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Introduction

Patent litigation in the United States is complex. It typically involves well-heeled parties 
battling over technology rights that underpin a value in a United States market.

In recent years, the burden and complexity of US patent litigation have been exacerbated, 
in part, by: increased litigation initiated by non-practising entities and third-party funded 
litigants; the America Invents Act of 2011[1] that provides an administrative court with 
authority to reexamine the validity of patents duly issued by the US Patent and Trademark 
O(ce )USPTOj, and seismic changes in patent Curisprudence from the US Supreme ’ourt, 
including, Alice/Mayo )limiting patent eligibilityj, eBay )limiting inCunction availabilityj, and 
Oil States )limiting the right to a Cury trial in court on the issue of invalidityj.

In view of these developments and US ’ongress3 inability to rectify this gradual erosion 
of US patent rights, there has been a noticeable swing in the US patent environment 
that has rendered outcomes in patent disputes less predictable. Indeed, the US patent 
litigation landscape in 2024-202q is characterised by a decline in patent litigation Glings, 
fewer orders to enCoin infringement )i.e., less granted inCunctionsj, downward pressure 
on damages awards, and growing challenges to adeWuately protect inventive aspects of 
emerging technologies, like artiGcial intelligence, software, biotechnology and blockchain. 
Boing forward, it will be important for granted patents to be returned to their traditional 
moorings and the constitutionally-promised exclusivity as a chief remedy in litigation. 8ith 
it, the United States will be able to remain at the forefront of the innovation ecosystem and 
help strengthen its and the broader world economy.

Nelow we provide a year )or soj in review that summarises notable recent developments 
in US patent litigation, the types of US patent protection, and the basic procedural and 
substantive patent law for US patent litigation, including Gnal remedies for infringement, 
and appeal.

Year in review

Over the past 17 months, there have been of several notable developments in US patent 
cases and proposed US patent legislation. In fact, there have been more developments 
than can be fairly discussed here. Fonetheless, several of those cases and pieces of 
proposed legislation are highlighted below.

Fotable patent cases

The US Supreme ’ourt3s most recent term )October 2024j had 2– IP-related petitions for 
writ of certiorari Gled. A writ of certiorari is a reWuest for the US Supreme ’ourt to hear 
an appeal from a lower court. Of the four remaining awaiting a grant or denial of a writ of 
certiorari, the most interesting case that the Supreme ’ourt may agree to hear in 202q is 
the Eederal ’ircuit3s decision in In re Cellect, LLC.[2]

In re ’ellect ‘ Invalidation of family )relatedj patents by obviousness-type double patenting

Patent Litigation | USA Explore on Lexology

https://www.lexology.com/indepth/patent-litigation/usa?utm_source=TLR&utm_medium=pdf&utm_campaign=Patent+Litigation+-+Edition+8


 RETURN TO SUMMARY

In re Cellect involves a matter of Grst impression in the lower courts.[3] In In re Cellect, 
the Eederal ’ircuit )the US ’ourt of Appeals with exclusive Curisdiction to hear US patent 
casesj held that one related patent could invalidate another related patent under the 
Cudicially-created doctrine of obviousness-type double patenting, where the related patent 
expired on a different date. The reason for a different expiration date was because the US 
Patent and Trademark O(ce )USPTOj gave additional term to one of the related patents 
due to USPTO delays during substantive examination, such an adCustment is called a 
patent term adCustment )PTAj.[4]

This Cudicially-created doctrine prevents patent term extensions )PT'sj of later-Gled 
patents based on obvious variations of the claimed invention.[5] An an extension of term 
[must be based on the expiration date of the patent after patent term adCustment )PTAj 
has been added3.

This stands in contrast to the Eederal ’ircuit]s analysis in a similar context of PT's, where 
it concluded that term must be based on the expiration date before the PT' is added.[6] 
Fonetheless, the Eederal ’ircuit clariGed: [/e5ven though both PTA and PT' are statutorily 
authorised extensions, and each serves to recover lost term, each has its own independent 
framework3.[7]

The decision in In re Cellect stands to have signiGcant implications to patent portfolios 
with two or more related applications.[8] It will affect the decision whether to challenge 
double patenting reCections, whether to Gle a terminal disclaimer and execution of portfolio 
strategies )such as when to Gle continuation§divisional applicationj. In litigation, alleged 
infringers will also attempt to rely on In re Cellect to argue, using the obviousness-type 
double patenting doctrine, that an earlier-expiring patent in a patent family invalidates other 
later-expiring patents in the same family.[9]

Amgen, Inc. v. Sarnoff ‘ Tightening the enablement standard

Outside the writ in In re Cellect, the Supreme ’ourt decided in 2024 an important case 
involving the standard for enablement under 4J US’ D 112 )aj. In an opinion authored by 
Kustice Borsuch, the Supreme ’ourt unanimously a(rmed the Eederal ’ircuit3s decision 
in Amgen, Inc. v. SanoV.[10]

The decision involved two Amgen patents. The patents involved antibody drugs that reduce 
L9L cholesterol according to their function of [binding3 with certain proteins. The Wuestion 
was whether the patents su(ciently [enabled3 someone to [make and use3 the claimed 
invention.[11] The Amgen patents claimed a genus of antibodies that bind to speciGc amino 
acid residues on P’SVR and that block P’SVR from binding to low-density lipoprotein 
receptors.[12] The decision a(rmed that the Amgen patents did not satisfy 4J US’ D 
112)aj. In short, [/i5f a patent claims an entire class of processes, machines, manufactures, 
or compositions of matter, the patent3s speciGcation must enable a person skilled in the 
art to make and use the entire class3.[13]

8hile patent prosecutors will likely need to draft claims more narrowly and with more 
robust disclosures )e.g., with a variety of examples and other dataj, particularly in the 
life science and chemical arts,[14] patent owner]s will likely face, at least in the near term, 
redoubled dispositive motion efforts )i.e., summary Cudgment motionsj as the courts and 
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parties toil to determine the scope of the Amgen decision, which, in turn, may also spawn 
challenges in other related areas, like written description.

