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USSC’s “Attack” On Patent Rights 
Case Date Issue Decision Opinion Anti/Pro 

Medtronic v. MFV 1/22/14 Burden re: 
infringement 

Reversed and Remanded 
(9-0).   

Burden of proving infringement 
is on patent holder regardless of 
whether licensee files DJ action. 

ANTI- 

Highmark v. Allcare 4/29/14 Test for “Exceptional 
Case” under §285 

Vacated and Remanded 
(9-0). 

Fed. Cir. 2-part test for 
“exceptional case” is discarded 
and district courts may determine 
on case-by-case basis.  “Clear 
and convincing” evidence 
standard for proving exceptional 
case also discarded. 

ANTI- 

Octane v. ICON 4/29/14 
Appellate Review of 
“Exceptional Case” 

Finding 

Reversed and Remanded 
(9-0). 

District court’s decision re: 
exceptional case reviewed under 
abuse of discretion standard  
(not de novo). 

ANTI- 

Nautilus v. Biosig 6/2/14 §112 Indefiniteness Vacated and Remanded 
(9-0).   

Test for patent indefiniteness 
changed from old Fed. Cir. 
“insolubly ambiguous” test. 

ANTI-?? 
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USSC’s “Attack” On Patent Rights (Cont.) 
Case Date Issue Decision Opinion Anti/Pro 

Limelight v. Akamai 6/2/14 Joint Infringement 
and Inducement 

Reversed and Remanded 
(9-0).   

A defendant cannot be liable for 
inducing infringement when no 
single party has committed direct 
infringement. 

ANTI- 

Alice v. CLS Bank 6/19/14 §101 Patent 
Eligibility 

Per Curiam Opinion 
Affirmed (9-0).   

Mere recitation of generic 
computer cannot transform a 
patent ineligible abstract idea into 
a patent eligible invention. 

ANTI- 

Teva v. Sandoz 1/20/15 Claim Construction Reversed and Remanded 
(7-2). 

District court’s determination of 
factual issues in claim 
construction are entitled to 
deference (i.e., reviewed for clear 
error), although ultimate question 
of claim construction remains a 
question of law (reviewed de 
novo on appeal). 

ANTI-?? 
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Death Knell for U.S. Patents? 



Agenda 
1.  Patent Eligibility  (Alice v. CLS Bank) 
2.  Claim Construction  (Teva v. Sandoz) 
3.  Infringement   (Limelight v. Akamai) 
4.  Indefiniteness   (Nautilus v. Biosig) 
5.  Attorneys Fees   (Octane / Highmark) 

6.  Looking Ahead 
•  Inducement   (Commil v. Cisco – USSC) 
•  Damages   (Kimbell v. Marvel – USSC) 
•  Fed. Cir.  (SCA Hygiene / Sandoz / In re: Cuozzo) 
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Patent Eligibility  
(Alice v. CLS Bank) 
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Patentable Subject Matter 
•  35 U.S.C. §101: “Whoever invents or discovers 

any new and useful process, machine, 
manufacture, or composition of matter, or any 
new and useful improvement thereof, may 
obtain a patent therefor, subject to the 
conditions and requirements of this title.” 

•  “[L]aws of nature, natural phenomena, and 
abstract ideas” are not patentable.  Diamond v. 
Diehr, 450 U.S. 175, 185 (1981). 
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Lead Up to Alice 
• Bilski v. Kappos (2010):  
▫  Held ineligible a method for hedging against the 

financial risk of price fluctuations held invalid under § 
101 as directed to an abstract idea 
▫  Rejected “Machine-or-transformation” as sole test 

• Mayo Collaborative Services v. Prometheus 
Laboratories, Inc. (2012):  
▫  Method for measuring metabolites in bloodstream 

held ineligible as directed to “laws of nature” 
▫  Set two-step framework: (1) claims directed to patent 

ineligible concept? If so, what else is in the claims? (2) 
do the additional elements transform the nature of the 
claim into a patent eligible invention? 
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Alice at the Federal Circuit 
•  Computerized scheme for mitigating “settlement 

risk” by using a third-party intermediary 

•  Fractured Court with Conceptual Disagreements:  
▫  Six opinions and “additional reflections” by Rader 
▫  Plurality concluded that all claims ineligible as 

abstract idea with nothing of substance added 
�  7-3: method and media claims; 5-5: system claims 
▫  Rader, Linn, Moore, & O’Malley would have held 

system claims eligible as involving hardware that is 
“specially programmed to solve a complex problem” 
▫  Linn & O’Malley argued all claims eligible 
▫  Newman focused on inclusive statement of § 101 
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Alice Corp. v. CLS Bank Int’l (06/19/14) 
•  Supreme Court: Affirmed (9-0) 
▫  Applied two-part test from Mayo v. Prometheus, with 

same analysis to the system claims 
�  Abstract idea of intermediated settlement 
�  Generic computer implementation fails to transform  
▫  Preemption drives exclusionary principle to prevent 

tying up “building blocks of human ingenuity” 
▫  “well-understood, routine, conventional activities” 
▫  Technical solution to a technical problem 

