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Covered Topics

Patent exhaustion - post-sale restrictions; Lexmark

 International patent exhaustion; Lexmark 

Patent venue; TC Heartland 

Service of process; Water Splash 

Laches; SCA Hygiene

Section 271(f)(1) infringement; Life Technologies

Willful infringement; Halo Electronics

Attorney fees update; Octane Fitness
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Patent Exhaustion – Domestic and Foreign

Impression Products, Inc. v. Lexmark Int’l , Inc., 
No. 15-1189 (Supreme Court May 2017)
–Patent owner Lexmark owns patent directed to toner 

cartridges.

–Lexmark sued a number of “remanufacturers” for patent 
infringement.

– Issues

 (1) May a patentee who sells an item under an express 
restriction on further resale enforce that restriction through 
a patent infringement action?

 (2) Does a patentee exhaust its patent rights by selling 
products outside of the U.S.?
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Patent Exhaustion – Domestic and Foreign

Impression Products, Inc. v. Lexmark Int’l , Inc., 
No. 15-1189 (Supreme Court May 2017)
–After the sale of a patented item, the patent holder 
cannot sue for patent infringement relating to further 
use of that item, even when in violation of a contract 
with a customer, or imported from outside the United 
States.

U.S. sales with restriction give rise to patent exhaustion.  
No patent litigation. 

Foreign sales give rise to patent exhaustion and the 
products can be imported into US. No patent litigation.
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Patent Exhaustion – Domestic and Foreign

Impression Products, Inc. v. Lexmark Int’l , Inc., 
No. 15-1189 (Supreme Court May 2017)
–U.S. sales with restriction give rise to patent 
exhaustion.

–The single-use/no-resale restrictions in Lexmark’s 
contracts with customers may have been clear and 
enforceable under contract law, but they do not entitle 
Lexmark to retain patent rights in an item that it has 
elected to sell. 
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Patent Exhaustion – Domestic and Foreign

Impression Products, Inc. v. Lexmark Int’l , Inc., 
No. 15-1189 (Supreme Court May 2017)
–Foreign sales give rise to patent exhaustion and the 
products can be imported into U.S. without patent 
infringement.

–Lexmark cannot sue Impression Products for patent 
infringement with respect to cartridges Lexmark sold 
abroad, which Impression Products acquired from 
purchasers and imported into the United States, 
because an authorized sale outside the United States, 
just as one within the United States, exhausts all rights 
under the Patent Act.
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Patent Exhaustion – Domestic and Foreign

Impression Products, Inc. v. Lexmark Int’l , Inc., 
No. 15-1189 (Supreme Court May 2017)
–To be clear, the patent owner could enforce restrictions 
on use or resale of its contracts with direct purchasers 
under regular contract law (but not as a patent 
infringement lawsuit).

But a patent infringement suit is often a more viable 
option for the patent owner than an action for breach 
of contract.
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Venue in Patent Infringement Cases
TC Heartland LLC v. Kraft Foods Group Brands LLC, 

No. 16-341 (Supreme Court, May 22, 2017)

Venue is one requirement to file a patent infringement suit

– Some others: Personal jurisdiction, subject matter jurisdiction, etc.

28 U.S.C. § 1400(b) governs venue for patent cases, provides:

9

Any civil action for patent infringement may be 
brought in the judicial district where [I] the 
defendant resides, or [II] where the defendant has 
committed acts of infringement and has a regular 
and established place of business.

Venue in Patent Infringement Cases
Before TC Heartland

 U.S. Supreme Court in 1957: For a domestic corporation 
“resides” = state of incorporation.  Fourco Glass Co. v. 
Transmirra Products Corp., 353 U.S. 222.

Court of Appeals for the Federal Circuit in 1990: Defendant 
merely had to be “subject to personal jurisdiction [in the 
forum] at the time the action is commenced.” VE Holding 
Corp. v. Johnson Gas Appliance Co., 917 F.2d 1574.
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Venue in Patent Infringement Cases –
TC Heartland

U.S. SUPREME COURT HOLDING:

11

As applied to [U.S.] corporations, 
“reside[nce]” in §1400(b) refers only to 
the State of incorporation. 

After TC Heartland, as to U.S. corporations, venue 
in a patent case is proper if the venue is:

(1) In the state where the company is incorporated; 

or

(2) acts of infringement occurred in the forum and the 
company has a “regular and established place of 
business”

12

Venue in Patent Infringement Cases –
TC Heartland
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 Significant drop in ED Texas Lawsuits following TC Heartland

– NPE lawsuits before TC Heartland: 

 57% of new NPE litigation was ED Texas

 About 26 Defendants added per week

– NPE lawsuits after TC Heartland: 

 28% of new NPE litigation was ED Texas

 About 8 Defendants added per week
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Venue in Patent Infringement Cases 
Impact of TC Heartland

Venue Data: Litigation Activity in the Nine Weeks Following TC Heartland (RPX, July 27, 2017).

Venue in Patent Infringement Cases 
§ 1400(b) – “Regular and Established Place of Business”

Notable Federal Circuit Decision: In re Cordis Corp., 769 F.2d 
733 (Fed. Cir. 1985).  In re Cordis encourages a flexible 
approach that goes beyond merely whether there is a physical 
presence in the forum:

[I]n determining whether a corporate defendant has a regular and 
established place of business in a district, the appropriate inquiry is 
whether the corporate defendant does its business in that district 
through a permanent and continuous presence there and not…whether 
it has a fixed physical presence in the sense of a formal office or store.

See also Hemstreet v. Caere Corp., No. 90 C 0377, 1990 U.S. 
Dist. LEXIS 6782, *5-7 (N.D. Ill. 1990) (noting 14 factors)
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 Judge Gilstrap, ED Texas - Totality of circumstances with four factors:

1. Defendant’s physical presence in the district; 

2. The extent to which a defendant represents (internally or 
externally) that it has a presence there; 

3. The extent to which a defendant derives benefits from that 
presence in the district; and

4. The extent to which a defendant interacts in a targeted way with 
existing or potential customers, consumers, users, or entities 
within a district.

15

Venue in Patent Infringement Cases 
§ 1400(b) – “Regular and Established Place of Business”

Raytheon Co. v. Cray, Inc., Civil No. 2:15-CV-01554 (ED 
Texas, June 29, 2017)

Patent Owner Strategies Seeking Favorable 
Venue and Potential Countermeasures

(1) Targeting non-U.S. corporations

(2) Other strategies involving multi-defendant 
cases

(3) Multidistrict litigation and the ITC

16
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Venue Post-TC Heartland: Non-U.S. Corporations

a defendant not resident in the United States 
may be sued in any judicial district, and the 
joinder of such a defendant shall be disregarded 
in determining where the action may be brought 
with respect to other defendants.

28 U.S.C. § 1391(c)(3)

17

Venue Post-TC Heartland: Non-U.S. Corporations

“Section 1391(d) is not derived from the general venue statutes 

that 1400(b) was intended to replace. Section 1391(d) reflects, rather, 
the longstanding rule that suits against alien defendants are outside 
those statutes. Since the general venue statutes did not reach suits 
against alien defendants, there is no reason to suppose the new 
substitute in patent cases was intended to do so.”

Brunette Machine Works, Ltd. v. Kockum Industries, Inc., 
406 U.S. 706 (1972)

18

TC Heartland: “We do not here address that question, nor do 
we express any opinion on this Court’s holding in Brunette.”
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Will Plaintiffs Target Non-U.S. Corporation 
in Venue A?