Eederal ’ircuit cases

Neyond the US Supreme ’ourt, the Eederal ’ircuit decided a number of noteworthy cases 
over the last 17 months. 

$LSI Tech. LL’ v. Intel ’orp. ‘ zeversing US62.1 billion damages on faulty damages model

In TLSI uech, the Eederal ’ircuit reversed a Cury verdict of infringement against Intel 
involving two $LSI Tech semiconductor patents, which erased US62.1 billion in damages 
awarded to $LSI Tech.[15]  At trial,  $LSI3s damages evidence included a [regression 
analysis3 based on a multi-step analysis to identify one of the asserted patent3s technical 
advantages, which yielded a lump sum royalty. The case presents an issue that is common 
in patent cases; that is, how to apportion the value between patented and unpatented 
features. The regression analysis modelled how distinct factors affected the value of 
the patented feature in an infringing device or process )in what is called a hedonic 
regression modelj. The Eederal ’ircuit decided that there was a [readily identiGable error3 
that [departed from essential logic of the value-of-the-patented-technology assessment3, 
which the court viewed as having the effect of inappropriately inXating the damages. The 
Eederal ’ircuit remanded for a new trial to determine the appropriate damages for one of 
the two asserted patents.

Nrumfeld v. IN9, LL’ ‘ 'xcluding damages theory for foreign sales

In BrdmfelW, the Eederal ’ircuit a(rmed exclusion of a damages expert3s testimony 
involving foreign infringing sales.[16] SpeciGcally, Nrumfeld )formerly Trading Technologies 
Int3l, Inc. )TTjj sued Interactive Nrokers on four patents. Two patents were held invalid and 
two other patents found by a Cury to be infringed.

The Eederal ’ircuit found that [TT, like /damages expert5 Ms Lawton, focused on INB3s 
domestic designing and programming of T8S NookTrader when discussing the ]making] 
identiGed in  this  basis  for  damages,  and on  the  assertion  that  INB ]markets  and 
distributes§licenses its NookTrader tool to a worldwide audience.] Under the Supreme 
’ourt3s GesternEeco, the Supreme ’ourt held that [a patent owner claiming infringement 
under 4J US’ D 2–1)fj)2j may recover lost foreign proGts proximately caused by domestic 
infringement].[17] Applying that GesternEeco standard, the Eederal ’ircuit found that the 
evidence was properly excluded because it did not show [the needed causal relationship3 
to the claimed invention.

'dwards Lifesciences v. Meril ‘ Shaping the scope of the Hatch-8axman safe harbour

In bWwarWs  Lifesciences,  the  Eederal  ’ircuit  upheld  a  district  court  Cudgment  of 
non-infringement. The district court determined that Meril3s importation of two allegedly 
infringing transcatheter heart valve systems fell under 4J US’ D 2–1)ej)1j3s safe harbour 
for importing a patented invention. Meril imported two samples to recruit clinical trial 
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investigators at a trade conference, who might aid in Meril3s submission to the E9A. The 
valves [were never taken out of the bag or shown to anyone].

Fonetheless, the importation and transportation were [reasonably related to E9A approval]. 
The Eederal ’ircuit found that the importation was [solely for uses reasonably related to 
the development and submission of information under a federal law which regulates the 
manufacture, use, or sale of drugs.][18]

Ironburg v. $alve ‘ Eraming the burden of proof for IPz estoppel

In IronNdrg, the Eederal ’ircuit held that the patent owner, who seeks the beneGt of the 
IPz estoppel provision )a provision preventing a patent challenger from later challenging 
invalidity on bases already challenged or that could have been raised at the Patent Trial and 
Appeal Noard )PTANj, which was decided in a Gnal written decisionj, bears the burden of 
proof, by a preponderance of the evidence, to show that the petitioner )patent challengerj 
[reasonably could have raised3 the ground during the IPz. zeasonableness is based on 
the reasonable diligence of a [skilled and diligent search3 who would have [reasonably . . . 
discovered3 the ground to be raised.[19]

The patent asserted by Ironburg was directed to a hand-held video game controller.[20] The 
trial court agreed with Ironburg that IPz estoppel provision barred the defendant§petitioner, 
$alve, based on two non-instituted grounds raised in the IPzs and on grounds not raised by 
$alve, but by a separate third-party petitioner. The Eederal ’ircuit agreed that IPz estoppel 
applied to the two non-instituted grounds but remanded for further consideration )in view 
of the standard set forth abovej of the IPz estoppel based on the third-party petition.

Litigation funding

Litigation funding in patent litigation has grown rapidly recently and, in turn, it is facing 
closer scrutiny by the US courts due to its opaWueness to the court, parties and public, 
and the need to determine the role that the funders play in litigation decisions. To be sure, 
litigation funding may be a legitimate and potentially necessary tool to help in protecting 
IP rights in the United States, so appreciating how the area is developing is important.[21] 
A exemplary case for review is below:

Fimit@ Techs v. ’F'T Media ‘ Sanctioning for third party litigation funding disclosures

In zimitK, following the entry of the Cudge3s standing order,[22] Kudge ’onnolly issued a 
show cause order why the plaintiff, who was connected to IP 'dge, should not be held 
in contempt for failing to comply with disclosures of all the third party interests in the 
litigation.[23] ’ompanies associated with IP 'dge have Gled several thousand suits in the 
name of hundreds of different entities.[24]

The Eederal ’ircuit denied the writ of manWamds. It held that Kudge ’onnolly]s disclosure 
orders were CustiGed because they ]/a5ll are related to potential legal issues in the case] 
and that his orders [did not seek information simply in order to serve an interest in public 
awareness, independent of the adCudicatory and court-functioning interests reXected in 
the stated concerns].[25]
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Ultimately, Kudge ’onnolly issued a 10J-page opinion holding that IP 'dge, the de facto-
owner of the asserted patents, had attempted to shield itself from liability and had 
perpetuated a fraud by arranging for the patents to be assigned to LL’s it formed under the 
names of individuals recruited by counsel.[26] Kudge ’onnolly referred plaintiff]s counsel of 
record and counsel for IP-related entities to attorney disciplinary bodies.

