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Pending before the Court is a motion to dismiss and/or transfer filed by Defendants
Handa Pharmaceuticals, Inc. (“Pharmaceuticals, Inc.”), Handa Pharma, Inc. (“Pharma, Inc.”),
Handa Pharmaceuticals, LLC (“Pharmaceuticals, LLC”), and Handa Neuroscience, LLC
(' :uroscience” and, together with Pharmaceuticals, Inc., Pharma, Inc., and Pharmaceuticals,
LLC “Defendants”) (D.I. 9). Defendants move to dismiss the claims brought by Plaintiff
Novartis . .armaceuticals Corporation (“Novartis” or “Plaintiff””) against Pharmaceuticals, Inc.,
Pharma, Inc., and Pharmaceuticals, LLC pursuant to Federal Rule of Civil Procedure 12(b)(6),
and to dismiss the claims against Neuroscience under Federal Rule of Civil Procedure 12(b)(3).
(Id) Al 1 ively, Defendants request that the Court transfer this matter in full to the Northern
D rict of California under ~3 U.S.C. §§ 1404(a) and 1406(a). (Id.)

The parties submitted briefing (see D.I. 10, 16, 27) and accompanying exhibits, as well as

regardii  ipplemental authority and subsequent developments (see D.I. 35-37, 39-40,
42-43, 45-46). The Court held a  econference on January 24, 2022 to hear arg.___:nt from the
parties. (D.I. 44) (“Tr.”)

Having considered the parties’ filings and arguments, and for the reasons stated below,
the Court will deny with prejudice Defendants’ motion as it pertains to the claims against
Pharmaceuticals, Inc., Pharma, Inc., and Pharmaceuticals, LL.C, as well as Defendants’ request to
transfer this case. It will deny Defendants’ motion as it pertains to the claims against
Neuroscience without prejudice to renew upon completion of venue-related discovery.

L. BACKGROUND
This case arises out of Neuroscience’s submission to the U.S. Food and Drug

Administration (“FDA”) of NDA No. 214962 (*NDA”), which seeks to market a version of






Phi aceuticals, Inc.,the | ntcc pany of the other
corporation with its principal place of business in Taiwan. (/d Y 3) Pharma, Inc. and
Ph  iceuticals, LLC are Delaware ¢« panies, while Neuroscience is a California company.
(Id. 94-6) . three subsidiaries have their principal place of business in San Jose, California,
where they share an office. (Id. Y 4-6, 13)

Pharmaceuticals, LLC was founded in 2005 by Dr. Fangyu Liu. (See D.I. 16 at 3) In
2016, Pharmaceuticals, LLC joined with a Taiwanese company to bring Handa public. (See id.)
(uat parent cc  pany is Pharmaceuticals, Inc.; at the time, Phi  aceuticals, LLC became a U.S.
subsidiary. (See id.) Today, Pharmaceuticals, Inc. is Handa’s headquarters and global research
and development center, and Pharmaceuticals, LLC leads Handa’s generics business. (D.I. 1
112)

Both Neuroscience and Pharma, Inc. were created in July 2020. (Id. §19; D.1. 16 at 5)
<fendants assert that Neuroscience is responsible for Handa’s new central nervous system drug
products (see . .I. 10 at 3), but Novartis alleges Neuroscience is “an empty shell with no
approved products, no revenue, no employees, and no money” (D.I. 16 at 5). Defendants
contend that Pharma, Inc. is a “mere holding company for the U.S. subsidiaries” (D.I. 10 at 2),
but Plaintiff al jes “Pharma, Inc. is responsible for business development, intellectual pro; ty,
and r  llatory affairs” of Handa (D.I. 1 § 12).

