describing itself as Vascepa's generic 
equivalent….

• “Since I find that Amarin's complaint has failed to plead 
inducement based on Hikma's label or public statements, I will 
grant Hikma's motion to dismiss.”

― Amarin Pharma v. Hikma Pharm., No. 20-1630-RGA-JLH, 2022 U.S. Dist. LEXIS 1937, 
at *12-13 (D. Del. Jan. 4, 2022)

Motion to Dismiss Granted (Jan. 4, 2022)
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― Label mentioning side effects is not inducement; nor is silence 
as to CV limitation.

―Press releases may go to intent but are not an inducing act 
where the broader category simply includes both infringing 
and non-infringing uses, without "specifically encourage[ing]" 
the use of the generic for the non-infringing uses

• Note: case continuing against insurer. Health Net's placement of 
generic icosapent ethyl on a preferred tier encourages the 
substitution of the generic for the branded drug, including for the 
patented indication. That was enough to plead specific intent to 
induce against the insurer.

Motion to Dismiss Granted (Jan. 4, 2022)
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GSK in ANDA cases
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Pre-Launch ANDA Cases Addressing GSK v. Teva

• Genentech v. Sandoz, No. 19-0078 (D. Del., 
Andrews)

• Lundbeck v. Lupin, No. 18-00088 (D. Del., Stark)
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Genentech v. Sandoz (D. Del. 3-22-22)
Not a “partial label”

1. A method of administering 
pirfenidone to treat a patient with 
idiopathic pulmonary fibrosis (IPF), 
said patient having exhibited a 
grade 2 abnormality…, comprising 

• (a) administering to said patient 
pirfenidone at doses lower than 
2400 mg/day for a time period, 
followed by….

“Unlike in Teva, where ‘substantial evidence’ supported ‘the jury's determination 
that Teva's partial label contained information encouraging each claimed step,’ here, 
the label only recommends discontinuation, which is a non-infringing use. The 
infringing uses are presented as options, not recommendations.” 2022 WL 842957, *8
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Lessons for Industry
• Distinction between “skinny label” and “partial label”

• Skinny label in combination with additional evidence may still 
induce infringement post-launch

• Consider post-launch promotional activity

• Patenting considerations

• Align patent claims with label

―Are there sections of the label that will support a claim 
of infringement for all claimed indications?

• Consider effect of multiple FDA approved indications

―Avoid unpatented indications that create opportunity for 
skinny labelling.
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Polling Question 1

• Label approved for treating angina and hypertension.

• Orange Book listed patent claims treating angina.

• Generic wants to treat only hypertension and files a little (viii) 
certification.

• Does Generic induce infringement pre-launch?

• Yes or No
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Polling Question 2

• Label approved for treating angina and hypertension.

• Orange Book listed patent claims treating angina.

• Generic wants to treat only hypertension and files a little (viii) 
certification.

• Brand adduces evidence of press release of tentative approval 
with AB rating, 30b6 testimony from the generic company that 
they expect off-label sales, and doctor testimony about the 
basis for their prescribing decisions.

• Does Generic induce infringement pre-launch?

• Yes or No
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Polling Question 3

• Label approved for treating angina and hypertension.

• Orange Book listed patent claims treating angina.

• Generic wants to treat only hypertension and files a little (viii) 
certification.

• Generic is approved and launched.

• Does Generic induce infringement post-launch?

• Yes or No
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Polling Question 4

• Label approved for treating angina and hypertension.

• Orange Book listed patent claims treating angina.

• Generic wants to treat only hypertension and files a little (viii) 
certification.

• Generic is approved and launched.

• Brand adduces evidence of press release of approval with AB 
rating, 30b6 testimony from the generic company that they 
expect off-label sales, and doctor testimony about the basis for 
their prescribing decisions.

• Does Generic induce infringement post-launch?

• Yes or No
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THANK YOU! 

• Mark Feldstein, Ph.D.
• mark.feldstein@finnegan.com
• 202.408.4092 

• Kyu Yun Kim
• kyuyun.kim@finnegan.com
• 202.408.4344

• Cora Holt
• cora.holt@finnegan.com
• 202.408.4334

• Tom Irving
• tom.irving@finnegan.com
• 202.408.4082
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