 Plaintiffs may just sue the non-U.S. corporation

–For example, such non-U.S. parent corporation instead of U.S. 
subsidiary

 Beyond arguing against Brunette, what strategies can the 
non-U.S. corporation employ?

19

Limitations on Suing Non-U.S. Corporation 
to Obtain Favorable Venue

• 35 U.S.C. § 271 (a),(g): Requires 
activities in the U.S., e.g., making, 
using, selling, offering to sell, or 
importation

• 35 U.S.C. § 271(b): Requires active 
inducement of infringement

• 35 U.S.C. § 271(c): Requires offer to 
sell or sale within the U.S., or 
importation into the U.S., of a 
component of a patented invention

Issue #1: Still 
need 

infringing acts 
by corporate 

parent 
covered by 
U.S. Patent 

Law

20
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Inducement has additional requirements 
beyond direct infringement

Knowledge of 
patent (includes 
willful blindness)

Knowing that 
induced acts 

constitute 
infringement

Affirmative 
steps to bring 
about conduct

Limitations on Suing Non-U.S. Corporation 
to Obtain Favorable Venue

21

Limitations on Suing Non-U.S. Corporation to 
Obtain Favorable Venue

• U.S. company defendants: 
Show accused infringing 
sales or other commercial 
activities in the state

• Non-U.S. company 
defendants: Most acts may 
occur outside the U.S.

Issue #2: 
Need personal 

jurisdiction

22
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Non-U.S. Corporations and Personal 
Jurisdiction
U.S. courts may exercise personal jurisdiction over non-U.S. 

corporations proper when:

(1) “Minimum contacts” exist between the non-U.S. corporation and 
the forum state; and

(2) Exercising personal jurisdiction will not offend “traditional 
[notions] of fair play and substantial justice”

Burger King v. Rudzewicz, 471 U.S. 462, 476 (1985)

The question of whether there are “minimum contacts” with the 
forum state turns on which theory of jurisdiction is asserted

–General jurisdiction or specific jurisdiction

23

Non-U.S. Corporations and Personal Jurisdiction

General Jurisdiction

– Defendants’ contacts with the forum state must be continuous and 
systematic (e.g., state of incorporation and principal place of 
business)

Rarely applied to non-U.S. corporations

Specific Jurisdiction

–Defendant has “‘purposefully directed’ his activities at residents of 
the forum” and “the litigation results from alleged injuries that ‘arise 
out of or relate to’ those activities.”  Burger King v. Rudzewicz, 471 
U.S. 462, 472 (1985)

24
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Non-U.S. Corporations and Personal Jurisdiction 
(General Jurisdiction)

Goodyear Dunlop Tires Operations v. Brown, 564 U.S. 915 (2011)

– Lawsuit filed in N.C. over bus accident in Paris involving N.C. 
residents, where accident allegedly caused by a defective 
Goodyear tire manufactured by subsidiaries located in France, 
Luxembourg and Turkey

– U.S. Supreme Court: No general jurisdiction

Even substantial sales and commercial activity in a state does not 
render a foreign corporation “at home” in that state

 See also Daimler AG v. Bauman, 134 S. Ct. 746 (2014) 
(addressing general jurisdiction over non-U.S. parent based on U.S. 
subsidiary contacts to state)
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Non-U.S. Corporations and Personal Jurisdiction 
(Specific Jurisdiction)
 J. McIntyre Mach., Ltd. v. Nicastro, 564 U.S. 873 (2011)

– Lawsuit filed in N.J. by a resident who was injured using a metal-
shearing machine manufactured by McIntyre (English corporation)

 McIntyre had no contact with N.J. except that the machine was used in N.J. 

– Addressed the “stream of commerce” theory of specific jurisdiction

 Prior split based on Asahi Metal Industry. v. Cal., 480 U.S. 102 (1987)

 Is placing a product into stream of commerce enough to create jurisdiction 
(i.e., is it foreseeable the product could enter the forum)  Or, must Defendant 
take additional steps purposefully directed at the forum?

– Supreme Court (6-3) determined that no specific jurisdiction

 Only plurality opinion on stream of commerce issue.  Questions remain due to 
concurring and dissenting opinions, e.g., what other steps are sufficient?

26
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Limitations on Suing Non-U.S. Corporation to Obtain 
Favorable Venue

• Water Splash v. Menon, 2017 U.S. 
LEXIS 3212 (May 22, 2017):  Service by 
mail permissible under Hague 
Convention where receiving state has 
not objected to service by mail and 
where authorized by otherwise-
applicable law of receiving state 

• For example, Japan did not formally 
object to Article 10(a), but there may 
be separate considerations for service 
under Japanese law?

Issue #3: 
Service via 

mail through 
Hague 

Convention
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Will Plaintiffs Target Non-U.S. Corporate Parent in 
Venue A and U.S. Subsidiary in Venue B?

Defendants can move to consolidate in Venue B

If Plaintiff moves for Multidistrict Litigation in Venue A, 
Defendants can press for Venue B

– MDL Panel will consider common facts, convenience of 
parties and witnesses, and whether consolidation promotes 
just and efficient conduct

– Defendants can focus on relevant witnesses, documents, 
U.S. acts focused on U.S. subsidiary in Venue B

28
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Will Plaintiffs Add Other Retailers or Distributors to 
Support Venue A?

Plaintiff may argue that greater concentration of parties in 
Venue A

Defendants likely to still press for Venue B

–Key technology for patent infringement is with manufacturer 
and U.S. subsidiary

–Customers may seek to stay their claims pending 
manufacturer claims
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Reinventing Structure of Traditional Multi-Defendant 
Suits

TC Heartland Effect

For each Defendant, consider (i) residence or 
(ii) infringing acts & regular and established 
place of business

Plaintiff may need to bring suits all over 
the country

Different schedules and potential 
inconsistent results

30
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Plaintiffs May File Multiple Suits Including in Desired Venue 
A, and Use MDL to Bring Other Actions Into Venue A

 With target Defendant(s) properly sued in Venue A, Plaintiff 
then seeks consolidation through MDL in Venue A under 28 
U.S.C. § 1407

– As a further twist, plaintiff might stagger suits to allow suit in 
favorable venue to proceed further

In 2015 and 2016, approximately 50% of motions for 
centralization have been granted. U.S. Judicial Panel on 
Multidistrict Litigation 2016 Statistics

31

Some Arguments by Target Defendant(s) 
Opposing an MDL Motion

 Individualized facts among respective defendants 

–Different products, different infringement issues

Inconvenience of many parties and witnesses

Various proceedings are at different stages

32

Expect Increase in MDL Actions
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Expect Increase in MDLs in Patent Litigation Cases

U.S. Judicial Panel on Multidistrict Litigation 2016 Statistics

33

Expect Increase in International Trade 
Commission Cases

 Complainant (Plaintiff) must show importation

 Complainant has additional showings for complaint and in 
the ITC case, such as:

–Detailed claim charts

–Compiling evidence of importation

–Establishing a domestic industry

34
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Laches as a Defense

SCA Hygiene Products AB v. First Quality Baby 
Products LLC, (Supreme Court, March 21, 2017)
–SCA sent letter to First Quality in 2003 asserting 

infringement 

SCA filed suit in 2010, seven years later

–First Quality moved for summary judgment based on 
laches 

Laches bars legal remedies (e.g., money damages) when 
a plaintiff unreasonably delays bringing a suit.