• Concurrence (Sotomayor, Ginsburg, Breyer):  
▫  “any claim that merely describes a method of doing 

business does not qualify as a process under § 101.” 
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Post-Alice: District Courts 
•  Since Alice, district courts have invalidated at 

least one claim in over 80 patents under  § 101 
▫  Primarily Motions for Summary Judgment 
�  At least 19 motions granted 
▫  Motions for Judgment on the Pleadings 
�  At least 9 motions granted 
▫  Motions to Dismiss for Failure to State a Claim 
�  At least 8 motions granted 
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Post-Alice: Federal Circuit 
•  buySAFE, Inc. v. Google, Inc. (Fed. Cir. Sep. 3, 2014) 
▫  Methods for guaranteeing a party’s performance of its 

online transaction are patent ineligible, stating that they 
“do not push or even test the boundaries of the Supreme 
Court precedents under section 101.” 

•  Ultramercial, Inc. v. Hulu, LLC (Fed. Cir. Nov. 14, 2014) 
▫  Claims that “simply instruct the practitioner to implement 

the abstract idea with routine, conventional activity” are not 
patent eligible 

•  DDR Holdings, LLC v. Hotels.com, L.P. (Fed. Cir. Dec. 5, 
2014) 
▫  Patent eligible as “claimed solution is necessarily rooted in 

computer technology in order to overcome a problem 
specifically arising in the realm of computer networks.” 
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Post-Alice: USPTO Guidance 
• December 2014 Guidelines 
▫  Adds an initial step to the Mayo framework of whether 

the claim is directed to a process, machine, 
manufacture, or composition of matter 
▫  Provides numerous examples using previous cases 

•  January 2015 Guidelines 
▫  Issued 8 additional examples, including hypothetical 

scenarios providing claims directed to patent eligible 
subject matter (e.g., (1) isolating and removing malicious 
code from an electronic message, (2) e-commerce 
outsourcing system/generating a composite web page, (3) 
digital image processing, and (4) global positioning system) 
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Post-Alice: PTAB 
• Covered Business Method Reviews 
▫  Since Alice, the PTAB has held at least one claim invalid 

under § 101 in over 13 CBM Final Written Decisions 
(CBM2013-13, -14, -24, -25, -28, -30, -31, -32, 40, -49, -50, 
-51; CBM2014-18) 
▫  E.g., U.S. Bancorp v. Retirement Capital Access 

Management Co., CBM2013-00014 (Aug. 22, 2014), Paper 
33 (1st Final Written Decision to apply Alice). 
�  “advancing funds based on future retirement payments is 

an economic practice long prevalent in our system of 
commerce” 

�  Requirement that the transaction is lawful is a routine and 
conventional practice in business transactions 
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Practice Tips & Key Takeaways 
• Apply § 101 by analogizing claims to existing 

decisions. 
• Claims to a technical solution to a technical 

problem are more likely to survive, while 
business methods are more at risk. 

• Computer-based inventions should try to: 
▫  “improve the functioning of a computer itself” or 

“effect an improvement in any other technology or 
technical field.” 

•  File § 101 motions early. 
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Claim Construction 
(Teva v. Sandoz) 
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Claim Construction – Review on Appeal 

Markman v. Westview Instruments (1996): 
Claim construction involves legal issues and is 
decided by the judge. 

Cyber Corp v. Fast Technologies (Fed. Cir. 1998): 
Federal Circuit performs de novo review of claim 
construction on appeal. 

Lightning Ballast Control LLC v. Philips 
Electronics (Fed. Cir. 2014): Federal Circuit 
affirms and retains de novo review. 
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Teva v. Sandoz (Jan. 20, 2015) 
District Ct.:  Made a factual finding crediting Teva’s expert and 

rejecting Sandoz’s expert’s view about how one of 
ordinary skill in the art would understand “molecular 
weight.” Finds claim definite. 