In August 2020, Pharmaceuticals, LLC transferred the NDA and related rights to
Neuroscience. (See ...I. 16 at 5; _.1. 10 at 3) A securities filing from the same month, however,
states that the parent company (Pharmaceuticals, Inc.) “still has substantial control over the
product development progress and future benefits.” (D.I. 20-1 Ex. 34) While Defendants

contend that Neuroscience bought the NDA from Pharmaceuticals, LLC for fair market value



L 10-1 1( YD, > i the “invol ey ( I. 16
at 5). On December 18, 2020, Neuroscience submitted the NDA to FDA, where it remains under
review. 7 L. 1921; Cary Decl.  11-12)

Novartis alleges that all four Defendants “acted collaboratively in the preparation and
submission of” Handa’s application, and further that all four “will work in concert with one
another to make, use, offer to sell, and/or sell” Handa’s proposed product. (D.I. 1§ 10) Novartis
notes, for example, that Pharmaceuticals, LLC corresponded with FDA in advance of submitting
tl application and contracted with third parties to prepare test batches of the product and to
conduct stability and other tests to be included as part of the application. (See D.I. 16 at 3)
Additionally, Pharmaceuticals, LLC is listed at various points in the NDA as the “applicant.”

(Id. at 6) Novartis also contends that Defendants are under common control, noting that Dr. Liu
serves the Handa constituent companies in all the following capacities: “President” and
“Chairman of the Board of Directors” of Pharmaceuticals, Inc.; “the President” of Pharma, Inc.;
“the M ager” of Pharmaceuticals, LLC; “the CEO and agent for the service of process” for
Neuroscience; and the named inventor on patents purportedly covering Handa’s product. (D.I. 1
9 14-16)

Defendants seek dismissal of the claims against Pharmaceuticals, Inc., Pharma, Inc., and
Phar ceuticals, LLC, arguing none of these entities is a “submitter” of the NDA at issue. They
also seek to dismiss the claims against Neuroscience on the ground that venue is improper in this
L.strict with respect to Neuroscience. Alternatively, .. fendants urge the _ourt to transfer this

case to the Northern District of California, where the parties have agreed venue is proper.



II. t* STANDA... 3

A. Motion .y Dismiss Pursuant . v Rule 12(b)(6)

Evaluating a motion to dismiss under Federal Rule of Civil Procedure 12(b)(6) requires
the Court to accept as all material allegations of the complaint. See Spruill v. Gillis, 372
F.3d 218, 223 (3d Cir. 2004). “The issue is not whether a plaintift will ultimately prevail but
whether the claimant is entitled to offer evidence to support the claims.” In re Burlington Coat
Factory Sec. Litig., 114 F.3d 1410, 1420 (3d Cir. 1997) (internal quotation marks omitted).
Thus, the Court may grant such a motion to dismiss only if, after “accepting all well-pleaded
allegations in the complaint as true, and viewing them in the light most favorable to plaintiff,
plaintiff is not entitled to relief.” Maio v. Aetna, Inc., 221 F.3d 472, 481-82 (3d Cir. 2000)

(in nal quotatior ks tted).

The Court, however, is not obligated to accept as true “bald assertions,” Morse v. Lower
A ion Sch. Dist., 132 F.3d 902, 906 (3d ~ r. 1997) (internal quotation marks omitted),
“unsupported conclusions as ~ unwarranted inferences,” Schuylkill Energy Res., Inc. v. Pa.
Power " Light Co., 113 F.3d 405, 417 (3d Cir. 1997), or allegatic  that are “self-evidently
false,” Nami v. Fauver, 82 F.3d 63, 69 (3d Cir. 1996).

B. Motion . v Dismiss Pursuant To Rule 12(b)(3)

Generally, “venue provisions are designed, not to keep suits out of the federal courts, but
merely to allocate suits to the most appropriate or convenient federal forum.” Brunette Mach.
orks, Ltd. v. Kockum Indus., Inc., 406 U.S. 706, 710 (19 _,. A party believing it has been sued
in an improper federal venue may move to dismiss or transfer venue under Rule 12(b)(3). See
also 28 U.S.C. § 1406(a) (stating that court granting Rule 12(b)(3) motion based on improper

venue “shall dismiss, or if it be in the interest of justice, transfer such case to any district or



div on in which it could ha L brought™). Wher 1cha tion is filed, the Cor ust
de mine whether venue is proper in accordance with the aj , icable statutes. See Albright v.
/20 Assocs., Inc. W V7 1765340, *3 — L July 31, 102).