Equitable doctrine to protect defendants from 
unreasonable and prejudicial delay

35

Laches as a Defense

SCA Hygiene Products AB v. First Quality Baby 
Products LLC, (Supreme Court, March 21, 2017)
– Issue:  Can laches bar a claim for patent infringement 

brought within the six-year statutory limitations period?

–Answer:  No, the equitable defense of laches cannot be 
used to limit claims for infringement occurring during the 
six-year period.  Laches cannot be invoked to bar legal 
relief when Congress has passed a statute of limitations.  
Laches cannot be invoked to bar legal relief to patent 
infringement damages incurred during the statute of 
limitations.

36
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Laches as a Defense

SCA Hygiene Products AB v. First Quality Baby Products 
LLC, (Supreme Court, March 21, 2017)
– The Supreme Court confirmed that a patentee may recover 

damages for any patent infringement committed within the six-
year statute of limitations in the Patent Act and that laches is 
not a defense to patent infringement for conduct that 
occurred within that window.

– What is the effect?  Maybe very little.  What the decision does 
do is cut way back on a defense that is infrequently argued that 
occasionally allowed a patent infringement defendant to escape 
liability for damages. 

 “Equitable Estoppel” may be available.  

37

Extraterritoriality of Inducement  

Life Technologies Corp. et al. v. Promega Corp.
(Supreme Court, February 22, 2017)
– Section 271(f)(1): “Whoever without authority supplies or 

causes to be supplied in or from the United States all or a 
substantial portion of the components of a patented invention, 
where such components are uncombined in whole or in part, in 
such manner as to actively induce the combination of such 
components outside of the United States in a manner that 
would infringe the patent if such combination occurred within 
the United States, shall be liable as an infringer.”

–Summary:  If the alleged infringer sends outside the US at 
least a “substantial part” of the components of a patented 
invention, then that is infringement is the US.  

38
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Extraterritoriality of Inducement  
Life Technologies Corp. et al. v. Promega Corp.
(Supreme Court, February 22, 2017)
–Defendant supplied one component (an enzyme) to a UK 

facility that used the enzyme, along with other 
components, to make DNA test kits that would allegedly 
infringe Plaintiff’s US patents if assembled in the US.

The defendant had exported one component, but that 
component was the most important to the invention.  

–Also, the UK company that assembled the invention was 
not the same company as the defendant.

Defendant was accused of inducing infringement.

39

Extraterritoriality of Inducement 

Life Technologies Corp. et al. v. Promega Corp.
(Supreme Court, February 22, 2017)
– Does 35 U.S.C. § 271(f)(1) specify multiple components must 

be supplied, such that the supply of a singular component is not 
active inducement? 

 Yes.  One component is not enough. More than one is 
required.

– How many more components?  Not clear.  

– Section 271(f)(1) is infrequently used.  The impact may be 
minimal.  

40
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Willful Infringement -- Update
Halo Electronics v. Pulse Electronics, 136 S.Ct. 
1923 (2016)
– The CAFC’s Seagate test was “unduly rigid” and not consistent with 

text of § 284.

 Lowered the patent owner’s burden of proof from “clear and 
convincing” to “preponderance of the evidence”.

– What is the new standard?

 Award enhanced damages in “egregious cases typified by willful 
misconduct.” Subjective willfulness may justify enhanced damages 
– no need for recklessness. 

 A reasonable but unsuccessful defense during litigation should not 
be sufficient by itself to avoid enhanced damages.

 Culpability should be “measured against the knowledge of the actor at 
the time of the challenged conduct.”

41

Post-Halo Strategy

● Easier for patent owners to get enhanced damages for 
willful infringement.

● Getting opinions of counsel would be a very good idea:  

– Before/After product launch

– Before/After a warning letter

– Before litigation

– After litigation has started:  No

● Opinions do not need to be long and expensive.
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Willful Infringement - Update

WBIP, LLC v. Kohler Co., 829 F.3d 1317 (Fed. Cir. 
2016)
– District court enhanced damages by 50%, finding that Kohler’s 

infringement was willful.

– Affirmed by the Federal Circuit

– Kohler’s invalidity defense developed during litigation was 
irrelevant to the issue of willfulness.

 Timing does matter.

 “proof of an objectively reasonable litigation-inspired defense 
to infringement is no longer a defense to willful 
infringement”.
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Attorneys’ Fees - Update
Octane Fitness v. ICON Health & Fitness
District Court (D. Minn.) – denied attorney’s fees

– ICON sued Octane Fitness for patent infringement. ICON’s claims were 
dismissed on summary judgment. 

– Octane moved for attorney’s fees under § 285, arguing noninfringement
would be obvious upon visual inspection. Court denied: claim was not 
objectively baseless or brought in bad faith. 

 Federal Circuit affirmed. 

Supreme Court – reversed and remanded
– Found Fed. Cir.’s framework is “unduly rigid.” Proper standard for an 

exceptional case is “simply one that stands out from others with respect 
to the substantive strength of a party's litigating position (considering 
both the governing law and the facts of the case) or the unreasonable 
manner in which the case was litigated.” 

44
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Attorneys’ Fees - Update

Lumen View Tech. LLC v. Findthebest.com, Inc., 811 
F.3d 479 (Fed. Cir. 2016)
– Decision to award attorneys’ fees is in the discretion of the 

district court.

– A court may only enhance attorneys’ fees when the baseline 
fails to address conduct not already taken into account by the 
lodestar calculation.

– Expedited schedule and deterrence of bad conduct are not 
relevant to the award of attorneys’ fees.

45

Thank You!

Questions? 

Please contact: 

Pavan K. Agarwal – pagarwal@foley.com

Michael D. Kaminski – mkaminski@foley.com

Liane M. Peterson – lpeterson@foley.com
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State of IP Rights in the 
United States and 
Implications for 
Japanese Business

George C. Beck 

Stephen B. Maebius

Trends affecting overall strength of IP rights in the United States

Evolving strategies in protecting IP, including increased reliance on 
trade secrets

 Impact of section 101 on various U.S. industries

PTAB five years later – Top battleground issues, and continued 
effect of IPRs on licensing and litigation strategies

48
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Trends Affecting Overall IP Rights

Strong fault line has developed between high-tech/internet 
businesses and pharmaceutical/bio/university/small inventors

High-tech/internet businesses favor easier invalidation 
procedures, restrictive eligibility requirement, lower damages, 
restrictive injunction relief, and tighter jurisdiction requirements

Pharmaceutical/bio/university/small inventors want the opposite
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Trends Affecting Overall IP Rights
 Fewer “pro-patent” judges at Federal Circuit (newer appointments are 

from academic, government or general litigation background)

Supreme Court has repeatedly restricted patent rights and frequently 
intervenes in patent cases:

As of July 30, 2014 - https://patentlyo.com/patent/2014/07/supreme-patent-decade.html
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Trends Affecting Overall IP Rights
Patent litigation rate is falling:

https://lexmachina.com/q4-litigation-update/
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Trends Affecting Overall IP Rights
 IPR proceedings are 

increasing:

https://patentlyo.com/patent/2016/07/partes-review-statistics.html

52
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Trends Affecting Overall IP Rights

While these trends have been “unfriendly” to patent owners, 
there may be some partial reversal happening:

–STRONGER Patents Act (proposed legislation)

–New USPTO Director

–Several Federal Circuit decisions in favor of patent owners in 
IPR/PGR proceedings

53

Trends Affecting Overall IP Rights

STRONGER Patents Act – seems unlikely to pass because of 
Congressional gridlock, but does contain several patent-friendly proposals:

Would modify IPR/PGR:

– Claim Construction – Harmonizes the claim-construction standard used in post-
issuance proceedings at the Patent Trial and Appeal Board (PTAB) with the 
standard used in district court litigation. 