Fotable patent legislation

Nelow we highlight some of the patent-related legislative initiatives, from the past 17 
months, in the current US ’ongress )117

th
 ’ongress, 2024-202qj. 8e also compile the 

patent-related initiatives also pending in some fashion in the US ’ongress, with some of 
the initiatives seemingly further from adoption than those discussed in more detail below.

Patent 'ligibility zestoration Act of 2024

This proposed Patent 'ligibility zestoration Act )P'zAj would restore patent eligibility 
standard under 4J US’ D 101 that is closer to the pre-Alice/Mayo[27] standard. It eliminates 
the Cudicially-created exceptions to patent eligibility and provides clearer guidance on 
determining patent eligibility.[28] P'zA overrules the current patent eligibility Curisprudence 
to re-establish that only speciGed subCect matter is ineligible for patenting.

SubCect matter will be patent-ineligible only if it [falls within speciGed categories, such as 
)1j a mathematical formula that is not part of a useful process, machine, manufacture, or 
composition; )2j a mental process that is performed solely in the human mind; or )4j an 
unmodiGed human gene as the gene exists in the human body3.[29] ’urrently, the patent 
eligibility standard in the United States is effectively a higher burden than )or at least 
does not align withj other competing countries. This burden has hampered innovators and 
applicants from securing patent protection in the United States for the same subCect matter 
eligible in these other competing countries, particularly relating to high-end technology 
areas.

Pz'$AIL Act

The Promoting and zespecting 'conomically $ital American Innovation Leadership Act )or 
Pz'$AIL Actj seeks to revise certain procedures delegated to the PTAN. The Pz'$AIL Act 
would:

1. reWuire a challenger to raise all arguments in one challenge;

2. impose estoppel on the challenger at the time of Gling of the challenge at the PTAN, 
as opposed to after the PTAN]s Gnal written decision;

4. reWuire a challenger to be sued or be threatened with suit before Gling the challenge 
at the PTAN;

q. align the challenger3s burdens of establishing invalidity in the PTAN with the 
standard applied in validity challenges in district court, )i.e., the [clear and convincing 
evidence3 standardj;

J. reWuire a challenger to choose a single forum for making the validity challenge; and

P.
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align the PTAN3s claim interpretation standard in PTAN proceedings with the 
standard applied in district court proceedings, )i.e., by reWuiring use of the same 
[plain and ordinary meaning3 standardj.

Advancing America3s Interests Act

The Advancing America3s Interests Act )AAIAj seeks to minimise the improper use of the 
International Trade ’ommission )IT’j by licensing and assertion entities, as well as foreign 
entities, that attack US operating companies. The proposed AAIA would:

1. reWuire licensing entities to establish that the licensing activity is connected to 
products that actually incorporate the patented features claimed for purposes of 
establishing the reWuired [domestic industry3;

2. reWuire the ’ommission to a(rmatively  determine that  the remedy )i.e.,  an 
exclusion order, etcj is in the public3s interest;

4. prohibit a complainant from using subpoena power to secure discovery from an 
unwilling entity for purpose of securing domestic industry evidence; and

q. codify the 100-day pilot program used at the IT’ to determine certain dispositive 
issues.[30]

Pending legislation

Nelow is a compilation listing the pending legislative initiatives, including those discussed 
above, that pertain to US patents, along with some indication of the current direction of US 
patent policy.

US Senate

Legislation Status

S. –R: The Interagency Patent 
’oordination and Improvement Act of 
2024[31]

Introduced by Sen. zichard 9urbin )9 
- ILj; passed by the Senate Kudiciary 
’ommittee on R Eebruary 2024

S. 14RP: zesearch Advancing to Market 
Production[32]

Introduced by Senators ’hris ’oons )9 - 
9'j and Marco zubio )z - ELj on 2 May 
2024

S. 21q0: Patent 'ligibility zestoration Act-[33] Introduced by Senators Thom Tillis )z - 
F’j and ’hris ’oons )9 - 9'j on 22 Kune 
2024

S. 2220: Prevail Act[34] Introduced by Senators ’hris ’oons )9 - 
9'j, Thom Tillis )z - F’j, 9ick 9urbin )9 - 
ILj, and Ma@ie Hirono )9 - HIj on 10 Kuly 
2024
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S. 2R0J: Protecting Our ’ourts Erom 
Eoreign Manipulation Act of 2024[35]

Introduced by Senator Kohn Vennedy )z 
- LAj and Koe Manchin )9 - 8$j on 1q 
September 2024 )same as H.z. Jq77j

US House of zepresentatives

Legislation Status

H.z. 1–0–: Save ’ash on Auto zestore 
Transportation Act )SMAzT Actj[36]

Introduced by zep. 9arrell Issa )z - ’Aj on 
22 March 2024

H.z. 1–1–: The Interagency Patent 
’oordination and Improvement Act of 
2024[37] 

Introduced by zep. Koe Feguse )9 - ’Oj on 
22 March 2024

H.z. 40JP: zesearch Advancing to Market 
Production for Innovators Act[38] 