In a patent infringement action, venue is governed solely and exclusively by the patent
venue statute, 28 U.S.C. § 1400(b). See TC Heartland LLC v. Kraft Foods Grp. Brands .~ °,
137 S. Ct. 1514, 1516 (2017). Section 1400(b) provides that a patent infringement action may be
brought only “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.”

ierally, “it is not necessary for the plaintiff to include allegations in his complaint
showing that venue is proper.” Great W. Mining & Min. Co. v. ADR Options, Inc., 434 F. App’x
83, 86-87 (3d Cir. 2011). However, “upon motion by the Defendant challenging venue in a

case, the Plaintiff bears the burden of establishing proper venue.” Inre ZTE (USA) Inc.,

890 F.3d 1008, 1013 (Fed. Cir. 2018). The Court will accept any venue-related allegations in the
complaint as true unless they are contradicted by the defendant’s evidence. See Bockman v. First
Am. Mktg. Corp., 459 F. App’x 157, 158 n.1 (3d Cir. 2012); In re First Solar, Inc. Derivative
"t ,2013 WL 817132, at *2 (D. Del. Mar. 4, 2013). In addition, the Court may consider
affidavits submitted by the plaintiff. See Bockman, 459 F. App’x at 161.

C. Motion To Transfer

Pursuant to 28 U.S.C. § 1404(a), a district court may transfer any civil action to any other
district where the action might have been brought, for the convenience of the parties and
witnesses and in the interests of justice. Congress intended through Section 1404 to place
discretion in the district court to adjudicate motions to transfer according to an individualized,

case-by-case consideration of convenience and the interests of justice. See Stewart Org. v. Ricoh



Corp., 487 U.S. 22, 29 (1988); Affymetrix, Inc. v. Synteni, Inc., 28 F. Supp. 2d 192, 208 (D. Del.
19¢

Unless the balance of convenience strongly favors transfer, the plaintiff’s choice of
fon  should prevail. See Shutte v. Armco Steel Corp., 431 F.2d 22, 25 (3d Cir. 1970). Thus, “a
transfer is not to be liberally granted.” Id. (internal quotation marks omitted). The deference
afforded a plaintiff’s choice of forum will ordinarily apply as long as a plaintiff has selected the
fon forsc :legitimate reason. See, e.g., Medtronic, Inc. v. Boston Sci. Corp., 587 F. Supp.
2d 648, 654 (D. Del. 2008); Cypress Semiconductor Corp. v. Integrated Cir. Sys., Inc., 2001 WL
1617186, at *2 (D. Del. Nov. 28, 2001). It follows that “transfer will be denied if the factors are
evenly balanced or weigh only slightly in favor of the transfer.” Angiodynamics, Inc. v. Vascular
Sols., Inc.,2010 WL 3037478, at *2 (D. Del. July 30, 2010) (internal citations omitted).

Although “there is no definitive formula or list of the factors to consider” in assessing
whether to transfer, typically a series of private and public interests are evaluated. See Jumara v.
State Farm Ins. Co., 55 F.3d 873, 879 (3d Cir. 1995). The private interests include:
(1) plaintiff’s for  preference as manifested in the original choice; (2) defendant’s preference;
(3) whether the claim arose elsewhere; (4) the convenience of the parties as indicated by their
relative | 1 cal and financial condition; (5) the convenience of the witness:  but only to the
extent they may actually be unavailable for trial in one of the fora; and (6) the location of books
and records (similarly limited to the extent that the files could not be produced in the alternative
fon . Seeid The public interests include: (1) the enforceability of the judgment; (2) practical
considerations that could make the trial easy, expeditious, or inexpensive; (3) the relative

administrative difficulty in the two fora resulting from court congestion; (4) the local interest in









irch and ¢ o) it ating to tl \. wee -.I.1 .., Inparticular »vartis alleges

that Pharmaceuticals, Inc. manufactured a pilot batch of the NDA product in 2018. (Id 17)