– Burden of Proof – Maintains the presumption of validity for patent rights in post-
issuance proceedings, and clarifies that unpatentability may be proved for existing 
claims by the “clear and convincing evidence” standard used in district court 
litigation.

– Standing – Minimizes abuse of post-issuance proceedings by ensuring that a 
petitioner has a business or financial reason to bring a case before the PTAB, 
reducing incentives for privateering or extortion of nuisance settlements.
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Trends Affecting Overall IP Rights
 (STRONGER Patents Act cont’d)

Would modify IPR/PGR:

– Limitation on Reviews (new) – Reduces repetitive and harassing attacks on 
patents by authorizing the Director to initiate review only once per claim of a 
patent. 

– Interlocutory Appeals from Institution Decisions (new) – Mere institution of a post-
issuance proceeding can have a negative impact on a patent regardless of the 
final outcome, so an immediate appeal in limited circumstances is provided to 
address clear errors and allow for more appellate court guidance on recurring 
legal issues.

– Eliminating Repetitive Proceedings (new) – Petitioners can only challenge a 
patent once, unless they are later charged with infringement of additional claims. 
If an inter partes review is instituted, the petitioner cannot bring challenges of the 
same type in district court to eliminate duplicative proceedings.
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Trends Affecting Overall IP Rights
 (STRONGER Patents Act cont’d)

Would modify IPR/PGR:

– Real-Party-in-Interest – Clarifies that an entity making financial contributions to 
challenge is a real-party-in-interest estopped from future challenges, ensuring 
that no entity gets multiple bites at the apple to challenge a patent (new). Also 
provides for enough discovery to ensure that entities are not gaming the 
proceedings.

– Priority of Federal Court Validity Determinations (new) – Clarifies that if a district 
court reviews the validity of a patent before the PTAB, the post-issuance 
proceeding should not start, or should be paused pending appeal. 

– Amendment of Claims (new) – Provides a pathway for patent owners to enter into 
an “expedited” examination procedure instead of amending claims before the 
PTAB. Clarifies that if amendments are pursued in front of the PTAB the inventor 
is entitled to an amended claim unless the cumulative evidence shows that he or 
she is not.
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Trends Affecting Overall IP Rights
 (STRONGER Patents Act cont’d)

Would modify IPR/PGR:

– Composition of PGR and IPR Panels Clarifies the intent of the Leahy-Smith 
America Invents Act that U.S. Patent and Trademark Office (USPTO) 
adjudicators who decide whether to permit a post-grant proceeding are distinct 
from the PTAB judges who will decide the outcome of a petition. 

– Harmonizes treatment of re-examination proceedings with the treatment of inter 
partes review (IPR) post-grant proceedings to provide clear guidelines for 
treatment of parallel proceedings. 
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Trends Affecting Overall IP Rights
 (STRONGER Patents Act cont’d)

Other changes beyond IPR/PGR:

– Restores the presumption of injunctive relief upon a finding that a patent is valid 
and infringed.

– Clarifies that proving inducement only requires showing that the alleged infringer 
intended to cause the acts that constitute infringement.

– Outsourcing to Avoid Liability (new) – Closes a loophole that allows companies to 
avoid infringement by designing a product in the U.S. but outsourcing 
manufacturing. 

– Divided Infringement – Eliminates the single-entity rule for defendants who have 
intentionally caused the infringement of a patent, clarifying Akamai v. Limelight.

https://www.coons.senate.gov/imo/media/doc/STRONGER%20Patents%20Act%20of%202
017%20Section-By-Section.pdf
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Evolving Strategies For Protection
Trade secret reliance

 Trade secret protection may having growing importance because of 
increased limitation on patent eligibility, particularly for software 
developers.

Defend Trade Secretes Act of 2016 (DTSA):

– Provides trade secret owners with the ability to choose between United State 
federal and state court forums for trade secret misappropriation.

– Provides the ability to obtain an ex parte seizure order when more traditional 
injunctive relief may not be insufficient.

– Provides limited whistleblower immunity from trade secret misappropriation to 
individuals who disclose trade secrets “in confidence to a Federal, State, or local 
government official, either directly or indirectly, or to an attorney...solely for the 
purpose of reporting or investigating a suspected violation of law.”

59

Evolving Strategies For Protection

Trade secret reliance (cont’d)

Most significant beneficiaries:
– Software Developers: 

 Trade secret protection particularly important in Alice era of difficulty of 
obtaining or enforcing software patents.

– Chemical Companies:

While patent protection is available, trade secret protection, which does not 
require disclosure of the formulas, may be best.

– All Technology Companies:

 Important new tool to protect against employee theft of technology.  
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Evolving Strategies For Protection
Trade secret reliance (cont’d)

Three-stage approach

Identify and 
categorize 

information

Establish 
policies, 

procedures and 
agreements

Adopt an 
on-going 

management plan

•Physical plant 
security

•Interior security

•Third-party 
security

•Employee 
security

•Verify legal 
obligations

•Regularly 
update 
confidential info

•Confirm 
adherence

Product 
Formulations

Inventions Manufacturing 
Processes

Client and
Business 

Developmen
t Info

Financial 
and Legal 

Info

Management 
Info
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Evolving Strategies For Protection
Use of restrictive agreements that are less reliant on exhaustible patent 
rights

 Impression Products, Inc. v. Lexmark Int’l (2017)
– Supreme Court held that when a patent owner sells a product, the sale exhausts all 

patent rights in the item regardless of any restrictions the patentee attempts to impose 
on the location of the sale – rights are exhausted 

 Contractual conditions only provide a right to sue for breach of contract; there can be 
no claim for infringement.

May be difficult to avoid as to consumer products

May lead to increased incentive to try to lock in suppliers with conditions 
intended to eliminate incentives for working with competitors.
 Such terms may be subject to attack on antitrust or other laws intended to bar 

restrictions on competition
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Impact Of Section 101 Eligibility

Critical US Supreme Court Patent Eligibility Cases:
– Mayo Collaborative Services v. Prometheus Labs Inc. (2012) 

(personalized med - diagnostics/laws of nature)

– Ass’n of Molecular Pathology v. Myriad Genetics, Inc. (2013) (isolated 
DNA/natural products)

– Alice Corporation Pty. Ltd. v. CLS Bank Int’l (2014)(computerized 
methods/abstract ideas)
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Impact Of Section 101 Eligibility

US Patent Eligibility Impact In Life Sciences Industry

–Certain subject matter in the US is not eligible for patenting 
Natural Products 

Amino acid and nucleic acid sequences

Naturally occurring cells and cellular material

Naturally occurring food preservatives and substances

Proteins/enzymes

 Laws of Nature

Natural processes

Natural correlation 

Abstract Ideas
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Impact Of Section 101 Eligibility

Certain life sciences subject matter may be eligible for patenting in the 
US

– Biological products if “markedly different” from naturally occurring 
compositions

Modified proteins

Modified cells

Other synthetic biological material

Some combinations (e.g., food ingredients) 

– Production methods 

– Treatment methods
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Impact Of Section 101 Eligibility

Recent Federal Circuit cases have further clarified patent 
eligibility requirements in life science industry
– Genetic Technologies Ltd. v. Merial LLC

– Ariosa Diagnostics, Inc. v. Sequenom, Inc

– Rapid Litigation Mgmt. Ltd. v. CellzDirect Inc.
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Impact Of Section 101 Eligibility

The July 2016 USPTO Memorandum issued following recent 
Federal Circuit decisions.
– explains that the claims in Cellz Direct were determined to satisfy 35 

USC § 101 because they “were focused on a process for achieving [a] 
desired outcome,” i.e., obtaining a preparation of multi-cryopreserved 
viable hepatocytes.