Introduced by zeps. ’hrissy Houlahan )9 - 
PAj and Troy Nalderson )z - OHj on 2 May 
2024

H.z. 4J4J: Advancing America3s Interests 
Act[39] 

Introduced by zeps. 9avid Schweikert )9 
- Azj and 9on Neyer )9 - $Aj on 17 May 
2024

H.z. q4–0: Pz'$AIL Act[40] Introduced by zeps. Ven Nuck )z - ’Oj and 
9eborah zoss )9 - F’j on 2– Kune 2024

H.z. Jq–J: Prohibiting Adversarial Patents 
Act[41] 

Introduced by zeps. Scott Eit@gerald )z 
- 8Ij, 9arrell Issa )z - ’Aj, Nlaine 
Luetkemeyer )z - MOj, Mike Ballagher )z 
- 8Ij, 9oug Lamborn )z - ’Oj, zussell Ery 
)z - Sj, and Fathaniel Moran )T - TQj on 1q 
September 2024

H.z. Jq77: Protecting Our ’ourts from 
Eoreign Manipulation Act of 2024[42]

Introduced by zep. Mike Kohnson )z - LAj 
on 1q September 2024

Types of patent

In framing the US ’onstitution, the framers recognised the economic value of patent rights 
rooted in earlier regimes like 'ngland3s Statute of Monopolies and elsewhere in continental 
'urope, like $enice.[43] They authorised that [’ongress Shall Have Power . . . /t5o promote 
the Progress of Science and useful Arts, by securing for limited Times to . . . Inventors the 
exclusive zight to their respective . . . 9iscoveries3.[44]

However, US patent rights do not arise automatically; rather, applicants must apply for and 
satisfy the reWuirements of the US Patent Act.[45] Patent rights may be obtained, subCect 
to the reWuirements set forth by the Patent Act, by [/w5hoever invents or discovers any new 
and useful process, machine, manufacture, or composition of matter.[[46]

There are three types of US patent applications: )1j utility patent, )2j plant patent and 
)4j design patent. A utility patent protects new, useful, and non-obvious machines, 
manufacture, composition of matter or process. A plant patent protects [an asexually 

Patent Litigation | USA Explore on Lexology

https://www.lexology.com/indepth/patent-litigation/usa?utm_source=TLR&utm_medium=pdf&utm_campaign=Patent+Litigation+-+Edition+8


 RETURN TO SUMMARY

reproducible, distinct, and new variety of plant, including cultivated sports, mutants, 
hybrids, newly found seedling, other than a tuber propagated plant or plant found in an 
uncultivated state3.[47] A design patent protects any [new, original and ornamental design 
for an article of manufacture3.[48] 9etails and other nuances involving plant and design 
patent protection and enforcement are not the focus of this article, but many principles 
have applicability.

Fotably, while design patents are not the focus of this article, the Eederal ’ircuit did decide, 
in 202q, two seminal decisions involving design patent litigation. In one, LQR, the Eederal 
’ircuit overturned the kosen-Ddrling test for obviousness in design patent cases, and 
resorted to the QSk standard for non-obviousness that is applied in utility applications.-
[49] In the other case, ColdmNia, the Eederal ’ircuit held that the prior-art design must be 
applied to the same article of manufacture to Wualify as comparison prior art in the design 
patent infringement analysis.[50]

Typical patent prosecution process

Any of the above patent applications is submitted to and examined by USPTO, which is 
an agency of the US 9epartment of ’ommerce.[51] The USPTO receives about J00,000 
patent applications each year )compared with ’hina at about 1.P million and Kapan with 
q00,000 applicationsj, with about R1 percent being utility applications, 7 percent being 
design applications and 2 percent being plant applications.[52]

The USPTO examines an application from its submission to patent grant or Gnal reCection. 
If the 'xaminer Gnds insu(cient evidence that the invention disclosed is publicly disclosed 
and satisGes the other statutory reWuirements, the 'xaminer will allow the application, and 
the application will grant as a patent. If the 'xaminer Gnds su(cient evidence that all 
aspects of the invention disclosed has been publicly disclosed or does not satisfy the other 
statutory reWuirements, the 'xaminer will reCect the application. The applicant may respond 
to the reCection and may repeat this reCection-and-response process with the 'xaminer until 
the application is allowed or Gnally reCected.

If the USPTO 'xaminer Gnally reCects the patent application, the applicant may Gle a 
continuing application or appeal. The Gnal reCection of the PTAN may, by right, be appealed 
to the US ’ourt of Appeals for the Eederal ’ircuit, and then, by a granted writ of certiorari, 
reviewed by the US Supreme ’ourt of the United States.

Patent term generally

US patents, Gled and granted after 7 Kune 1RRJ, have a term of 20 years from the earliest 
effective priority date, subCect to a term adCustment or extension.[53] Patent terms of utility 
patents and plant patents )but not design patent or reissue patentsj may be adCusted 
to compensate for administrative delays by the USPTO, or PTA, as discussed above.[54

-
] In a comparable way, patent terms may be extended to compensate for delays at the 
regulatory agency, like the Eood and 9rug Administration, but only for patents on human 
drug products, medical devices, food and colour additives and animal drug products.[55] 
This is called a patent term extension )PT'j. To keep a utility )but not design or plantj 
patent in force such that it can be asserted in litigation after it is granted, an applicant 
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must pay PTO maintenance fees for the patent. Those maintenance fees are due 4.J, –.J 
and 11.J years after the patent issue date.

Procedure in patent enforcement and invalidity 
actions

Once a patent issues, the patentee has the right to exclude others from the acts of making, 
using, selling, offering to sell, or importing into the US the patented invention.[56] Any party, 
without the permission of the patentee, who engages in those acts during the patent term 
may be held liable for patent infringement.