Asto Ph: |, Inc., Plaintiff argues that Handa’s pursuit of its NDA | »duct has required
all of Pharma, Inc.’s functions, which are — as alleged in the Complaint — “business development,
in lectual property, and regulatory affairs” (id. § 12). (See Tr. at 59) Moreover, Novartis
alleges that, in submitting the NDA, Neuroscience “acted as an agent for and at the direction and
control of . . . Pharmaceuticals, Inc., including through its other agent[] Handa Pharma, Inc. [i.e.,
Pharma, Inc.].” _.I. 1 §22) ..clatedly, Novartis asserts that the disclosure in the securities
filing describing Pharmaceuticals, Inc.’s “substantial control” (D.I. 20-1 Ex. 34) over Handa’s
NDA product implicates Pharma, Inc., too, as Pharma, Inc. is “the intermediary necessary to

tert ‘substantial control’” (D.I. 16 at 11-12; see Tr. at 41).

As to Pharmaceuticals, LLC, Novartis alleges it is responsible for Handa’s generics
busi s (D.I. 19 12), that it corresponded with the FDA before the NDA was submitted, and
that it was listed at various times in the NDA as the “applicant” (see D.I. 16 at 3, 6). Novartis
also claims that Neuroscience acquired the NDA on credit and suggests Pharmaceuticals, LLC
will not get paid until sales of the NDA product begin. (See id. at 12) Moreover, Novartis
asserts that both Pharmaceuticals, LLC and Pharmaceuticals, Inc. contracted with third  :ies
for test batches of the product and to conduct various tests to be included as part of the NDA.
(See id. at 3) Finally, Plaintiff points to financial statements stating that the Handa Group is
“essentially a continuation of the legal subsidiary Handa Pharmaceuticals, LLC [i.e.,
Pharmaceuticals, LLC].” (/d. at 12) (citing, e.g., D.I. 20-1 Ex. 31 at 68, Ex. 32 at 70, Ex. 33 at

65)
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Additionally, while insufficient on its own to confer “submitter” status to the thr
_ 2 dants pressing this portion of the motion, there is ample evidence that they are all part of
the same corporate f  ly as Neuroscience. For example, Novartis points to common control of
De lants by ... Liu as well as the subsidiaries’ shared office. <e Cephalon, Inc. v. Watson
Pharms., Inc., 629 F. Supp. 2d 338, 349 (D. Del. 2009) (“Parties ‘actively involved’ in preparing
the ANDA are deemed to have ‘submit[ted]’ the ANDA, regardless of whether they are the
named appli- 1it; this is especially true where the parties involved are in the same corporate
family.”); see also Otsuka Pharm. Co. v. Hetero USA, Inc., ~~~ ) WL 6822971, at *2-3 (D. Del.
Nov. 20, 2020) (upholding complaint against “vertically integrated” non-filer that “share[d] one
or more common corporate directors” with filer; parties constituted “a unitary entity and
op _d] as a single integra | business with respect to the regulatory approval, manufacturing,
marketing, sale and distribution of generic pharmaceutical products;” and non-filer would
“work[] in unison” with filer, including after FDA approval). This provides additional support
for the " urt’s conclusion.

In sum, the Court disz ___es with Defendants that Plaintiff has “‘lump[ed] multiple
defendants together without providing allegations of individual conduct.”” (See D.I. 10 at 6)
(quoting Adverio, 2019 WL 581618, at *6) Rather, Plaintiff has pled facts with sufficient
specificity to support its plausible allegations that each Defendant actively participated in the
preparation of the NDA and intends to benefit from its approval. Accordingly, Pharmaceuticals,
Inc., . .iarma, Inc., and . .armaceuticals, LLC are proper defendants in this lawsuit. ..e Court

will deny the motion as it pertains to the claims against these three Defendants.?