“[L]ike thousands of other claims that recite methods of 
producing things or methods of treating disease, [the claims] 
were not directed to a judicial exception.”
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Impact Of Section 101 Eligibility
Changes in patent-eligibility law have impacted biotech patent prosecution in 
the USPTO

Data: Kate Gaudry
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Impact Of Section 101 Eligibility

A recent study analyzed 1,400 U.S. patent applications that had co-
pending applications in China and Europe

– Same invention:

 Prostate cancer diagnostic method

 Breast cancer treatment

 Scanning thermometer

 others 

– Patented in EU, CN, but rejected in US 

– “Turning Gold to Lead” Mossoff et al., https://ssrn.com/abstract=2943431
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Impact Of Section 101 Eligibility

 In spring of 2017, the national patent law associations (ABA-
IPL, AIPLA and IPO) released section 101 legislative proposals.

Generally, would restore the law to 2012 (pre-Mayo)

Next steps remain to be seen:

–Many other, competing developments in US patent law;

–Software, biotech, e-commerce interests not same
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Impact Of Section 101 Eligibility
 In software and electronics areas, a large number of post-Alice cases 

have found patents to be ineligible as drawn to an “abstract idea”

Courts have been expansive in what they regard as an “abstract idea”

– E.g., Affinity Labs v. DIRECTV

 involved a claim to a broadcast system, which  recited a network, storage medium, 
and cellular telephone devices

 Claims found patent ineligible because, “stripped of well-known elements,” they were 
drawn to a fundamental economic and conventional business practice of 
disseminating content outside a geographical region

PTO closely tracks court decisions and routinely raises 101 issues, 
particularly where claims track an algorithm

– Very difficult to overcome if the novelty lies in addressing a non-technical 
problem that can be characterized as an economic or business practice
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Impact Of Section 101 Eligibility
Post-Alice Federal Circuit cases finding patent eligibility requirements in 

electronics and software fields:
– DDR Holdings v. Hotels.com:  

 System in which a visitor who clicks an ad on a first webpage to a second webpage (owned by 
the same people) that has the “look and feel” of the first webpage.

 Federal Circuit held that the claimed solution is necessarily rooted in computer technology in 
order to overcome a problem specifically arising in the realm of computer networks.”

– McRO v. Bandai and BASCOM v. AT&T:

 McRO claimed particular rules used by a computer for generating animations that are lip-
synced to dialogue (video game patent)

 An "improvement in computer-related technology" is not limited to improvements in the 
operation of a computer or a computer network per se, but may also be claimed as a set of 
"rules" (basically mathematical relationships) that improve computer-related technology by 
allowing computer performance of a function not previously performable by a computer.

– Rapid Litigation Mgmt. Ltd. v. CellzDirect Inc
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Impact Of Section 101 Eligibility

Reviewed recent applications receiving “Alice-type” 35 U.S.C. § 101 
rejections in the 3600 Tech Center.  Based on form language in Office 
Actions found:
 Cases finding patent eligibility– 1,947 applications

 Cases finding no eligibilitly– 8,678 applications

Winners vs Losers – top 400 words:

Eligible Ineligible
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Impact Of Section 101 Eligibility
Observations of impact in software area:

PTO examiners still routinely rejecting claims based on incorrect 
understanding that “software is unpatentable” or by not giving weight to 
claim features when considered as “an ordered combination”

May be some informal indication by PTO management that examiners will 
be instructed to give proper consideration to arguments.

 Important to emphasize in specification how invention is directed to a 
technical solution to a technical problem.

Will likely still be difficult to obtain or defend patents directed to non-
technical problem using generic hardware (particularly if specification 
states that hardware is generic).
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PTAB 5 Years Later
General Observations:

■ Much larger number of IPRs filed than PTO anticipated

■ Overall, PTAB is viewed as very pro-petitioner compared to 
district court:

-Broader standard for claim construction (BRI v. Philips)

-Lower burden of proof on patent challenger (preponderence v. clear and 
convincing)

-Patent Owner has very limited ability to amend claims

-PTAB judges find claims obvious at a much higher rate than district court

■ Estoppel provisions have not prevented petitioners from filing, 
particularly where there is a related district court case
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PTAB 5 Years Later
General Observations (cont’d)

■ CAFC has been largely deferential on merits (but may depend 
on panel)

-Deference given to PTO findings of fact (such as scope and content of prior 
art and other obviousness factors)

-Less deference on claim construction, but limited ability to reverse because 
of BRI standard

■ Almost no ability for CAFC to review decisions by PTAB whether 
to institute proceeding (generally only reviews final written 
decisions).

■ Many reversals and criticisms of PTAB decisions focus on 
procedural due process issues

■ PTAB has been criticized for being too pro-petitioner
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PTAB 5 Years Later
Favorable legal standards for Petitioner:

Merck & Cie v. Gnosis SpA, 820 F.3d 432 (Fed. Cir. 2016)

– Panel decision:  the Federal Circuit must review PTAB decisions 
for “substantial evidence”, which is a deferential standard

– Denial of rehearing en banc

Cuozzo Speed Techs., LLC v. Lee, 136 S.Ct. 2131 (2016)

– PTAB is authorized to give claims their broadest reasonable 
construction when conducting an IPR

– The PTAB’s decision to institute an IPR is final and not 
appealable
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PTAB 5 Years Later
■ Motion to Amend:  In re Aqua Products, Inc. (Federal 

Circuit, en banc, oral arguments on December 9, 2016).  
Awaiting decision.

■ The chance of success in amending claims during an IPR
is about 1%.  

− The PTAB keeps denying motions to amend saying that the 
patent owner had not done enough to prove patentability and/or 
raising new prior art rejections not raised by the petitioner.

■ Prior decisions by PTAB require Patent Owner to establish 
patentability as to all prior art in the prosecution history, in the 
current proceeding or in any other proceeding before PTO 
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PTAB 5 Years Later
Aqua Products (cont’d)

During the IPR, PTAB denied motion to amend by Patent 
Owner (Aqua) on the basis that Aqua failed to show that a 
new limitation was not  obvious, even though the Petitioner 
did not raise that issue

On appeal to CAFC, Aqua asserted that the PTAB’s burden-
shifting interpretation of the relevant PTO regulations was 
impermissible and “unsupported by statute.”

 In a panel decision, the CAFC affirmed PTAB’s practice of 
placing the burden of showing patentability of 
amendments on the patent owner
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PTAB 5 Years Later
Aqua Products (cont’d)

The entire CAFC decided to consider:
– Whether the PTO require the patent owner to bear the burden 

of persuasion, or a burden of production? 

– Which burdens are permitted under 35 U.S.C. § 316(e)? 

– When the petitioner does not challenge the patentability of a 
proposed amended claim, or the Board thinks the challenge is 
inadequate, may the Board sua sponte raise patentability 
challenges to such a claim? If so, where would the burden of 
persuasion, or a burden of production, lie
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PTAB 5 Years Later
Estoppel:  Shaw Indus. Grp. v. Automated Creel Sys., 817 F.3d

1293 (Fed. Cir. 2016)

– Estoppel under AIA—an IPR petitioner is barred from later 
raising in litigation any ground of invalidity it “raised or 
reasonably could have raised” during the IPR

– No estoppel on invalidity grounds raised in the petition that 
were not instituted by the PTAB

– Scope of estoppel is not as great as “reasonably could have 
raised” language may have suggested.

