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UNITED STATES INTERNATIONAL TRADE COMMISSION

Washington, D.C.

In the Matter of:

CERTAIN POTASSIUM CHLORIDE Inv. N0. 337-TA-1013
POVVDERPRODUCTS

ORDER NO. 7: AMENDED INITIAL DETERMINATION
GRANTING IN PART AND DENYING IN PART
COMPLAIANTS’ MOTION FOR SUMMARY
DETERMINATION VVITHREGARD TO
RESPONDENTS FIFTH AFFIRMATIVE DEFENSE

(November 23, 2016)

I. Introduction

On September 21, 2016 pursuant to Commission Rule 210.18 and Ground Rule 2.3

(Order No. 2), Complainants Lehigh Valley Technologies, Inc. (“Lehigh”), Endo Global

Ventures (“Endo Global”), Endo Ventures Limited (“Endo Ventures”), and Generics Bidco I,

LLC (d/b/a Par Phannaceutical and Qualitest Phannaceuticals) (“G-enerics”and collectively,

“Complainants”) moved for summary determination to dismiss the Fifth Affinnative Defense

(“SD Motion”), titled “lnvalidity of Complainants’ NDA and Unclean Hands Based On

Misconduct Before FDA (Food and Drug Administration)” (“unclean hands defense” or“ Fifth

Affirmative Defense”) that Respondents Virtus Pharmaceuticals, LLC, Virtus Pharmaceuticals

OPCO II, LLC, and Viva Pharmaceutical Inc. (collectively, “Respondents”), alleged in response

to the Complaint in this Investigation (“Answer”). (Motion Docket No. 1013-003, SD Mot. at 1,

see also Doc. ID No. 588532, Answer at 26-29.).
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The essence of Respondents’ unclean hands or Fifth Affirmative Defense as alleged is

that Complainants improperly transferred the applications for the powder potassium chloride

product at issue in this Investigation (as well as another product) to certain small businesses in a

type of quid pro qua arrangement in order to avoid paying some $2 million dollars in fees to the

FDA. (Answer at 26-29.). Specifically, Respondents allege that Complainant Lehigh was the

original sponsor of the relevant New Drug Application (“NDA”) submitted to the FDA under the

Food, Drug and Cosmetic Act (“FDCA”) for potassium chloride. (Id. at 27.). Lehigh then

transferred these applications to small companies, which had not previously developed any

drugs, but which were then, allegedly, able to obtain User Fee Waivers from the FDA for which

Lehigh allegedly would have been ineligible. (Id.). As Respondents allege, through this

arrangement Lehigh avoided paying more than $2 million in FDA NDA fees. (Id. at 28-29.).

Respondents also claim that the small businesses involved in this allegedly fraudulent

arrangement were actually affiliates of Lehigh’s, or were under Lehigh’s control. (Id. at 28-29.).

According to Respondents’ allegations, after the new drug applications were submitted and

Lehigh had avoided substantial FDA new drug application fees, the small businesses that

obtained the FDA approvals transferred the applications and licenses pertaining thereto back to

Complainants. (Id. at 29.). Respondents say that the NDAs were therefore untrue and invalid.

(Id. at 29.).

II. The Parties’ and Staffs Positions

In their SD Motion, Complainants contend that because Respondents have raised the

substance of their unclean hands defense in a Citizen Petition that was filed with the FDA on

September 13, 2016, the matters Respondents also raise in their unclean hands defense in this

Investigation are within the exclusive jurisdiction of the FDA, and therefore precluded by the
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FDCA. 1 (SD Mot. at 1 (citing 19 C.F.R. § 210.18); Mem. in Support of SD Mot. at 1-2.).

Indeed, Complainants argue that in any case, the Commission has no jurisdiction over such

claims. (Id.). Complainants say that they “vigorously deny the baseless allegations” contained

in Respondents’ Citizen Petition although they chose not to address them substantively in their

SD Motion. (Mem. in Support of SD Mot. at 2-3.).

