
I
n 1984, the “Drug Price Com-
petition and Patent Term Res-
toration Act,” more commonly 
known as the “Hatch-Waxman 
Act” after its sponsors, estab-

lished the modern regime for 
resolving pharmaceutical patent 
infringement disputes between 
generic and branded drug manu-
facturers in situations in which a 
generic maker seeks Food and Drug 
Administration (FDA) approval to 
market a drug that is bioequivalent 
to an approved branded drug. The 
Patent Act, 35 U.S.C. §271(e)(2), 
establishes that submission of an 
abbreviated new drug application 
(ANDA) by a generic pharmaceuti-
cal maker to the FDA constitutes 
patent infringement (even though 
such an application technically is 
not a use of the patented inven-
tion). Upon such a filing, the brand 

manufacturer can then commence 
a patent infringement suit, com-
monly known as ANDA litigation.

One issue that the branded 
manufacturer must consider in 

these circumstances is the venue 
in which to bring suit. The Federal 
Circuit’s precedential decision ear-
lier this month in Celgene v. Mylan 
Pharmaceuticals, No. 20-1154 
(Fed. Cir. Nov. 5, 2021) provided 
further guidance regarding what 

constitutes an act of infringement 
for venue purposes in the ANDA 
context.

 Background:  
The Hatch-Waxman Act

Congress enacted the Hatch-
Waxman Act to streamline generic 
drug approvals while balancing the 
incentives for innovation. See Drug 
Price Competition and Patent Term 
Restoration Act of 1984, Pub. L. No. 
98-417, 98 Stat. 1585. The Hatch-Wax-
man Act created the ANDA regime 
that allows a generic pharmaceuti-
cal maker to show that the generic 
is bioequivalent to an approved 
branded drug. See Caraco Pharm. 
Labs., Ltd. v. Novo Nordisk A/S, 566 
U.S. 399, 405-06 (2012). This allows 
a generic pharmaceutical maker to 
expedite FDA approval, and save 
substantial time and expense, as 
there is no need in these circum-
stances to repeat the brand drug’s 
safety and efficacy trials.

The generic pharmaceutical 
maker in an ANDA application 
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must “assure the FDA” that market-
ing the generic “will not infringe” 
the brand drug’s patents. FTC v. 
Actavis, 570 U.S. 136, 143 (2013). 
Thus, the generic pharmaceuti-
cal maker must file certifications 
regarding the branded drug mak-
er’s patents listed in a compendi-
um of FDA approved drug products 
known as the Orange Book. One 
type of certification, known as the 
Paragraph IV certification (based 
on its numbering in the statute), 
includes a statement that the pat-
ent in question is invalid or will 
not be infringed. See 21 U.S.C.  
§355(j)(2)(A)(vii)(IV).

Upon receiving notice of this 
Paragraph IV certification, the 
brand manufacturer can file a pat-
ent infringement suit within 45 
days, and the FDA approval of the 
ANDA is then automatically stayed 
for 30 months. See 21 U.S.C. §355(j)
(5)(B)(iii); Actavis, 570 U.S. at 143. 
During this time, the FDA cannot 
approve another ANDA, and the 
first ANDA-filer receives the addi-
tional incentive of a 180-day exclu-
sivity period to market the generic 
drug, regardless of the outcome of 
the patent infringement litigation. 
See 21 U.S.C. §355(j)(5)(B)(iv).

 The Venue Requirement  
In Patent Cases

To establish proper venue, the 
plaintiff has the burden of show-
ing either that: (1) defendant 
“resides” in a particular district 
or (2) defendant “has committed 

acts of infringement and has a 
regular and established place of 
business” there. 28 U.S.C. §1400(b). 
With respect to the second of 
these options, venue is limited 
to “past acts of infringement.” 
Valeant Pharms. N. Am. v. Mylan 
Pharms., 978 F.3d 1374, 1381 (Fed. 
Cir. 2020). Regarding the question 
of what constitutes a “regular and 
established place of business” for 
venue purposes, that question 
considers three requirements: (1) 
there must be a physical place in 
the district; (2) it must be a regular 

and established place of business; 
and (3) it must be the place of the 
defendant. In re Cray, 871 F.3d 
1355, 1360 (Fed. Cir. 2017).

 The District Court’s  
Dismissal in ‘Celgene’  
For Improper Venue

West Virginia-based Mylan Phar-
maceuticals filed an ANDA for 
Celgene’s multiple-myeloma drug, 
Pomalyst. In response, Celgene sued 
Mylan and its parent companies for 
patent infringement in the District 
of New Jersey. Mylan moved to dis-
miss the case for improper venue, 
and that motion was initially denied 
without prejudice to allow the par-
ties to engage in venue-related 

discovery. After two years of discov-
ery, Mylan renewed its motion to dis-
miss, and the district court granted 
that motion. Celgene appealed.