2 The declaration of Stephen Cary, Pharma, Inc.’s Chief Operating Officer, which Defendants
urge i Court to consider, does not alter the Court’s conclusion. (See Tr. at 23) (pointing
specifically to Cary Decl. § 15) First, as Plaintiff points out, the Court cannot consider this

11



. Venue Under § 1400(b)

Neuroscience seeks to dismiss the claims against it on the ground that venue is improper
in this District.> Novartis does not dispute that Neuroscience neither resides in nor has a regular
and established place of business in Delaware. (See D.I. 1 9 6) (alleging that Neuroscience is
California company with its principal place of business in California) Instead, Novartis argues
venue is proper because (1) Handa is using Neuroscience to manipulate venue, and (2) piercing
the corporate veil to find venue in Delaware is warranted here.

1. Manipulation of Venue

First, Novartis argues that Handa created Neuroscience solely to escape venue in this
District, asserting that “an experienced litigant like Handa would know [that] Hatch-Waxman
litigation was likely” at tt  time it created Neuroscience. (D.I. 16 at 14) In a sworn declaration,
however, Defendants provide an explanation for the creation of Neuroscience in July 2020, nine
months before Novartis filed the Complaint. (See Cary Decl. § 7) Handa purportedly

nized to separate its generic and brand interests, and in the process assigned respor 1 "'ty
to Neuroscience for new central nervous system drug products. (/d.; see also Tr. at 20)

Handa also cho  to incorporate Neuroscience in Californiat a it is the state of

Handa’s “nerve center.” (See D.I. 27 at 4-5) Defendants argue that, even if this decision were

de in order to avoid being sued outside of California, business entities are entitled to consider

¢ laration in connection with the Rule 12(b)(6) motion to dismiss without converting it into a
motion for summary judgment — which Defendants have not requested doing. (See id. at 50)
Second, even if the Court were to consider the declaration, it would still reach the same
conclusion, given its duty at this stage to view the allegations in the Complaint in the light most
favorable to Plaintiff.

3 Defendants do not dispute that venue as to the other three Defendants is proper. (See D.I. 16 at
12)
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ich © to when choosii their state of incorporation. See Cradle IP, LLC v. Tex. Instruments,
Inc., """ F. Supp. 2d 696, 699 (D. Del. ~ 113). Further, they argue this case can be distinguished
from In re Samsung Electronics Co., Ltd., 2 F.4% 1371, 1377 (Fed. Cir. 2021), and the others on
which Novartis relies, in which the plaintiff, rather than the defendant, was accused of
manipulating venue. See id. at 1377 (“[I]n ascertaining proper venue, we are not bound by a
plaintiff’s efforts to manipulate venue.”) (emphasis added). As Novartis noted at the hearing,
however, a Hatch-Waxman suit is unique in that the applicant “gets the ball rolling” — that is, the
applicant (accused infringer) files an application with FDA knowing it will almost certainly
trigger a process that leads to a lawsuit against it. (Tr. at 53) The Court agrees with Novartis
that, in the context of this Hatch-Waxman suit, the rationale underlying In re Samsung has at
least some application to Defendants here.
Notwithstanding this conclusion, the Court is unable to make a finding, on the record
presently before it, that Handa created Neuroscience solely to escape venue. As the Court will
e , ain in further detail below, before it can make such a finding, it will provide Nov. s an
opportunity to take venue-related discovery.
2. Piercing the Corporate Veil
S nd, Novartis argues Ha " \’s corpora veil should be pierced and, on this basis, too,
:uroscience should be required to litigate in this District with the other Handa compan .. See
Minn. Mining & Mfg. Co. v. Eco Chem, Inc., 757 F.2d 756, 1265 (Fed. Cir. 1985) (“[P]iercing

the cc | irate veil is appropriate in order to establish venue under the patent venue statutes.”).
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oup. (Mathiet ~ :cl. 949-60) He ass: ; that Dr. Liu and the companies he controls