Complainants also argue that Respondents are attempting to bring unnecessary

complexity to this Investigation by, inter alia, including an unclean hands defense that is

precluded under the FDCA by engaging in a “fishing expedition,” and by adding unnecessary

witnesses to their Witness list. (Id. at 2-3.). Complainants contend that there are no material

facts in dispute, and accordingly, Respondents’ unclean hands or Fifth Affirmative Defense

should be dismissed by summary detennination as a matter of law. (Id. at 3.).

Complainants certify, pursuant to Ground Rule 2.2, that they consulted with Respondents

and Commission Investigative Staff (“Staff”) in an effort to resolve the issues contained in their

SD Motion. (SD Mot. at 1-2.). Complainants report that Respondents said they would oppose

Complainant’s SD Motion while Staff said it would reserve its response Lmtilit reviewed the SD

Motion. (Id. at 1-2.).

On October 3, 2016, Staff filed its response to Complainants’ SD Motion (“Staff

Response”) in which it supports in part Complainants’ SD Motion. (Doc. ID No. 591840, Staff

Resp. at 5-6.). Staff notes that Respondents’ unclean hands defense in its Fifth Affinnative

Defense to this Investigation seems to incorporate two such defenses. (Id. at 3 n.2.).

Accordingly, but only to the extent that Respondents’ unclean hands defense seeks to invalidate

the NDAs, Staff argues that the Commission has no statutory authority or jurisdiction because

1 Complainants included with their SD Motion a Statement of Material Facts (“SMF”) in accordance with
Ground Rule 2.3. (SMF at l-2.).
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only the FDA has the authority to invalidate an NDA under the FDCA. (Id. at 5.). Staff notes

that the FDCA makes clear that NDAs, including decisions to withdraw NDAs, fall within the

jurisdiction of the FDA, subject to review by a U.S. Court of Appeals. 21 U.S.C. § 355. (Id.).

Staff notes conversely that no provision of law gives the Commission any authority over NDAs

(citing 19 U.S.C. § 1337), and that the Commission has only the powers granted to it by statute.

(Id. (quoting Kyocera Wireless Corp. v. Int ’l Trade Comm ’n, 545 F.3d 1340, 1355 (Fed. Cir.

2008) (“The ITC is a creature of statute, and must find authority for its actions in its enabling

statute.”)).). Therefore, Staff argues, that part of Respondents’ unclean hands defense that

pertains solely to the validity of the NDAs should be dismissed and Complainants’ SD Motion

should be granted to that extent. (Id. at 6.).

However, Staff also argues that to the extent that Respondents’ unclean hands defense

also raises a defense to the Complainants’ allegations of Respondents’ violation of Section 337,

then according to Staff, that part of Complainant’s SD Motion should be denied. (Id.).

According to Staffs argument, Section 337 states that “[a]ll legal and equitable defenses may be

presented in all cases.” (Id. at 4 (citing 19 U.S.C. § l337(c)).). Staff notes that an unclean hands

defense has been recognized as a defense at the Commission. (Id. (citing Certain Semiconductor

Chips and Prods. Containing Same, lnv. No. 337-TA-753, Comm’n Op. at 51-55, USITC Pub.

4386 (March 2013) (affirming administrative law judge’s finding that unclean hands barred the

complainant’s claims as to certain patents)).). Staff notes the long-held maxim that any party

that seeks to invoke the power of the Court cannot come before the same Court with unclean

hands. (Id. (citing I’rince.s'sCruises, Inc. v. United States, 397 F.3d 1358, 1369

(Fed. Cir. 2005) (quoting Precision Instr. Mfg. Co. v. Automotive Maintenance Mach. Co., 324

U.S. 806, 814 (1945)).). “The goveming principle is ‘that whenever a party who, as actor, seeks
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to set the judicial machinery in motion and obtain some remedy, has violated conscience, or

good faith, or other equitable principle, then the doors to the court will be shut against him.’”