The patentee may Gle a civil suit in US federal court to enCoin infringers and obtain 
monetary remedies.[57] Issued patents hold a presumption of validity in district court, but 
accused infringers may still challenge that the patent3s validity or enforceability, among 
other grounds.[58]

If the reWuisite reWuirements are met, a patent infringement case may be launched in US 
federal district court, which can include abbreviated new drug application )AF9Aj litigation 
and multi-district litigation )M9Lj, or it may be initiated by instituting an action in the US 
International Trade ’ommission, or both. An accused infringer may challenge the validity, 
enforceability, or both, in a district court and the US Patent Trial and Appeal Noard.

US patent litigation has been slowing recently. Eilings have trended down from P,qR– patent 
cases Gled in US district courts in Gscal year 2014.[59] In 2024, 4,111 patent cases were 
Gled in US district court.[60] Fon-practising entities represent on average about qq per cent 
of the Glings.[61] Fonetheless, there has been increase in US district court Glings in the Grst 
half of 202q of about R per cent compared to the same period in 2024.[62] The 8estern 
9istrict of Texas has been the most active district in the United States with almost 22 per 
cent of the patent infringement Glings Gled from 2021-2024.[63]

Litigating in US district courts

US district court litigation is a civil action and may be initiated in one of the nation3s Rq 
districts, if certain reWuirements are met.[64] US district courts are Article III courts under 
the US ’onstitution.[65] Such court actions are initiated by the Gling of a complaint.

A complaint may be made by the patentee to claim infringement by another party. A 
district court action may also be initiated by an accused infringer who may initiate 
a declaratory Cudgment action, if certain preconditions are met, by Gling a complaint 
to challenge, infringement, invalidity, and§or unenforceability. The patent case must be 
brought in the proper venue, which is any district in which infringing activity has occurred.-
[66] The complaint typically sets forth an identiGcation of the parties, an identiGcation of 
the patent)sj asserted and ownership, a statement reXecting the infringing acts )which 
typically includes the asserted claims and infringed elementsj and relief sought, for 
example.[67]

A complaint may include multiple accused infringements if the actions arise out of the 
same transaction, occurrence or series of transactions or occurrences. If all defendants 
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in one district can be Coined in one case, such cases still can be consolidated if there are 
common legal or factual Wuestions. Similarly, patent cases in more than one district can 
be consolidated for pretrial proceedings before a Kudicial Panel on Multi-9istrict Litigation 
cases, if the cases share a common Wuestion of fact, for example.[68]

A federal district court Cudge tries all patent cases. The Cudge is not reWuired to possess 
a technical background to preside over a patent case and usually does not. The case 
procedures governing patent cases are found in the Eederal zules of ’ivil Procedure and 
the Eederal zules of 'vidence. 'ach district and, in turn, each Cudge may have more speciGc 
case rules and procedures governing a patent case.[69]

Once the litigation commences, a schedule is set and discovery for trial ensues. 9iscovery 
is the process of obtaining relevant information from the other parties. 9iscovery in the 
United States has a broad scope. 9iscovery includes initial disclosures, written discovery, 
document production, admissions, expert disclosures and depositions. 9iscovery by 
subpoena of a third party )not a party to the litigationj is possible, as is discovery 
from parties based in foreign countries under international treaties and letters rogatory. 
Protective orders may limit the scope and use of the information outside of the discovery 
information.

9uring discovery and at trial, expert witnesses may be relied on. A party may rely on an 
expert to testify about how a person of skill in the art understands the patent and the 
accused infringing products or processes on the technical side. An expert may be relied 
on for damages topics and claim construction as well.

At trial, fact and expert witnesses testify. These witnesses provide direct testimony and are 
subCect to cross examination. A Cury, if reWuested, decides the typical patent case in federal 
court.[70] A Curor is not reWuired to possess a technical background )and usually does notj 
to sit on a Cury to decide a patent case. If no Cury is reWuested, the Cudge may also decide 
the infringement claim in a [bench trial.3

Additionally, US district courts can hear AF9A litigation, another type of patent case, under 
4J US’ D 2–1)ej. This involves generic drug manufacturers that seek to manufacture a 
drug covered by a patent. Applicants for Few 9rugs are reWuired, under the Hatch-8axman 
Act, to notify the patentees that are the subCect of a paragraph I$ certiGcation.[71] In turn, 
the patentee may commence a patent litigation action against the generic manufacturer. 
This is a technical claim of infringement because the manufacturer has only asked the US 
Eood and 9rug Administration to market a drug.[72] If the patentee brings the action within 
qJ-day notice period from the generic manufacturer, the patentee obtains an automatic 
40-month stay of the E9A approval process of the generic drug. A Cudge tries and decides 
an AF9A case. There is no Cury. A successful AF9A claim of infringement prevents the 
generic manufacturer from marketing that generic eWuivalent until the expiration of the 
patent.[73]

The median time to resolution of patent infringement cases in US district courts is three 
years.[74] Since about 2021, a typical AF9A case is estimated to get to trial in 2.1 years.[75] 
Of course, the time to resolution can vary widely because of myriad of issues that affect 
the time to resolution.

Substantive law
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Infringement

The US Patent Act provides for liability for both direct and indirect infringement.[76]

9irect infringement occurs where an accused infringer [without authority makes, uses, 
offers to sell, or sells any patented invention, within the United States or imports into the 
United States any patented invention during the term of the patent therefor3.[77] Put another 
way, infringement will be found where a person or entity practices each and every element 
of a claim in violation of the exclusive rights granted by the USPTO. 9irect infringement is 
a strict liability offence, meaning that the infringer3s intent is not relevant.