81

PTAB 5 Years Later
Review of PTO Procedures

SAS Institute Inc. v. Matal
– SAS petitioned for IPR on claims of a patent, but PTAB only instituted IPR as 

to some of the challenged claims.

– PTAB issued a final written decision as to the claims upon which it granted 
institution, and SAS appealed.

– CAFC affirmed the PTAB relying on a prior decision in Synopsis, Inc. v. 
Mentor Graphics Corp. 

 Judge Newman dissenting on the basis that the statute required PTAB to 
review all challenged claims

– On May 22, 2017, Supreme Court agreed to review whether §318(a) 
requires Board to issue a final written decision as to every claim challenged 
by the petitioner.

82



42

PTAB 5 Years Later
Review of PTO Procedures (cont’d)

Nidec Motor v. Zhongshan Broad Ocean Motor
– Nidec filed a first petition with two grounds of invalidity and PTAB instituted 

on one of two grounds.

– Nidec filed a second petition after one year from being sued addressing 
second ground, requesting joinder with earlier petition.

– 3 member PTAB panel denied the second petition by Nidec as time-barred

– On rehearing of the denial, an expanded panel of five judges set aside the 
denial of the second petition, finding that Nidec could join its own prior 
petition.

– PTAB issued final decision finding claims invalid on both grounds.

– CAFC affirmed invalidity on first ground, but concurring opinion criticizing 
PTO position on joinder and procedure of using expanded panel.
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PTAB 5 Years Later
Review of PTO Procedures (cont’d)

Ultratech, Inc. v. CaptionCall, LLC (Aug. 28, 2017)
– Patent Owner Ultratech won a patent infringement case against 

CaptionCall.

– During IPR on the patent, Ultratech tried to introduce testimony from 
CaptionCall’s expert given in the litigation (who was the same expert used 
in the IPR)

 Pursuant to PTAB regulations, Ultratech had a call to request to request  
authorization to file its motion 

 The PTAB panel did not grant the request on the basis that the testimony was 
from a different proceeding and Ultratech could have obtained the testimony in 
the IPR

– CAFC reversed the PTAB, criticizing the PTAB’s practice of not permitting the 
motion to be filed and reviewing the inconsistent testimony.
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PTAB 5 Years Later
■ Oil States Energy Services LLC v. Greene’s Energy 

Group, LLC (US Supreme Court)

− On June 12, 2017, the US Supreme Court granted a 
petition to review “whether inter partes review, . . ., violates 
the Constitution by extinguishing private property rights 
through a non-Article III forum without a jury.”  

− Foley represents Greene’s Energy
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Thank You!

Questions? 

Please contact: 

George C. Beck – gbeck@foley.com

Stephen B. Maebius – smaebius@foley.com
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Pharma & Biotech Breakout: 

Hatch-Waxman and 
IPR Strategy Updates

Liane M. Peterson

Kristel Schorr

Covered Topics  

Indirect Infringement:  providing intent to induce 
through product labeling
On-Sale Bar:  update on pre-AIA and AIA offers 
for sale
Doctrine of Equivalents:  what test should be 
applied for chemical/pharma patents?
Antibody IPRs: A Humira® Case Study
Biologics Price Competition and Innovation Act: 
status of AbbVie v. Amgen and AbbVie v. 
Boehringer Ingelheim
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Indirect Infringement and Product Labeling

Eli Lilly and Co. v. Teva Parenteral Medicines Inc., 
845 F.3d 1357 (Fed. Cir. 2017)
–Patent related to methods of administering chemo drug 

pemetrexed disodium, after pretreatment with common 
vitamins (folic acid and vitamin B12).

– In practice, a physician pre-treats the patient with vitamin 
B12 and instructs the patient to self-administer folic acid 
before the physician administers the drug. The purpose is 
to reduce the toxicity.

–Teva argued no single actor performs all steps of the 
claims because the actions of both physicians and patients 
are required.
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Indirect Infringement and Product Labeling

Eli Lilly and Co. v. Teva Parenteral Medicines Inc., 
845 F.3d 1357 (Fed. Cir. 2017)
–The Court relied on Akamai V, 797 F.3d 1020 (Fed. Cir. 

2015) (en banc)

Performance of divided steps is attributable to a single 
entity when that entity (1) “conditions participation in an 
activity or receipt of a benefit” upon others’ performance 
of one or more claimed steps, and (2) “establishes the 
manner or timing of that performance.”

–Here, the label instructed the physician to prescribe the 
vitamin B12 and to establish the folic acid regimen for the 
patient to follow.
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Indirect Infringement and Product Labeling

Eli Lilly and Co. v. Teva Parenteral Medicines Inc., 
845 F.3d 1357 (Fed. Cir. 2017)
–Therefore, the court said that there was direct infringement 

attributable to physicians. 

–And Teva was liable for inducing that direct infringement.

–The CAFC confirmed that patent infringement is induced by 
a drug manufacturer when it unambiguously encourages 
performance of the infringing steps by the physician, as in 
its labeling for the drug. 
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Indirect Infringement and Product Labeling

Takeda Pharma U.S.A. v. West-Ward Pharm. 
Corp., 785 F.3d 625(Fed. Cir. 2015)
–Addressed question of whether a drug product labeling is 

sufficient to induce infringement of an off-label use for the 
drug.

–CAFC said no in this case, due to the “vague” language in 
the product labeling.
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Takeda Pharma U.S.A. v. West-Ward Pharm. 
Corp., 785 F.3d 625(Fed. Cir. 2015)
– Involved method patents on (1) treating acute gout flare 

ups with colchicine; and (2) administering colchicine for 
prophylaxis of gout in patients taking CYP3A4 inhibitors.
Colchicine is well-known for treating gout.

–West-Ward/Hikma received FDA approval to sell its 
colchicine product (Mitigare®) for prophylaxis of gout, but 
not for use with patients taking CYP3A4 inhibitors. 

–The West-Ward/Hikma label told patients that if they had a 
gout flare while taking the drug, then they should consult a 
doctor.

Indirect Infringement and Product Labeling
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Takeda Pharma U.S.A. v. West-Ward Pharm. 
Corp., 785 F.3d 625(Fed. Cir. 2015)
–Takeda argued that the instruction on the West-

Ward/Hikma label to “consult a doctor” was sufficient to 
induce infringement because doctors would likely tell 
patients to use Mitigare® to treat the gout flare up, even 
though it was not FDA approved for that purpose. 

–The CAFC disagreed, holding that “vague label language 
cannot be combined with speculation about how 
physicians may act to find inducement.”

 Induced infringement is found only if there is “specific 
intent and action” by the accused infringer.

Indirect Infringement and Product Labeling
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On-Sale Bar

The Medicines Co. v. Hospira Inc., 827 F.3d 1363 
(Fed. Cir. 2016) (en banc)
–The Medicines Co. asserted two Orange Book listed 

patents directed to its Angiomax® (bivalirudin) product.

Critical date for on-sale bar was July 27, 2007.

–The Medicines Co. is a specialty pharmaceutical company 
that does not have in-house manufacturing capabilities.