Keystone Driller C0. v. General Excavator C0., 290 U.S. 240, 244-45 (1933). Although Staff

agrees with Respondents that they have the right to raise, and the Commission must at least

consider, Respondents’ unclean hands defense in this Investigation, Staff takes no position on the

merits of the Respondents’ unclean hands defense. (Id. at 6.). Staff finally notes, with

appropriate authority, that there are circumstances in which an Ll11Cl63.Hhands defense might be

precluded under the FDCA, but the circumstances of this Investigation are not such a case. (Id.

at 7-9.).

On October 3, 2016, Respondents filed their opposition to Complainants’ SD Motion

(“Opposition”). (Doc. ID No. 591850, Opp’n at 1.). Respondents argue that Complainants’ SD

Motion should be denied and agree with Staff that the ITC is required, by statute, to consider all

legal and equitable defenses to alleged violations of Section 337. (Id.). Respondents note that a

defense of unclean hands is a well-recognized defense to a Lanham Act false advertising claim

that can vitiate a Complainant’s claim where, as alleged here, the Complainants have engaged in

bad faith actions that are directly related to the false advertising claims asserted by them. (Id. at

1-2.). Moreover, Respondents argue that the fact that a Citizens’ Complaint is pending before

the FDA does not extinguish, or conflict with, Respondents’ rights to defend itself in this

Investigation with the same unclean hands defense they raised against the FDA in their Citizens’

Complaint. (Id. at 3.).

As part of its opposition to Complainants’ SD Motion, Respondents have incorporated a

lengthy factual narrative that with proof, they intend to show that Complainants engaged in

allegedly inequitable conduct that invalidates their claims in this Investigation. (Id. at 3-7.).
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However, Respondents acknowledge that any decision in this Investigation with regard to the

Section 337 action would not be binding on the FDA. (Id. at 7-8.).

Nonetheless, Respondents argue that Complainants cannot possibly deny that inequitable

conduct or “unclean hands” is a proper defense to their allegations against Respondents of false

advertising in this Investigation. (Id. at 9.). As Respondents note, one of the Complainants,

Generics, was originally a defendant in a federal false advertising case in which the defense of

unclean hands was asserted in response to a claim very similar to that alleged in this case. (Id.

(citing Mut. Pharm. C0. v. Watson Pharm., Inc., No. CV 09- 5700 PA (RCX), 2009 WL

3401117, at *1 (C.D. Cal. Oct.l9, 2009)).). In that case, Generics and others were accused of

selling the unapproved prescription drug colchicine and “falsely advertising their . . . products as

being approved by the FDA.” (Id.). Respondents note that in denying a preliminary injunction,

the Court explained that the claims of false advertising were precluded by the defense of unclean

hands:

The equitable defense of unclean hands is applicable to actions under the
Lanharn Act, including actions seeking injunctive relief. Unclean hands
has been applied to bar relief specifically in false advertising cases. In this
instance, the evidence indicates that almost up to the moment they
commenced this action, they were engaged in precisely the same activity
over which they now seek to enjoin their competitors, including the
competitor that previously provided Plaintiffs with their colchicine. Under
these circtunstances, to issue the preliminary injunction requested by
Plaintiffs would be inequitable.

(Id. at l0 (quoting Mut. Pharm. Co., 2009 WL 3401117, at *5 (internal citations omitted).).

In a similar vein, Respondents note that the Supreme Court has recognized that “[a]

defense cannot possibly be adjudicated separately from the plaintiff’ s claim to which it applies.”

(Id. at 12 (citing Reiter v. Cooper, 507 U.S. 258, 265 (1993).).
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HI. Discussion And Order

Complainants and Staff agree that under Commission Rule 210.18(a), any party may

move for summary determination upon all or any part of the issues to be determined in an

investigation. See 19 C.F.R. § 2lO.l8(a). (Mem. in Support of SD Mot. at 5; Staff Resp. at 3.).