Fed. Cir.:  On appeal, rejects explanation from Teva’s expert, 
holds some claims indefinite. 

Supreme Ct.:  Reversed and remanded (7-2). Ultimate question of 
proper claim construction is question of law reviewed 
de novo. 

•  District court’s determination of factual issues is 
entitled to deference on appeal. 

•  Proper standard for appellate review of 
determination of factual issues is clear error. 

•  Decision relies on Fed. R. Civ. P. 52(a)(6). 
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After Teva 
Notable Decisions 

ContentGuard Holdings, Inc. v. Amazon.com Inc. (E.D. Tex. Jan. 
30, 2015): Live testimony not permitted at claim construction 
hearings; instead submitted through sworn declarations. 

Eidos Display v. AV Optronics (Fed. Cir. March 10, 2015):  
Finds patent claims on LCD technology definite; reverses district 
court’s grant of summary judgment of indefiniteness. 
Holds that meaning of claim is clear in light of intrinsic record. 
Extrinsic evidence is “immaterial.” 

Pacing Techs. LLC v. Garmin Int’l, Inc. (Fed. Cir. Feb. 18, 2015): 
Only evidence in record on appeal is intrinsic. 
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Teva – Practice Tips 
•  Forum for district court litigation continues to be 

important. 

•  Expect more focus on factual issues about what one of 
ordinary skill in the art would have understood, including.   

▫  State of art 

▫  Patent figures 
▫  Prosecution history 

•  Expect more use of expert testimony and inventor 
testimony. 

•  Use of extrinsic evidence to determine decision still limited. 
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Joint Infringement & Inducement 
(Limelight v. Akamai) 
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What does this have to do  
with Induced Infringement? 
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Induced Infringement before Limelight  

Induced Infringement under § 271(b): 

“Whoever actively induces infringement of a patent shall be liable as 

an infringer.” 35 U.S.C. § 271(b) 

To find active inducement, the patentee bears the burden to show 

three elements by a preponderance of evidence: 

1.  Requisite level of specific intent to cause infringement 

2.  Conduct that actively induces another to infringe 

3.   Direct infringement by the one who has been actively 

induced.  

 

24 



Limelight Networks, Inc. v. Akamai Techs., Inc. 
134 S. Ct. 2111 (2014)  

In a recent Supreme Court decision, the High Court 
reversed the Federal Circuit, holding that: 
 

“inducement liability may arise if, but only if, 
there is direct infringement.” 
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Limelight Networks, Inc. v. Akamai Techs., Inc. 
134 S. Ct. 2111 (2014)  

At the District Court of Massachusetts – 
•  In 2006, MIT and Akamai Technologies, Inc. sued Limelight Networks, Inc. 

for infringement of the ‘703 patent in the District of Massachusetts.  

•  The patent-in-suit, U.S. Patent No. 6,108,703 (“the ‘703 patent”), claims a 

method of delivering electronic data using a content delivery network 

(“CDN”).  The ‘703 patent describes a method composed of several steps, 

one of which is called “tagging.”   

•  Problem: Limelight operates a CDN and carries out most, but not all, steps 

claimed in the ‘703 patent.  Specifically, Limelight does not “tag” content, 

but requires individual internet users to do their own tagging.   
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Limelight 
practices 

Claim 19 of the ‘703 Patent: 

19. A content delivery service, comprising:  
•  replicating a set of page objects across a wide area network of 

content servers managed by a domain other than a content provider 
domain;  

•  for a given page normally served from the content provider domain, 
tagging the embedded objects of the page so that requests for 
the page objects resolve to the domain instead of the content 
provider domain;  

•  responsive to a request for the given page received at the content 
provider domain, serving the given page from the content 
provider domain;  

•  and serving at least one embedded object of the given page 
from a given content server in the domain instead of from the 
content provider domain. 
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Limelight Networks, Inc. v. Akamai Techs., Inc. 
134 S. Ct. 2111 (2014)  



Limelight Networks, Inc. v. Akamai Techs., Inc. 
134 S. Ct. 2111 (2014)  

District Court Considers – 
•  Muniauction, Inc. v. Thomson Corp., 532 F. 3d 1318 (2008). 
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Muniauction, Inc. v. Thomson Corp. 
532 F. 3d 1318 (Fed. Cir. 2008) 

•  U.S. Patent No. 6,161,099 is directed to electronic methods for conducting “original 
issuer auctions of financial instruments” in the bond issuance industry.  
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Thomson 
Practices 

Claim 1 of the ‘099 Patent: 