Indirect infringement occurs where a person or entity induces or contributes to another to 
directly infringe a patent claim.[78] This indirect infringement can involve multiple infringing 
actors.[79] The indirect infringer and direct infringer are Cointly and severally liable.[80

-
] Induced infringement reWuires [knowledge /by the inducer5 that the induced acts constitute 
patent infringement3.[81] ’ontributory infringers must have knowledge of the patent.[82

-
] However, the accused infringer3s election not to obtain and§or present advice of counsel 
cannot be used to prove an infringer intent to induce infringement )or wilfully infringedj.[83]

To establish direct patent infringement, the infringement claim is analysed in two steps: 
determining what the claims mean )claim constructionj and comparing the accused 
product or process to the properly construed claims.[84] The patent holder bears the burden 
of proving infringement. That burden is met by proving infringement by a [preponderance 
of the evidence3 )which can be paraphrased as being [more probable than not3j.[85]

The Grst step is claim construction. This step is used to construe the claim elements 
)phrases or wordsj meaning and that involves construction of the terms or phrases in the 
claim that are in dispute. Typically, claim terms will be accorded [ordinary and customary 
meaning3 to person of ordinary skill in the art.[86] The claim construction standard in the 
district court is a different standard than applied in proceedings before the PTAN.[87]

’laim construction is necessary for analysis in both the infringement and validity analysis. 
’onstruction of the claims can also bear on the other issues, such as unenforceability, 
enablement and remedies. In a district court, the construction of patent terms is conducted 
by the presiding Cudge, even if a Cury trial has been reWuested. This determination is referred 
to as a [MarUman3, after the US Supreme ’ourt case by that name that set the claim 
construction standard.[88]

The process of evidence collection for a MarUman  hearing starts in the early part 
of discovery and will typically include disclosures of each party3s respective claim 
construction positions. The evidence the court may consider can include intrinsic and 
extrinsic evidence. Intrinsic evidence includes the patent )speciGcation and claimsj, the 
prosecution history for the patent )the back and forth between applicant and the PTO from 
application to grantj, and other prior art patents relevant to the meaning of the claims. 
'xtrinsic evidence includes inventor and expert testimony, dictionaries, treatises, and other 
documentary evidence outside of the four corners of the patent evidencing how the claim 
terms have been understood at the time of the invention.

Once claim construction discovery is completed, the court usually conducts a MarUman 
hearing and construes the terms and phrases in dispute, Leading up to the MarUman 
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hearing, the ’ourt may reWuest a technology tutorial, brieGng, testimony, and a hearing. The 
MarUman hearing and construction decision usually occur during discovery, and before 
expert discovery closes. Nut the MarUman hearing, and decision, may come earlier or later, 
depending on the case.

8ith the claims construed, the fact Gnder )Cury or Cudgej turns to the second step ‘ 
determining whether there has been infringement of the properly construed claims. Literal 
infringement is shown by establishing that the accused product or process contains each 
and every element of the asserted claim.[89] This is the same comparison that is made 
between the patent claims and the prior art for invalidity challenges, or, put another way, 
[that which would infringe a patent if later, anticipates if earlier3.[90] In short, if all elements 
are not present in the accused product or process, there can be no literal infringement. And 
similarly, if the prior art does not contain each feature of the claimed product or process, 
there is no invalidity.

If there is no literal infringement, infringement may still be found under the doctrine of 
infringement, a Cudge-made doctrine. The doctrine of eWuivalents permits a Gnding of 
infringement where only insubstantial changes to the invention have been made by the 
accused infringer.[91] There are limits to the application of the doctrine of eWuivalents 
including: prosecution history estoppel, [92] the all-elements rule,[93] the public dedication 
rule,[94] and the prior art rule.[95]

Invalidity and other defences

An accused infringer, as mentioned above, may avoid liability by establishing by a 
preponderance of evidence that there has been no infringement. Other defences, even if 
there is infringement, may allow the accused infringer to avoid infringement.[96]

Eor example, the accused infringer may challenge the validity of the asserted patent)sj. A 
patent is presumed to be valid, because the US Patent and Trademark O(ce is presumed to 
have done its examination of the invention correctly.[97] Accordingly, such challenges must 
be proven by the accused infringer by [clear and convincing3 evidence ‘ a higher standard 
than the [preponderance of evidence3 standard used in infringement.[98] Such challenges 
may include failure of the asserted patent to comply with the reWuirements of the Patent 
Act reWuiring subCect matter eligibility )D 101j, prior art validity )DD102 and 104j, and written 
description and enablement support )D 112j.

Several other legal and eWuitable defences are available. Eor example, an accused infringer 
may also challenge the patent)sj as being obtained by ineWuitable conduct, which renders 
the entire patent unenforceable.[99] Other defences can include a defence of patent 
misuse,[100] consent to use the invention or licence,[101] experimental use,[102] eWuitable 
estoppel[103] and eWuitable laches.[104]

Final remedies for infringement

zemedies for patent infringement include inCunctive relief, monetary damages, enhanced 
damages for wilful infringement, costs, pre- and post-Cudgment interest, and attorney3s 
fees.[105] In cases with adCudicated resolutions, roughly US6P billion in damages were 
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awarded from 2021-2024.[106] The largest adCudicated award in that time period was 
US62.1J billion in TLSI uech. LLC v. Intel Corp )the appeal was discussed abovej[107] but, in 
202q, the overall median damages award trended down to approximately US6J.P million, 
when excluding default Cudgments.[108]

InCunctive relief

zegarding inCunctive relief, the US Patent Act provides that the district court [may grant 
inCunctions in accordance with the principles of eWuity to prevent the violation of any 
right secured by patent, on such terms as the court deems reasonable3.[109] The district 
court may issue temporary restraining orders, preliminary inCunctions, and permanent 
inCunctions. Indeed, inCunctive relief serves to uphold the right to exclude granted by a 
patent.[110]

A temporary restraining order )TzOj is temporary inCunctive relief that may be ordered 
where there is a threat of irreparable harm before the merits of a preliminary inCunction can 
be determined.[111] Such relief is sought on an ex parte basis and is ordered where there 
is a need to preserve the status Wuo and prevent irreparable harm before a hearing can be 
held.[112] Such orders are exceedingly rare due to severe ramiGcations such an order could 
have on a competitive business.

