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What TC Heartland Could Mean For Venue In ANDA Cases 

Law360, New York (February 7, 2017, 11:43 AM EST) --  
In TC Heartland LLC v. Kraft Food Brands Group LLC, the U.S. Supreme Court will 
decide whether 28 U.S.C. § 1400(b) is the sole and exclusive provision governing 
venue in patent infringement actions. Pursuant to § 1400(b), venue is proper in 
patent infringement actions in the judicial district where the defendant resides, or 
where the defendant has committed “acts of infringement” and has a “regular and 
established place of business.” In Acorda v. Mylan, the Federal Circuit held that an 
abbreviated new drug application filer is subject to specific personal jurisdiction 
wherever that ANDA filer plans to sell its generic drug product[1] and, thus, an 
ANDA filing essentially creates personal jurisdiction in any district nationwide. In 
ANDA patent cases, like other patent infringement actions, courts have typically 
applied the broader statute governing venue, 28 U.S.C. § 1391, and found venue 
proper if the district court has personal jurisdiction over the defendant. TC 
Heartland contends that § 1400(b) is the sole and exclusive provision governing venue in patent actions 
and under controlling Supreme Court precedent, the terms of § 1400(b) are not supplemented by § 
1391. 
 
If the Supreme Court agrees with TC Heartland, then an innovator drug company can file a patent 
infringement action against an ANDA filer (or 505(b)(2) applicant) only in districts: (1) where the ANDA 
filer resides (i.e., is incorporated), or (2) where the ANDA filer has both committed acts of infringement 
and has a regular and established place of business. In a Law360 Expert Analysis article last year, 
I discussed what is a “regular and established place of business” for an ANDA filer. This follow-up article 
discusses where an act of infringement occurs, for venue purposes, in ANDA cases. 
 
Determining Where an Act of Infringement Occurs 
 
Courts have adopted various approaches to determine where the “act of infringement” occurs in patent 
infringement cases. For example, courts have held that venue is established where the accused product 
was delivered within a district, even though the sale occurred outside the district.[2] An earlier view that 
an act of infringement could be established only in a district where a completed transaction occurred 
has been replaced by the view that an act of infringement occurs in any district where the defendant 
participates significantly in the marketing activities leading to the transaction’s consummation.[3] In 
fact, some courts have taken the position that § 1400(b) does not require more than “de minimis” 
infringement in a given district to constitute an act of infringement.[4] Yet some courts have held that 
solicitation unaccompanied by any actual sales or demonstrations of the alleged infringing product will 
not establish venue.[5] Indeed, other courts have held that a connection between the acts of 
infringements and the regular and established place of business is not required.[6] 
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No uniform standard exists to determine where the “act of infringement” occurs; however, such 
determination does not require reaching a decision on the merits of infringement — only a review of the 
allegations in the complaint. The majority view is that the test is liberal in determining where 
defendants committed acts of infringement, for venue purposes, and the term “acts of infringement” in 
§ 1400(b) should not be narrowed or limited in its construction.[7] This view arises from traditional 
patent infringement cases where the accused product was on the market; however, in ANDA cases, the 
accused generic drug product is not yet marketed, sold or otherwise available to the public. 
 
For an Artificial Infringement, Where Does the Act of Infringement Occur 
 
Under § 271(e)(2), it is an act of infringement to submit an ANDA to the U.S. Food and Drug 
Administration with the intent to market a generic version of an innovator drug before the expiration of 
patents listed in the Orange Book.[8] The Supreme Court has described § 271(e)(2) as creating “a highly 
artificial act of infringement” because it permits an innovator drug company to bring suit before the 
ANDA filer brings its generic product to market.[9] If the Supreme Court rules that § 1400(b) is the sole 
and exclusive provision governing venue in patent actions, then courts will have to determine where the 
“artificial act of infringement” occurs in ANDA cases. 
 
Because filing an ANDA constitutes an “act of infringement,” it is reasonable to take a retrospective 
approach for determining the location of the “act of infringement.” Such analysis of the facts in an ANDA 
case suggests that venue under § 1400(b) may be proper in those districts where: (1) the ANDA was 
prepared; (2) the ANDA was filed with the FDA, which is located in Maryland; (3) the Paragraph-IV notice 
letter was received;[10] and/or (4) the proposed generic drug batch(s) submitted with the ANDA was 
manufactured. However, Congress provided a safe harbor provision in § 271(e)(1) for those engaged in 
certain activities in support of filing an ANDA.[11] Many of the “acts” discussed supra are arguably 
within the “safe harbor” provision, and thus may not be considered “infringing acts” even for venue 
purposes. 
 
To ensure proper venue and a 30-month stay, a retrospective view of the term “act of infringement” 
may require drug companies to file separate suits in each ANDA filer’s state of incorporation.[12] 
Moreover, such an approach for determining proper venue could place restraints on the expansive 
jurisdiction rule for ANDA litigation held in Acorda. 
 
An act of infringement occurs when an unauthorized party makes, uses, or sells a patented invention or 
induces another to do so.[13] Confronted with a claim of patent infringement, courts evaluate whether, 
“if a particular drug were put on the market, it would infringe the patent.”[14] Congress deemed the 
ANDA filing to have a nonspeculative causal connection to the ANDA filer’s future infliction of real-world 
market injury.[15] Upon prevailing on invalidity or noninfringement, an ANDA filer would indubitably 
distribute and/or sell its proposed generic drug. Furthermore, the Federal Circuit has taken a 
prospective approach to personal jurisdiction in ANDA cases.[16] Therefore, it may be justifiable to take 
a prospective approach to determine the location of commission of the “acts of infringement,” for 
venue purposes. 
 
A “forward-looking” analysis of the facts involved in an ANDA case suggests that venue, under § 1400(b), 
may be proper anywhere the ANDA filer intends to distribute, market and/or sell its generic drug 
product, which could result in nationwide patent venue over ANDA filers. Therefore, a prospective 
approach for determining proper venue may not place restraints on the current expansive jurisdiction 
rule for ANDA litigation.[17] 



 

 

 
The Supreme Court denied Mylan Pharmaceuticals Inc.'s petition for certiorari to reverse the Federal 
Circuit’s ruling in Acorda v. Mylan that essentially permits nationwide specific personal jurisdiction over 
ANDA defendants. If the Supreme Court rules that § 1400(b) is the sole and exclusive provision 
governing venue in patent actions, then the broad personal jurisdiction rule over ANDA defendants held 
in Acorda may (or may not) be restricted by the patent venue limits set forth in TC Heartland. 
 
—By Wanda French-Brown, BakerHostetler 
 
Wanda French-Brown is counsel in the New York office of BakerHostetler. 
 
DISCLOSURE: Wanda French-Brown represented TC Heartland LLC from Aug. 3, 2014, to March 10, 
2016. 
 
The opinions expressed are those of the author(s) and do not necessarily reflect the views of the firm, its 
clients, or Portfolio Media Inc., or any of its or their respective affiliates. This article is for general 
information purposes and is not intended to be and should not be taken as legal advice. 
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