In an electronic auction system including an issuer's computer having a display and at least one 
bidder's computer having an input device and a display, said bidder's computer being located remotely 
from said issuer's computer, said computers being coupled to at least one electronic network for 
communicating data messages between said computers, an electronic auctioning process for auctioning 
fixed income financial instruments comprising: 
•  inputting data associated with at least one bid for at least one fixed income financial instrument 

into said bidder's computer via said input device; 
•  automatically computing at least one interest cost value based at least in part on said inputted 

data, said automatically computed interest cost value specifying a rate representing borrowing cost 
associated with said at least one fixed income financial instrument; 

•  submitting said bid by transmitting at least some of said inputted data from said bidder's 
computer over said at least one electronic network; and 

•  communicating at least one message associated with said submitted bid to said 
issuer's computer over said at least one electronic network and displaying, on said issuer's 
computer display, information associated with said bid including said computed interest cost value, 

•  wherein at least one of the inputting step, the automatically computing step, the submitting step, the 
communicating step and the displaying step is performed using a web browser. 



Limelight Networks, Inc. v. Akamai Techs., Inc. 
134 S. Ct. 2111 (2014)  

District Court Considers – 
•  In Muniauction, Inc. v. Thomson Corp., 532 F. 3d 1318, Federal Circuit held 

that:  

▫  direct infringement of a method patent under § 271(a) “requires a single party to 

perform every step of a claimed method.”  Id. at 1329.  

▫  This controversial “single entity” requirement is satisfied if a single defendant 

“exercises ‘control or direction’ over the entire process such that every 

step is attributable to the controlling party.”   Id.  

•  In light of Muniauction, the District Court of Mass. concluded that 

Limelight cannot be held to directly infringe the ‘703 patent.   
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Limelight Networks, Inc. v. Akamai Techs., Inc. 
134 S. Ct. 2111 (2014)  

Appeal at the Federal Circuit –  

•  Affirmed no direct infringement, explaining that a defendant who does not perform 

all steps of a method claim can only directly infringe a method patent if “there is an 

agency relationship between the parties who perform the method steps or when one 

party is contractually obligated to the other to perform the steps.”  Akamai Tech. Inc. 

v. Limelight Networks, Inc., 629 F.3d 1311, 1320 (Fed. Cir. 2010).  

However –  

•  Federal Circuit subsequently granted en banc review, and held that while 

Limelight cannot directly infringe the ‘703 patent, it was liable for induced 

infringement under § 271(b).  Akamai Tech. Inc. v. Limelight Networks, Inc., 629 F.

3d 1301 (Fed. Cir. 2012).   

•  En banc court noted that even though there is no direct infringement, 

Limelight may still be liable for induced infringement.  Id. at 1308-09.  
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Induced Infringement  
after Federal Circuit en banc Review 

Induced Infringement under § 271(b): 
“Whoever actively induces infringement of a patent shall be liable as an 

infringer.” 35 U.S.C. § 271(b) 

To find active inducement, the patentee bears the burden to show three 

elements by a preponderance of evidence: 

1.  Requisite level of specific intent to cause infringement 

2.  Conduct that actively induces another to infringe 

3.   Direct infringement by the one who has been actively induced.  
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What Does this have to do  
with Induced Infringement? 
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Limelight Networks, Inc. v. Akamai Techs., Inc.  
134 S. Ct. 2111 (2014)  

 

 

Supreme Court reversed, holding that “inducement 

liability may arise if, but only if, there is direct 

infringement.” 
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Limelight Networks, Inc. v. Akamai Techs., Inc. 
134 S. Ct. 2111 (2014)  

Reasons – 

1.  Previously established no indirect infringement liability under § 271(b) where there 

is no direct infringement liability under § 271(a). 

2.  Congressional Intent: Congress had not intended to “create liability for inducement 

of non-infringing conduct,” adding that “when Congress wishes to impose liability 

for inducing activity that does not itself constitute direct infringement, it knows 

precisely how to do so.”  134 S. Ct. at 2118.  

3.  Prior Supreme Court jurisprudence: found its holding to parallel its prior 

contributory infringement holding in Deepsouth Packing Co. v. Laitram Corp., 406 

U.S. 518 (1972).   