Paid Ben Venue almost $350,000 in late 2006 to 
manufacture three batches of bivalirudin.
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The Medicines Co. v. Hospira Inc., 827 F.3d 1363 
(Fed. Cir. 2016) (en banc)
–On-sale bar applies when, before the critical date, the 

claimed invention:

 (1) was the subject of a commercial offer for sale; and

 (2) was ready for patenting.

– Issue:

Was the claimed invention the subject of a commercial 
sale through the deal with Ben Venue?

On-Sale Bar
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The Medicines Co. v. Hospira Inc., 827 F.3d 1363 
(Fed. Cir. 2016) (en banc)
–The Federal Circuit en banc panel said no.

Patentee’s deal with the supplier for experimental 
batches of a drug did not trigger the on-sale bar.

“We conclude that, to be ‘on sale’ under § 102(b), a 
product must be the subject of a commercial sale or offer 
for sale, and that a commercial sale is one that bears the 
general hallmarks of a sale pursuant to Section 2-106 of 
the Uniform Commercial Code… no such invalidating 
commercial sale occurred in this case.”

On-Sale Bar
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The Medicines Co. v. Hospira Inc., 827 F.3d 1363 
(Fed. Cir. 2016) (en banc)
–The Federal Circuit considered the following facts in 

reaching its conclusion that there was no commercial sale:

Only manufacturing services were sold.

The inventor maintained control of the invention.

Ben Venue did not have any rights to sell the product to 
other companies.

On-Sale Bar
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Helsinn Healthcare v. Teva Pharms., USA, Inc., 
855 F.3d 1356 (Fed. Cir. 2017)
–Federal Circuit’s first interpretation of the on-sale bar 

under the AIA.

“Secret” sale of invention may qualify as prior art.

–Four patents at issue:  3 pre-AIA patents and 1 AIA patent.

–Patents directed to pharmaceutical composition for 
reducing emesis and nausea (palonosetron hydrochloride).

On-Sale Bar
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Helsinn Healthcare v. Teva Pharms., USA, Inc., 
855 F.3d 1356 (Fed. Cir. 2017)
–Two years before the critical date, Helsinn contracted with 

a third party (MGI).

Entered into a License Agreement and a Supply & 
Purchase Agreement

Covered the 0.25 mg and 0.75 mg doses of palonosetron 
(or for whichever dose was approved by FDA).

Announced by press release and redacted copies filed 
with U.S. Securities and Exchange Commission.

Did not disclose: (1) price terms or (2) the specific 
dosages covered by the agreements.

On-Sale Bar
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Helsinn Healthcare v. Teva Pharms., USA, Inc., 
855 F.3d 1356 (Fed. Cir. 2017)
–District court found the agreements qualified as a “sale” 

under pre-AIA law.

But not “ready for patenting” because no FDA approval.

–For the AIA patent, the district court found the agreements 
did not qualify as a “sale” because they did not publicly 
disclose the details of the invention.

On-Sale Bar
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Helsinn Healthcare v. Teva Pharms., USA, Inc., 
855 F.3d 1356 (Fed. Cir. 2017)
–Federal Circuit decision on the pre-AIA patents:

Agreements met the requirements of an offer for sale.

FDA approval not required to be “ready for patenting.”

Distinguished from The Medicines Co., where patentee 
contracted for confidential manufacturing services.

Here, the patentee clearly contemplated commercial 
sales of either the 0.25 mg or 0.75 mg dose, once 
approved by the FDA.

On-Sale Bar
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Helsinn Healthcare v. Teva Pharms., USA, Inc., 
855 F.3d 1356 (Fed. Cir. 2017)
– AIA 35 U.S.C. § 102(a)(1):

A person shall be entitled to a patent unless [] the claimed 
invention was patented, described in a printed publication, or 
in public use, on sale, or otherwise available to the public 
before the effective filing date of the claimed invention.

– CAFC held that the AIA did not change prior on-sale bar law.

 “[A]fter the AIA, if the existence of the sale is public, the details 
of the invention need not be publicly disclosed in the terms of 
the sale.”

On-Sale Bar
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Doctrine of Equivalents – Pharma/Chem Patents

Mylan Institutional LLC v. Aurobindo Pharma Ltd.,  
857 F.3d 858 (Fed. Cir. 2017)
–The asserted patents relate to a dye used to map lymph 

nodes, marketed by Mylan as a generic Lymphazurin® 
product.

–Mylan sought a preliminary injunction against Aurobindo.

–Mylan relied on doctrine of equivalents:

The claims recited an “oxidizing agent” of silver oxide.

The accused product used manganese oxide as the 
“oxidizing agent.”  This was the only difference.
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Mylan Institutional LLC v. Aurobindo Pharma Ltd.,  
857 F.3d 858 (Fed. Cir. 2017)
–There are “two frameworks for evaluating equivalence” as 

outlined in the Supreme Court’s Graver Tank decision:

The function-way-result test: “whether the accused 
product performs ‘substantially the same function in 
substantially the same way to obtain substantially the 
same result.’”

The insubstantial differences test: “whether the accused 
product or process is substantially different from what is 
patented.”

Doctrine of Equivalents – Pharma/Chem Patents
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Mylan Institutional LLC v. Aurobindo Pharma Ltd.,  
857 F.3d 858 (Fed. Cir. 2017)
–The district court applied the “function-way-result” test and 

determined that Mylan was likely to succeed in showing 
infringement under the DOE

–Federal Circuit held that District Court erred in applying the 
“function-way-result” test.

Application of “insubstantial differences” test may be 
more appropriate here.

The Court’s rationale may make it more difficult to prove 
infringement of chemical/pharma patents.

Doctrine of Equivalents – Pharma/Chem Patents
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Mylan Institutional LLC v. Aurobindo Pharma Ltd.,  
857 F.3d 858 (Fed. Cir. 2017)
– Although the Supreme Court left the choice of which test to 

apply to the lower courts, the CAFC’s decision favors the 
“insubstantial differences” test for chemical and biotech cases.

 “The Supreme Court was surely correct in stating that non-
mechanical cases may not be well-suited to consideration 
under the FWR test. That seems to be particularly true in the 
chemical arts.”

 “How a particular component of a composition, or substituent 
of a compound, functions in a human or animal body, or in 
what way, may not be known or even knowable.”

Doctrine of Equivalents – Pharma/Chem Patents
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Mylan Institutional LLC v. Aurobindo Pharma Ltd.,  
857 F.3d 858 (Fed. Cir. 2017)
–Consider the example of aspirin and ibuprofen:
Two chemical compounds that might perform the same 

function in the same way to achieve the same result, but 
likely would not be found equivalent under the 
“insubstantial differences” test because of significant 
differences in their chemical structures. 

–Judge Lourie (who has a Ph. D. in chemistry) assumes this 
analogy shows that “[t]he substantial differences test may 
be more suitable … for determining equivalence in the 
chemical arts.”

Doctrine of Equivalents – Pharma/Chem Patents
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Mylan Institutional LLC v. Aurobindo Pharma Ltd.,  
857 F.3d 858 (Fed. Cir. 2017)
–The potential effect on DOE infringement is shown in the 

facts of the case, with the alleged infringer raising more 
non-infringement arguments:
The district court found that the “manganese oxide” was 

an “oxidizing agent” just like the claimed “silver oxide.”
The alleged infringer had argued that ‘manganese oxide” 

was substantially different:

Manganese oxide is a strong oxidizer and silver oxide is 
a weak oxidizer.