Pursuant to Commission Rule 2lO.l8(b), the moving party is entitled to summary determination

if the pleadings, discovery, and affidavits show that there is no genuine issue as to any material

fact and that the moving party is entitled to such detennination as a matter of law. 19 C.F.R.

§ 21O.18(b). (Id.). Summary determination is much like summary judgment before Federal

Courts pursuant to Federal Rule of Civil Procedure 56. Certain Electronic Devices with Image

Processing Sys., Components Thereof and Associated Sofiware, lnv. No. 337-TA-724, Order

No. 29, 2011 WL 1336531, at *2 (Mar. 11, 2011). As the moving party, Complainants bear the

initial burden of establishing that there is no genuine issue of material fact, and that they are

entitled to judgment as a matter of law. (Staff Resp. at 3 (citing Celotex Corp. v. Catrett, 477

U.S. 317, 323 (1986)).). When such an initial showing is established, the burden shifts to the

opposing party, who “must set forth specific facts showing that there is a genuine issue for trial.”

(Id. (citing Anderson v. Liberty Lobby, Inc., 477 U.S. 242, 256 (l986)).).

In this case, Respondents have submitted a well-recognized, unclean hands defense to the

Complainants’ Section 337 and Lanham Act claims. Even if the Commission has no authority to

decide the validity of the NDA at issue because that authority resides exclusively within the

jurisdiction of the FDA, Respondents have a right to defend themselves in this Investigation,

consistent with practice in the Commission in a 337 Investigation. There is nothing in

Respondent’s unclean hands or Fifth Affirmative Defense which even suggests that the

Commission would have the jurisdictional authority to rule on the validity of any of the
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Complainants’ NDAs. Nonetheless, there is a factual dispute with regard to the facts underlying

their unclean hands defense as Respondents allege in their Fifth Affirmative Defense insofar as

that defense pertains only to the Complainants’ Section 337 and Lanham Act claims against the

Respondents.

Accordingly, for the foregoing reasons, that part of Complainants’ summary

determination motion, that is Motion Docket No. 1013-003, with regard to Respondents’ Fifth

Affirmative Defense that pertains solely to the validity or invalidity of any of the Complainants’

NDAs, or any similar determination that would fall under the exclusive jurisdiction of the FDA,

is granted. However, to the extent that Respondents’ Fifth Affirmative Defense raises a

legitimate defense to Complainants’ Section 337 and Lanharn Act claims against Respondents,

Complainants’ summary determination motion is denied. Moreover, Respondents are entitled to

any relevant discovery necessary to prove their Fifth Affirmative Defense as it pertains to the

claims in this Investigation within the jurisdiction and statutory authority of the Commission.

This Initial Determination is hereby certified to the Commission. Pursuant to 19 C.F.R.

§ 2l0.42(h), this Initial Determination shall become the determination of the Corrunission unless

a party files a petition for review of the Initial Determination pursuant to 19 C.F.R. § 210.43(a),

or the Commission orders on its own motion a review of the Initial Determination or certain

issues herein pursuant to 19 C.F.R. § 210.44.

Within seven (7) business days of the date of this document, each party shall submit to

the Office of the Administrative Law Judges a statement as to Whether or not2 it seeks to have

any confidential portion of this docmnent deleted from the public version. Any party seeking

redactions to the public version (s) must submit to this office two (2) copies of a proposed public

2This means that parties that do not seek to have any portion redacted are still required to submit a statement to this
effect.
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version of this document pursuant to Ground Rule 1.10 with red brackets clearly indicating any

portion asserted to contain confidential business information.

The parties’ submissions may be made by facsimile and/or hard copy by the

aforementioned date. In addition, an electronic courtesy copy is required pursuant to Ground

Rule 1.3.2. The parties’ submissions concerning the public version of this document need not be

filed Withthe Commission Secretary.

SO ORDERED. ‘_ ‘/
" /.' i

I;
Mar Joan cNamara
Administrative Law Judge
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