1.  In Deepsouth, the manufacturer produced components of a patented machine, shipped it 

abroad, and the components were assembled by its foreign customers.  The Supreme Court 

rejected a finding of contributory infringement because the machines had not been 

assembled in the United States, and direct infringement therefore also did not occur.  Id. 
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Limelight Networks, Inc. v. Akamai Techs., Inc. 
134 S. Ct. 2111 (2014)  
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•  Supreme Court specifically declined to review the Federal Circuit’s Muniauction 

holding, requiring that direct infringement of a method patent requires all steps to be 

attributable to the same defendant.   

 

•  In response to criticism that such a narrow reading of § 271(b) infringement would 

easily allow a defendant to avoid liability by dividing performance of a method 

patent’s steps with another whom the defendant does not control, resulting in 

performance of all steps of the patent without infringement, the Supreme Court 

identified such problem to result from the Federal Circuit’s § 271(a) jurisprudence on 

direct infringement of method patents, which should not be resolved by § 271(b).  134 

S. Ct. at 2120. 

 

 



Induced Infringement after Limelight  
 

Induced Infringement under § 271(b): 
“Whoever actively induces infringement of a patent shall be liable as an 

infringer.” 35 U.S.C. § 271(b) 

To find active inducement, the patentee bears the burden to show three 

elements by a preponderance of evidence: 

1.  Requisite level of specific intent to cause infringement 

2.  Conduct that actively induces another to infringe 

3.   Direct infringement by the one who has been actively induced.  
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Lower Court Reliance on Limelight 
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• Courts have cited to Limelight 48 times: 

▫  Cited to support dismissing plaintiff’s claim for 

indirect infringement where plaintiff failed to 

allege sufficient facts for a direct infringement 

claim. 

▫  Cited as support that Muniauction is still good 

law. 
 



Induced Infringement at the U.S. ITC 
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•  Suprema Inc. v. Int’l Trade Comm’n (Fed. Cir. No. 2012-1170) 

▫  Mentalix, located in Texas, imported fingerprint scanning hardware from 

Suprema, a Korean company. Mentalix combined and tested the scanners with its 

software in the U.S. 

▫  The ITC found that Suprema induced infringement  and that Mentalix directly 

infringed claim 19 of Cross Match’s patent directed to a method of capturing and 

processing a fingerprint image. 

▫  Issue: may a violation of section 337 of the Tariff Act (19 U.S.C. § 1337(a)(1)(B)(i)) 

be predicated on a theory of induced infringement under 35 U.S.C. §  271(b) when 

the underlying direct infringement does not occur until after importation? 

▫  The ITC answered this in the affirmative and issued an exclusion order. Suprema 

appealed. The Federal Circuit panel reversed. 

▫  Briefs cited Limelight; En banc oral argument heard January 5, 2015. 

 

 



Indefiniteness 
(Nautilus v. Biosig) 
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Indefiniteness – 35 U.S.C. § 112 
35 U.S.C. § 112 ¶ 2:  a patent specification must “conclude 

with one or more claims particularly 
pointing out and distinctly claiming the 
subject matter which the applicant 
regards as his invention.” 

•  A holding of indefiniteness invalidates patent claims 
•  Definiteness typically challenged during claim construction 
•  35 Datamize, LLC v. Plumtree Software (Fed. Cir. 2005): 
▫  Test is whether that claim was “amenable to 

construction” and not “insolubly ambiguous” 
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Nautilus v. Biosig (June 2, 2014) 
District Ct.:  Granted defendant’s motion that claim was 

indefinite. Claim term was “in spaced 
relationship with each other.” 

Fed. Cir.:  Reversed and held claim not indefinite. Applied 
previous test that claim was “amenable to 
construction” and not “insolubly ambiguous.” 

Supreme Ct.:  Vacated and remanded (9-0).  
Holds “a patent is invalid for indefiniteness if its 
claims, read in light of the patent’s specification 
and prosecution history, fail to inform, with 
reasonable certainty, those skilled in the art 
about the scope of the invention.” 
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After Nautilus 
Most indefiniteness 
arguments fail: 

From June 4 – Sept. 4, of 39 decisions:  
•  27 decisions held all claims definite 
•  3 decisions held indefinite 
•  9 are split decisions  

About 75 decisions have now cited Nautilus. 
Notable Decisions 
Interval Lighting v. AOL (Fed. Cir. Sept 10, 2014): 
Federal Circuit affirmed indefiniteness. Disputed term is display 
in “unobtrusive manner.” 
In re TR Labs Patent Litig. (D.N.J. July 14, 2014): 
Claimed technology related to telecommunications network 
structure. Claim term was “strategy that increases and optimizes 
demand served.” District court held indefinite.  
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Nautilus – Practice Tips 
• Expect more indefiniteness challenges. 
•  Impact on claim drafting. 
▫ More specific boundaries in specification. 
▫ More figures. 
▫ More varied claims. 
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Attorneys’ Fees 
(Octane v. Icon / Highmark v. Allcare) 
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Exceptional Case & Attorneys Fees  
•  35 U.S.C. §285: The court in exceptional cases 

may award reasonable attorney fees to the 
prevailing party. 