9istrict  courts  have  discretion  to  grant  preliminary  inCunctions  before  the  Gnal 
determination on the merits.[113] The patent holder has the burden of proof and must 
establish the grounds for a preliminary inCunction.[114] The four-part test for preliminary 
and permanent inCunctions are essentially the same and include the likelihood of the 
petitioner3s success on the merits, irreparable harm to the applicant, the balance of 
hardships between the parties, and the public interest.[115] The grant or denial of an 
inCunction must consider all four factors and be supported by Gndings of fact that address 
the eWuitable factors weighed, but the district court can grant or deny the inCunction at its 
discretion.[116]

A permanent inCunction may be entered after a determination on the merits to prevent 
future infringement.[117] The entry of an inCunction is not automatic, as it largely once 
was before the eBay decision.[118] Orders enCoining an accused patent infringer may be 
modiGed.

If an inCunction is granted, the petitioner will need to provide a bond, essentially security, 
[in such sum as the court deems proper, for the payment of such costs and damages as 
may be incurred or suffered by any party who is found to have been wrongfully enCoined or 
restrained3.[119] It is in the trial court3s sound discretion to set the bond amount. A stay of 
an inCunction is not automatic, but it may be stayed if reWuested.

Monetary damages

Successful patentees in US district courts are also entitled to [damages adeWuate to 
compensate for the infringement . . . /b5ut in no event less than a reasonable royalty.3[120] 
’ompensatory damages can include lost proGts,[121] price erosion,[122] convoyed sales,[123] 
and a reasonable royalty.[124] 9amages are awardable in the context of standard essential 
patents as well.[125]
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The Patent Act does not reWuire the patent products to be marked with a patent notice.[126] 
Nut, an alleged infringer will only be liable for damages from the time constructively notiGed 
)via patent markingj or actually notiGed )via a complaint or other formal communicationj 
of the infringement and afterwards continued to infringe.[127]

The monetary damages determination is made by the Cury. An award may be reviewed by 
the Cudge in post-trial brieGngs.

There is a six-year time limitation on damages prior to Gling the claim.[128] The monetary 
damages awarded may be enhanced against adCudicated wilful infringement up to three 
times the monetary damages.[129] The patentee may recover pre-Cudgment interest absent 
some CustiGcation to award it, and costs other than attorneys3 fees.[130] In the United States, 
each party pays their fees and costs. Nut, in exceptional cases, the court may award 
reasonable attorney fees to the prevailing party.[131] The patentee has the burden to execute 
on the Cudgment.

Other types of patent proceeding

US International Trade ’ommission

As mentioned above, another US Curisdiction where patent infringement cases may be 
Gled, if certain reWuirements are met, is the US International Trade ’ommission )IT’j. The 
IT’ has Curisdiction to bar importation of articles into the United States that infringe a 
valid and enforceable US patent. The IT’ is an independent government agency, and it 
conducts its fact Gndings for its investigations in an administrative court. It is not an Article 
III district court, as discussed above. 8hile the dispute has all the markings of a district 
court litigation, an action at the IT’ is technically an investigation of unfair trade practices 
that is conducted by the IT’ in response to a complaint by a complainant )patenteej in a 
US domestic industry.

IT’ disputes are decided initially by an administrative law Cudge )ALKj. There are no Cury 
trials. The ’ommission randomly assigns ALKs to investigations.

The IT’ litigation operates under its own set of agency rules, and ALK Bround zules.[-
132] 9iscovery is conducted like district court cases but on an accelerated schedule. The 
hearings are like a bench trial in district court and are conducted in trial-like evidentiary 
hearings, with direct testimony and cross-examination. The hearings occur nine to twelve 
months after the initiation of the investigation, with the investigation being completed in 
less than about 17 months.

Fo money damages are available at the IT’. To obtain monetary damages, patentees 
typically simultaneously Gle complaints for relief in district court in parallel, but, typically, 
a parallel district court case will be stayed pending resolution of the IT’.[133] However, 
inCunctive-type relief at the IT’, called an exclusion order, is available. An exclusion order 
bars importation of the infringing articles in the United States. As a result, the IT’ has 
had a heightened degree of popularity because of the generally easier burden to obtain an 
exclusion order, as compared to an inCunction in district court after the Supreme ’ourt3s 
decision in eBay.
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9eterminations made by the ALK are reviewed by a six-member commission. 9ecisions 
of the commission may be reviewed by the O(ce of the US President, unlike a district 
court case, and if it is not reviewed within P0-days of the decision, it becomes Gnal. The 
commission3s decision may then be further appealed to the US Eederal ’ircuit and Supreme 
’ourt, like a district court case.

Patent Trial and Appeal Noard

Another [litigation3 avenue for patent challengers is to challenge patent rights before the 
Patent Trial and Appeal Noard )PTANj. These proceedings are review processes that can 
take the form of inter partes review )IPzj, covered business method review )’NMzj or a 
post grant review )PBzj.