While the first prong of the venue 
analysis was inapplicable, because 
Mylan did not “reside” in New 
Jersey, the question was whether 
Mylan had “committed acts of 
infringement and has a regular and 
established place of business” in 
the state. On these points, Celgene 
argued that Mylan had employees 
in the state of New Jersey suffi-
cient to constitute a “regular and 
established place of business,” and 
that Mylan’s alleged infringement 
occurred in New Jersey.

 The Federal Circuit in  
‘Celgene’ Addresses Venue  
In ANDA Cases

At the Federal Circuit, Celgene 
raised two primary arguments in 
support of its position that Mylan 
committed acts of infringement in 
New Jersey that would satisfy the 
venue requirement. First, Celgene 
argued that the act of infringement 
stemming from the ANDA submis-
sion is in essence a nationwide 
infringement, since the generic 
drug would ultimately be marketed 
and sold nationally. Celgene, at 9. 
As such, Celgene argued that the 
effects of the ANDA submission 
would be “felt” in New Jersey. Id. 
The Federal Circuit rejected this 
argument, noting its recent deci-
sion in Valeant v. Mylan, which 
held that venue must be based 
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In the end, the case serves as 
guidance for ANDA litigants re-
garding the narrow definition of 
“acts of infringement” for venue 
purposes.



on past acts of infringement—the 
ANDA submission to the FDA—and 
not “wherever future distribution 
of the generic is contemplated.” 
Valeant, 978 F.3d at 1378-79.

Second, Celgene argued that the 
paragraph IV notice letter Mylan 
sent from West Virginia to Cel-
gene’s headquarters in New Jer-
sey constituted an act of infringe-
ment in New Jersey, because the 
notice letter is mandatory and an 
“essential part of the ANDA sub-
mission.” Celgene, at 9. The Federal 
Circuit also rejected this argument, 
because the plain language of the 
patent infringement statute, 35 
U.S.C. §271(e)(2), requires that the 
infringing act is the ANDA “appli-
cation,” which creates the right to 
commence suit. The Federal Cir-
cuit further explained that it is the 
submission of the ANDA itself that 
constitutes the act of infringement 
for venue purposes, rather than 
acts related to the submission of 
the ANDA (such as, e.g., the notice 
letter).

In further support of this result, 
the Federal Circuit explained that 
various statutes and regulations 
treat the infringing ANDA submis-
sion and the notice letter as two 
separate and distinct acts. Id. at 
11. For example, the initial ANDA 
submission to the FDA requires 
the applicant to state that it “will 
give notice” and that such notice 
“shall be given not later than 20 
days after” the date that the FDA 
confirms the filing of the ANDA. 

21 U.S.C. §§355 (j)(2)(B)(i), (ii)(I); 
21 C.F.R. §314.95(b)(1). Further, 
the notice letter itself is required 
to state that an ANDA “has been 
submitted” and the applicant is 
not required to send a copy of 
the notice letter to the FDA. 21 
C.F.R. §§314.95(c)(1), (e). Thus, 
the Federal Circuit held that the 
sending and receipt of the notice 
letter does not constitute an act 
of infringement, because that act 
occurs after, and separate and 
apart from, the submission of the 
ANDA itself.

 Regular and Established  
Place of Business

Regarding the question of what 
constitutes a “regular and estab-
lished place of business” for venue 
purposes, although Mylan and its 
parent companies did not have a 
fixed, physical presence in New 
Jersey, Celgene argued that cer-
tain employees resided in New 
Jersey and that a now-defunct 
Mylan entity once maintained an 
office in the state. Celgene, at 13. 
Focusing on the requirement that 
a “regular and established place 
of business” must be a place “of 
the defendant,” the Federal Cir-
cuit applied the analysis from its 
prior decision in In re Cray, and 
concluded these were merely 
homes of Mylan employees rath-
er than a regular and established 
place of business of Mylan itself. 
Further, there was no indication 
that Mylan required or instructed 

those employees—only 17 of tens 
of thousands of employees—to live 
in New Jersey, or that Mylan oth-
erwise restricted employees from 
moving out of the state once there. 
Id. at 13-14. Thus, the Federal Cir-
cuit concluded Mylan did not have 
a regular and established place of 
business in New Jersey.

Conclusion

Ultimately in this case, because 
the Federal Circuit agreed with 
the district court that the act of 
infringement was the ANDA sub-
mission—not the notice letter—
and that Mylan itself did not have 
a regular and established place of 
business in New Jersey, the Federal 
Circuit affirmed the dismissal for 
improper venue. In the end, the 
case serves as guidance for ANDA 
litigants regarding the narrow defi-
nition of “acts of infringement” for 
venue purposes. Only the ANDA 
submission to the FDA—and not 
the sending of a notice letter or 
other subsequent acts—will con-
stitute infringing acts for venue 
purposes in connection with 
Hatch-Waxman litigation.
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