• Brooks Furniture v. Dutailier (Fed. Cir. 2005): 
▫  Case “exceptional” if (1) it involved “material 

inappropriate conduct” in the litigation or 
prosecuting the patent or (2) the case was both 
“objectively baseless” and “brought in subjective 
bad faith.”   
▫  Party must establish the “exceptional” nature of a 

case by “clear and convincing evidence.” 
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Octane v. ICON 
•  Icon sued Octane for patent infringement. 
• District Court: Granted Octane’s SJ motion for 

non-infringement / Denied Octane’s motion for 
attorneys fees. 

•  Fed. Cir.: Affirmed. 

•  Supreme Court: Reversed and remanded (9-0). 
▫  Brooks Furniture std. unreasonably restrictive. 
▫  §285 – leaves it to district court to decide 

exceptional case. 
▫  Preponderance of the evidence (not clear and 

convincing) = std. for proving exceptional case. 
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Highmark v. Allcare 
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• Allcare sued Highmark for patent infringement. 
• D. Ct.: Granted Highmark’s SJ motion for non-

infringement and Fed. Cir. Affirmed.  Also 
granted Highmark’s motion for attys fees. 

•  Fed. Cir.: Reviewed attys fees de novo – reversed. 

•  Supreme Court: Vacated and remanded (9-0). 
▫  District court determines exceptional case in 

exercise of their discretion and totality of circ. 
▫  District court’s exceptional case finding reviewed 

for abuse of discretion, not de novo. 
 



After Octane / Highmark 
6 months after 
decisions: 

Only 18% of approximately 75 attorneys’ fees motions 
granted or granted-in-part (14 to pltfs / 10 to defs). 

Notable decisions  

Intellect Wireless v. Sharp (N.D. Ill. 2014): 
After inequitable conduct finding, court awards attorneys’ fees. 
Homeland Housewares, LLC v. Sorensen Research (Fed. Cir. 2014): 
Awards attorneys’ fees where patentee failed to come forward with 
evidence during summary judgment. 
Cognex Corp. v. Microscan Systems Inc. (S.D.N.Y. 2014): 
Defendant engaged in unreasonable and frivolous tactics; awards fees to 
plaintiff. 
AGSouth Genetics v. Georgia Farm Services (M.D. Ga. 2014): 
After willfulness finding, court awards attorneys’ fees to plaintiff. 
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Since Octane / Highmark 
•  Innovation Act (2015) 
▫  Presumption of attorneys’ fees? 
▫  (1) Was losing party’s “position and conduct . . . 

reasonably justified in law and fact?” 
▫  (2) If not reasonably justified, then court will award fees 

absent special circumstances (e.g., severe economic 
hardship to named inventor) 

•  Halo Elec. v. Pulse Elec. – Fed. Cir. (3/23/15) 
▫  Denies en banc review (dissent, O’Malley, J. et al.) 
▫  Dissent (O’Malley, J. / Hughes, J.) 
▫  Review enhanced damages std. in light of Octane and 

Highmark. 

50 



Octane / Highmark – Practice Tips 
•  Expect to see more motions for attorneys’ fees. 

•  Focus on: 
▫  Why case stands out as different from others. 
▫  Weakness of substantive arguments. 
▫  Overly aggressive litigation behavior. 
▫  Economic coercion. 

•  Expect to see plaintiffs: 
▫  Fully document pre-filing investigation. 
▫  Limit documentation of settlement discussions. 
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Looking Ahead! 

52 



What does this have to do  
with Induced Infringement? 
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Invalidity as Defense to Inducement - §271(b) 
(Commil USA, LLC v. Cisco Systems, Inc.) 

•  Commil USA v. Cisco Systems is the first patent case in which the Supreme 

Court granted certiorari for its October 2014 Term. 

▫  Issue: whether a good-faith belief that the asserted patent is invalid can serve as a 

defense to inducement under §271(b) 

•  History: 

▫  The Federal Circuit held that evidence of “a good-faith belief of invalidity is 

evidence that may negate the specific intent to encourage another’s infringement, 

which is required for induced infringement.” 720 F.3d 1361, 1368 (Fed. Cir. 2013).   