(Pharmaceuticals, Inc., Pharma, Inc., and Pharmaceuticals, LLC) dominate and control

roscien  (Id. ,, 61-69) He further explains that Neuroscience has no employees and
appears not to pay for work by employees of other companies. (/d. 4 70-85) Neuroscience also
purportedly has no c...cers and directors who are not also officers and directors of other Handa
companies. (/d. 9 39-44, 87) Additionally, Mr. Mathieu states that Handa shuttles money

igtl dif entce | n ;and fails to obser corporate formalities. (/d. Y 35-36, 47, 51-

53, 58, 63-65, 80-86)

More broadly, Novartis argues that Defendants aim to shield culpable parties from
liability (see D.I. 16 at 16) and all: . that Defendants are searching for a court to provide them
with inconsistent results with respect to the 405 patent (see Tr. at 57; see also id. at 54 (“[T]his
comes against the backdrop of Novartis litigating these patents; especially the *405 patent in this
district for years successfully. And Handa sees that going on. And then after 15 years in the
United States of doing business through a Delaware entity, all of a sudden [it] creates a
California entity . . .. It looks to us that the facts are clear that this is all about manipulation.”)).

Defendants respond that “[d]ismissing this action and allowing Novartis to proceed in
California where it has filed an identical complaint (or transferring this action to California) is
neither fraudulent, unjust, nor inequitable and does not shield any entity from liability.” (D.I. 27
at 6) As the Court noted in International Business Machines Corp. v. Expedia, Inc., “if the
Motion is granted and [Defendants] are dismissed fr  this case, that does not mean that these
Defendants will be able to ‘shield themselves from infringement’ . . . . Plaintiff could certainly

pursue liability as to these Defendants in another federal district.” 2019 WL 3322542, at *7.
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. mnally, the parties have not identified any reason that the witnesses and documents
would be unavailable in either forum.
As a whole, then, the private interest factors weigh against transfer.
2. Public Interest Factors
efendants argue that the Court should transfer this case to the Northern . .strict to

? &<

obviate the need to resolve the pending disputes regarding the Defendants’ “submitter” status
and whether venue is proper over Neuroscience. (See ...1. 27 at 1) (citing Pfizer Inc. v. Apotex,
Inc.,2009 WL 2843288, at *3 (D. Del. Aug. 13, 2009) (“Courts have routinely held that both
judicial economy and the interest of justice favor transfer where transferring a case would
obviate a substantial question regarding personal jurisdiction.”)) The Court is not persuaded by
Defendants’ reliance on Pfizer. Transferring this case would nof obviate the need for some
“urt to resolve sul  antial jurisdictional questions — including whether Pharmaceuticals, Inc.,
Pharma, Inc., and Pharmaceuticals, LLC are “submitters” under Section 271(e)(2)(A), as well as
the issue of veil piercing, as these issues are — at least according to Novartis — “directly relevant
to the merits,” evidently a reference to corporate state of mind, which may need to be proven as
part of an indirect infringement case. (Tr. at 55) Some federal judge would have to resolve these
issues regardless of where this case proceeds. Thus, practical considerations like judicial
economy do not weigh in favor of transfer.

Nor do the remaining Jumara factors. Plaintiff contends that Delaware is the corporate
“home” for most of the parties, and that Delaware has an interest in adjudicating disputes among

its corporate citizens. (D.I. 16 at 20; see Altera, 842 F. Supp. 2d at 760) In patent infringement

cases, the “local interest” factor is typically neutral, as patent litigation usually does not implicate
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appropriate __Jer follows.
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sta. |bytl Courtduringt econference on January 24, 2022 (see Tr.  15-16).
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