Mn and Ag are in different columns in the Periodic Table.
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Doctrine of Equivalents – Pharma/Chem Patents

Antibody IPRs and BPCIA: 
A Humira® Case Study



56

Covered Topics

US Biosimilar Landscape

Humira® IPRs
–Status update 

Humira® Litigation
–Amgen v. AbbVie

–AbbVie v. Boehringer Ingelheim

Other Adalimumab Biosimilars in Development

Estimated Commercialization Timeline
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US Biosimilar Landscape
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Six Biosimilars Approved to Date in US

 Zarxio (Sandoz, biosimilar to Neupogen®), first biosimilar recombinant 
protein approval (3/2015)

 Inflectra (Celltrion, biosimilar to Remicade®), the first mAb biosimilar to be 
approved in the US (4/2016)

Erelzi (Sandoz, biosimilar to Enbrel®), dimeric TNFR fusion protein 
biosimilar, approved in the US (8/2016)

Amjevita (Amgen, biosimilar to Humira®) anti-TNF antibody (9/2016)

Renflexis (Samsung Bioepis, biosimilar to Remicade®), approved in the US 
(4/2017)

 Cyltezo (Boehringer Ingelheim, biosimilar to Humira®) anti-TNF antibody 
(8/2017)
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Humira® IPRs: Status Update
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US 8,916,157, US 8,916,158 and US 
9,114,166 (Humira® Formulations)

 IPR petitions filed by Amgen (IPR2015-01514 and IPR 2015-
01517) against 2 AbbVie patents  (‘157 and ‘158) and 
Coherus against the 3rd (IPR2016-01018) (‘166 patent)

–Claims to stable liquid formulations of specific TNF alpha 
antibody

January 2016, institution denied in Amgen IPRs

November 2016, institution denied in Coherus IPR

–Petitions relied heavily on expert with little additional 
explanation to support obviousness/reasonable expectation 
of success; arguments in petition too general
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US 8,802,100 (Humira® Formulations)

 IPR petition filed by Sandoz (IPR2017-01823) on July 20, 
2017

–Claims to stable formulations of specific anti-TNFα antibody

Petition based on obviousness

Petition distinguishes prior denial to institute IPRs against 3 
related AbbVie formulation patents, relies on prior claim 
construction (see prior Amgen and Coherus petitions in 
related patents)

Awaiting institution decision 
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US 9,085,619 (Humira® Formulations)
4 IPR petitions filed by Coherus (IPR2017-00827, 00826, 

00823, and 00822) in January 2017, and 2 replacement IPR 
petitions filed by Coherus (IPR2017-01008 and 01009) in 
March 2017 

–4 IPR petitions pending; claims directed to formulations of 
Humira®

–Same claims challenged, 102 and different prior art 103 
combinations

–Multiple petitions for same patent are permitted and can be 
effective to reduce space constraints, clarity of argument, etc

Awaiting institution decisions
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US 8,889,135, US 9,017,680 and US 9,073,987 
(Humira® RA Treatment)

 IPR petitions filed by Coherus (IPR2016-00172, 00188, and 
00189) on May 17, 2016 against 3 AbbVie Patents, and 
Boehringer Ingelheim (IPR2016-00408 and 00409) against 
‘135 patent

–Claims to treating/reducing symptoms of rheumatoid arthritis 
with subcutaneous formulation of 40 mg specific TNF alpha 
antibody every 13-15 days (with MTX in ‘680 patent)

All petitions based on obviousness

Trial instituted for Boehringer and Coherus petition
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Final Written Decision

US 8,889,135: 

–FWD on May 16, 2017 in 00172, 

–FWD on July 6, 2017 in 00408, 00409 

–Various prior art combinations rendered claims obvious

US 9,017,680: 

–FWD on June 9, 2017 in 00188, claims 1-4 obvious over van 
de Putte and Kempeni

US 9,073,987: 

–FWD on June 9, 2017 in 00189, claims 1-2 obvious over van 
de Putte and Kempeni
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US 9,512,216 (Humira® PsO Treatment)

 IPR petition filed by Sandoz (IPR2017-01824) on July 20, 2017

– Claims a method for treating plaque psoriasis with adalimumab 
according to a dosing regimen (80mg induction dose then 40 mg every 
other week)

Petition 

– based on obviousness, incl. AbbVie press release and Humira® insert

– Most refs of record but in IDS disclosing several hundred refs, to 
preempt argument petition should be denied because refs previously 
presented to PTO

– Dosing chart and regimens comparing various TNF alpha drugs, and 
RA and PsO dosing similarities

Awaiting institution decision
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US 8,974,790 (Humira® Colitis Treatment)

 IPR petition was filed by Sandoz on August 21, 2017 (IPR2017-
01988)

–Claims to methods of treating ulcerative colitis with 
subcutaneous formulation of 40 mg specific TNF alpha 
antibody every other week.

Petition based on obviousness

Parallels drawn between current claims and invalidated AbbVie 
‘135 patent (only difference is disease)

Awaiting institution decision

121

US 8,911,737 (Humira® Crohn’s Treatment)

 IPR petition was filed by Sandoz on August 21, 2017 (IPR2017-
01987)

–Claims to methods of treating Crohn’s disease with 
subcutaneous formulation of 40 mg specific TNF alpha 
antibody every other week.

Petition based on obviousness

Parallels drawn between current claims and invalidated AbbVie 
‘135 patent (only difference is disease)

Awaiting institution decision
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Humira® Litigation

123

Abbvie v. Amgen

Complaint filed in August 2016

First wave, 10 patents
– U.S Patent Nos. 8,663,945; 8,911,964; 8,916,157; 8,961,973; 

8,986,693; 9,096,666; 9,220,781; 9,272,041; 9,359,434; and 9,365,645

– Predominantly formulation and manufacturing/production methods, also 
Crohns and PsO treatment claims.

61 patents raised as relevant in complaint.

IPR petition filed in ‘157 patent only but not others in 
suit.
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Amgen Litigation Timeline

Nov. 2015
aBLA

submitted
for FDA
review

Jan. 2016
FDA

accepted
aBLA

Feb. 2016
Amgen gave

copy to
AbbVie

Aug. 2016
Complaint

Sept. 2016
Amjevita
approval

Sept. 2019
20-Day
Bench
Trial

Mar. 2020
District
Court

Decision

April 2020
Notice of
Appeal

April 2021
Fed. Cir.
Decision
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AbbVie v. Boehringer Ingelheim
Complaint filed August 2017

First wave, 8 patents
– U.S. Patent Nos. 8,926,975; 9,018,361; 9,090,867; 9,096,666; 

9,255,143; 9,266,949; 9,272,041; and 9,546,212 (U.S. Patent Nos. 
9,096,666 and 9,272,041 overlap with Amgen litigation)

– Predominantly manufacturing/production methods, also product by 
process, ankylosing spondylitis and RA treatment claims.

74 patents raised as relevant in complaint.

None of IPR petitions filed relate to patents in suit.

Only 2 patents overlap with AbbVie v. Amgen.
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Boehringer Litigation Timeline

127

Other Adalimumab Players

Company

Coherus (CHS-1420)

Sandoz (GP-2017)

Samsung (SB-5)

Pfizer (PF-06410293)

Momenta (M923)

Fujifilm Kyowa Kirin (FKB327)
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Thank You!

Questions? 

Please contact: 

Liane M. Peterson – lpeterson@foley.com

Kristel Schorr – kschorr@foley.com

129

Electronics Breakout: 

How IP Practitioners Can 
Protect Their Companies 
with License on Transfers 

Pavan K. Agarwal

Joanne W. Suh
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