▫  While the Federal Circuit previously held that evidence of good-faith belief of non-

infringement is relevant to negating the requisite intent in induced infringement, 

it had not previously determined whether good-faith belief of invalidity may 

similarly negate a finding of induced infringement. 
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Post-Patent Expiration Royalties 
(Kimble v. Marvel Enterprises) 

•  Supreme Court – Cert. granted 12/12/14. 

•  Issue: Whether a patentee can lawfully collect 
royalties beyond the life of a patent? 

• Brulotte v. Thys (USSC 1964): “a patentee’s use 
of a royalty agreement beyond the expiration 
date of the patent is unlawful per se.” 

• Brulotte in tension with freedom-of-contract. 

• Oral argument scheduled 3/31/15. 

55 



Laches Defense 
 (SCA Hygiene v. First Quality Baby) 

56 

•  Fed. Cir. – en banc review granted 12/30/14. 

•  Issue: May laches bar patent damages for 
infringement that occurs within 6-year SOL? 

•  Patrella v. MGM (USSC 2014): laches does not 
apply to copyright infringement occurring 
within permissible SOL. 

• A.C. Aukerman v. R.L. Chaids (Fed. Cir. 1992):  
Laches applies even if infringement within SOL. 

• En banc briefing ongoing. 



Article III Jurisdiction in Biosimilar Case 
(Sandoz, Inc. v. Amgen, Inc.) 

•  The Federal Circuit affirmed the district court’s holding that when a potential 

infringer of a biosimilar drug product has not yet filed the requisite application with 

the FDA, Article III controversy does not exist to grant declaratory judgment 

jurisdiction. No. 14–1693, 2014 WL 6845165 (Fed. Cir. 2014). 

•  History: 

▫  Amgen Inc. markets the biological drug Embrel®, which uses a specific protein 

etanercept as a therapy for rheumatoid arthritis.  

▫  Sandoz began developing its own etanercept product in 2004.  On June 24, 2013, 

Sandoz filed a complaint against Amgen and Hoffman-LaRoche, seeking DJ that 

its etanercept product would not infringe any of Hoffman-LaRoche’s patents and 

that the Hoffman-LaRoche patents were invalid.   

▫  At the time of filing the suit, Sandoz had not yet filed an application for FDA 

approval to market an etanercept product.  
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No (k) Application Filed 

2004 2013 2010 2011-2012 June 24, 2013 Dec, 5, 2014 

Article III Jurisdiction in Biosimilar Case 
(Sandoz, Inc. v. Amgen, Inc.) 

Sandoz begins 
development 
work on its 
own etanercept 
product. 

Sandoz files for 
declaratory judgment in 
the N.D. Cal., seeking DJ that 
its manufacture and sale of its 
etanercept product would not 
infringe Amgen’s patents.  

Sandoz begins Phase III 
Clinical trials, expected 
to run into 2015.   

Sandoz meets 
with the FDA to 
plan for an 
application. 

Patents-in-
suits issued by 
the USPTO. 

District Court 
finds lack of 
jurisdiction.  

Fed. Cir. 
affirms. 



What did we learn from Sandoz v. Amgen? 
•  At the District Court— 

▫  Amgen moved to dismiss for lack of subject matter jurisdiction. District Court 

granted the motion, finding that there is no pending Article III controversy.  

The district court also held that Sandoz’s DJ suit is barred by the Biologics 

Price Competition and Innovation Act of 2009 (“BPCIA”), holding that 

Sandoz could not obtain a DJ before filing an FDA biosimilar application. Sandoz, 

Inc. v. Amgen, Inc., No. C-13-2904, 2013 WL 6000069 (N.D. Cal. 2013).  

•  At the Federal Circuit–  

▫  The Federal Circuit affirmed, finding that the case did not meet the 

requirements of immediacy and reality in this pre-application context 

because “any dispute about patent infringement is at present subject to significant 

uncertainties—concerning whether it will actually arise and if so what specific 

issues will require decision.” 2014 WL 6845165 at *11. 
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What did we learn from Sandoz v. Amgen? 
•  Federal Circuit Reasoning:  

▫  “Amgen has not suggested that anything Sandoz is currently doing exposes it to infringement 

liability . . . .”  Sandoz Inc. v. Amgen Inc., at 9.   

▫  “We are aware of no decision in which we have found a case or controversy when the only 

activity that would create exposure to potential infringement liability was a future activity 

requiring an FDA approval that had not yet been sought.”  Id. at 10.   