’hallenges of the validity of patents at the PTAN have declined since 2021.[134] Nut, in the 
Grst half of 202q, PTAN Glings have had about a 1 per cent increase but have been largely 
steady.[135] In 2024, the PTAN received 1,1J– IPzs, @ero ’NMzs and 4q PBzs. Fotably, 
patent challengers have doubled the number of reWuests for reexamination made to the 
US Patent and Trademark O(ce )USPTOj in the Grst half of 202q as compared to the Grst 
half of 2024.[136]

The PTAN proceedings offer the promise for a challenger of a cheaper )than litigationj 
and more expeditious way to challenge the validity of the patent rights granted by 
the US government in specialised patent venue outside of the district court. 9uring a 
PTAN proceeding, a district court may stay the litigation pending resolution of the PTAN 
proceeding, if circumstances merit it.

A PTAN proceeding is decided by a patent of three administrative patent Cudges )APKsj. 
APKs are experienced patent lawyers with technical backgrounds. The USPTO, where 
possible, assigns patent challenges to APKs based on the technical subCect matter and 
the APKs technical background.

A PTAN proceeding is initiated by a petition of a patent challenger. The petition includes 
evidence supporting the challenge, like prior art. The PTAN makes an institution decision, 
which may be denied on its discretion in view of parallel litigation,[137] on or before three 
months after any patent owner preliminary response.[138]

If a trial is instituted, the patent owner provides a response, which can include a motion 
to amend claims. The challenger may reply to the patent owner3s response, and the patent 
owner may surreply. Once this initial brieGng is completed, an oral hearing is had. 9irect 
testimony, including experts, is received via declaration or a(davit, and the proponent of 
a witness must make that witness available for cross examination )e.g., a depositionj. 
Live testimony at the hearing is possible, but rare. After the oral hearing is argued by the 
attorneys before a panel of three administrative patent Cudges, the PTAN issues a Gnal 
written decision on the merits.

A PTAN3s Gnal written decision will be issued no more than 12 months from the institution3s 
decision. The time to issue a written decision may be extended for worthy cause for up to 
six months. PTAN proceedings may be settled, which occurred in 40 percent of trials in 
2024, with J2 percent occurring post-institution. [139]
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A PTAN]s Gnal written decision may be appealed to the US Eederal ’ircuit, and on to the US 
Supreme ’ourt. In 2024, there were q44 PTAN appeals to the Eederal ’ircuit, down from 
JJJ in 2020.[140]

Appeal

The ’ourt of Appeals of the Eederal ’ircuit has exclusive Curisdiction over all patent cases 
appealed from district court, the US International Trade ’ommission )IT’j and the Patent 
Trial and Appeal Noard )PTANj.[141] It may also hear interlocutory appeals from district 
courts.[142]

Most appeals are presided over by a panel of three federal Cudges. Eederal ’ircuit Cudges do 
not necessarily have technical backgrounds )but some doj. The Cudges have considerable 
experience with patent cases, as a substantial portion of the ’ourt3s docket are patent 
appeals )not allj. The time to resolution by the Eederal ’ircuit after a notice of appeal is 
about 1J-17 months.

There were 40P appeals decided by the Eederal ’ircuit in 2024, which is down from 
pre-pandemic appeals of about qq0 decisions per year. Of those 40P decided appeals, 
about JR percent of the decisions originated from the PTAN. The Eederal ’ircuit upheld the 
lower court, either the PTAN or lower district court, in its entirety about 71 percent of the 
time. The Eederal ’ircuit reversed 4q percent on the merits of appeal from district courts 
and reversed 22 percent appealed from the PTAN.

The Eederal ’ircuit may review legal or factual determinations made at the lower court 
or PTAN. The Eederal ’ircuit applies various standards of review depending on the issue 
appealed. Eor legal issues, the Eederal ’ircuit applies a higher level of review with no 
deference to the lower court determination, called We novo review. Eor factual issues, the 
Eederal ’ircuit applies a lower standard of review with some deference. Eor example, the 
Eederal ’ircuit would apply the [substantial evidence3 standard for fact resolutions by a 
Cury, or the [clearly erroneous3 standard if the determination is made by the Cudge. Eor 
attorney fee awards and for other eWuitable determinations, like an inCunction, the lower 
court receives the most deference, and the Eederal ’ircuit applies the [abuse of discretion3 
standard.

Erom the Eederal ’ircuit, patent cases may be appealed to the US Supreme ’ourt, which is 
the Gnal Cudicial arbiter in the US System. In general, appellants make over –,000 petitions 
)of which patent petitions are an exceedingly small subsetj to the Supreme ’ourt, which 
only takes about 100-1J0 )which occasionally includes patent casesj of the over –,000 
petitions to be heard.[143] The number of patent cases heard by the Supreme ’ourt is, 
at best, small in any given term. The Supreme ’ourt has discretion to accept or reCect a 
petition, and the granting writ of certiorari for a patent appeal, though seemingly on the 
uptick over the last Gve to ten years, is not commonplace.

Outlook and conclusions
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The US patent litigation system is the best in the world, but it has signiGcant complexities 
and is costly. As such, it remains more important than ever to retain experienced US patent 
lawyers with trial experience to navigate the complexities of US patent law and litigation.

8ith reliable legal protections of patents in the US courts and at the Patent Trial and 
Appeal Noard )PTANj over the last decade )or soj being weakened, the ability of innovators 
to secure exclusivity of their patent rights has become increasingly uncertain and has 
pushed companies)that can afford to and have suitable patent protectionj to pursue relief 
in more favourable Curisdictions outside of the United States for a remedy. The accelerating 
pace of innovation makes it vital that innovation economies, like the US, ensure robust 
and effective IP enforcement regimes if they wish to remain world leading innovation 
economies. And, as evident from the wide-variety of US patent-related legislation recently, 
there is a strong interest in US policy circles to strengthen US patent protection to adapt 
to the rapidly changing technological environment.
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