▫  Too many “contingencies” in the future of Sandoz’s etanercept formulation: 

�  Conclusion of Phase III clinical trials and FDA approval were “several years away when 

Sandoz brought this suit.”  Id.  

�  Phase III trial may fail 

�  Sandoz may modify its product 

�  Events that may expose Sandoz to infringement liability “‘may not occur as anticipated, or 

indeed may not occur at all.’”  Id. at 12. 
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What did we learn from Sandoz v. Amgen? 
•  The Federal Circuit’s holding declined to address the issues regarding 

statutory interpretation of the Biologics Act: 

▫  “Our resolution of this case makes it unnecessary for us to address the 

district court’s BPCIA rationale.  We also do not decide whether, once an 

application is filed under the BPCIA, that statute forecloses a declaratory-

judgment action concerning whether the ultimate marketing of the application-

defined product would infringe under 35 U.S.C. § 271(a).”  Id. at 15. 

•  The question remains whether invoking the Biologics Act restricts not only 

an innovator’s ability to bring an infringement action, but also a biosimilar 

developer’s ability to bring a declaratory judgment action without first 

completing a series of statutory patent exchanges. 
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What does this have to do with Anything? 
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Activity in District Courts Following Sandoz 
(Celltrion and Hospira) 

•  In two related cases in the Southern District of New York, the court dismissed 

declaratory judgment actions relating to the rheumatoid arthritis drug Remicade®, 

finding no declaratory judgment jurisdiction. Celltrion Healthcare Co. v. Kennedy 

Trust for Rheumatology Research, 1:14-cv-2256 (PAC) (S.D.N.Y., 2014); Hospira, 

Inc. v. Janssen Biotech Inc., et al., 1:14-cv-7049 (PAC) (S.D.N.Y., 2014). 

•  History: 

▫  Celltrion began developing a biosimilar of Remicade® in 2008. 

▫  Plaintiffs Celltrion and Hospira entered into an agreement in 2009 to co-exclusively market a 

biosimilar version of Remicade® 

▫  Celltrion filed its complaint before filing its 262(k) application; Hospira filed its complaint 

after the filing of Celltrion’s 262(k) application. 

•  On March 6, 2015, Janssen filed suit against Celltrion & Hospira alleging 

infringement under 35 U.S.C. § 271(e)(2)(C). 1:15-cv-10698 (D. Mass. 2015). 
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Mar. 31, 2014 Aug. 29, 2014 Aug. 8, 2014 Dec. 1, 2014 

Key Events in Celltrion and Hospira 

Celltrion files 
complaint seeking 
declaratory 
judgment of invalidity 
of Kennedy patents 

Hospira files complaint 
against Janssen and 
Kennedy seeking 
declaratory judgment of 
invalidity and/or non-
infringement of all Janssen 
and Kennedy patents 

Celltrion 
files 262(k) 
application 

District Court 
finds lack of 
jurisdiction 
and dismisses 
Celltrion case.  

District Court 
(same judge) 
finds lack of 
jurisdiction 
and dismisses 
Hospira case.  

Celltrion begins 
developing biosimilar of 
Remicade ® 

2008 



Factors for DJ Jurisdiction  
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• Required for declaratory judgment jurisdiction: 

▫  262(k) filed. 



Factors for DJ Jurisdiction  
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•  Other factors mentioned in Celltrion:  

▫  How far biosimilar is from approval. 

▫  Steps showing true intention to bring biosimilar to market. 

▫  Investing money. 

▫  Diligence in pursuing U.S. approval. 

▫  Expression of clear intent to pursue infringement claims. 

▫  Whether parties have taken adverse positions. 

▫  Prior litigious conduct. 

▫  Public statements regarding patents owned by a patent owner and that it. 

defend the patents it owns. 



Factors for DJ Jurisdiction  
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•  Other factors? 

▫  Capacity to manufacture and launch upon approval. 

▫  Approved elsewhere. 

▫  Interference with marketing the biosimilar abroad. 

▫  Refusal to grant license. 

▫  Public interest (DJ action may allow earlier access to 

more affordable medicine). 



Has Amgen v. Sandoz changed anything? 
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Amgen filed a related case seeking a preliminary injunction and forcing 

Sandoz to follow the BPCIA procedures. On March 19, the Judge held that 

following the BPCIA was not mandatory, and accordingly denied the 

preliminary injunction. 



Thank You! 
 

for a copy of slides please e-mail 
 

jonathan@torreypineslaw.com 
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