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PRELIMINARY STATEMENT

Pursuant to Rule 12(b)(1), (b)(3) & (b)(6) of the Federal l~ules of Civil Procedure,

defendants United States Department of Justice (DO J) and United States Department of Health

and Human Services Office of the Inspector General (HHS-OIG), through undersigned counsel,

respectfully move this Court to dismiss the Amended Complaint filed by plaintiff Stryker

Corporation (Stryker) for lack of subject matter jurisdiction, improper venue, and failure to state

a claim upon which relief could be granted.

On February 22, 2008, HHS-OIG issued an administrative subpoena to Stryker Seeking

documents relating to an investigation by HHS-OIG and DOJ into allegations that Stryker

violated the Anti-Kickback Statute, 42 U.S.C. § 1320a-7(b)(2), and the False Claims Act (FCA),

31 U.S.C. § 3729, et se__c_q, by paying money and providing other things of value to orthopedic

surgeons and healthcare-institutions as inducements to use Stryker’s orthopedic medical devices

in surgeries covered by Medicare. The subpoena required production of all responsive

documents by April 28, 2008. However, now - eight months after the subpoena was issued -

Stryker still has not complied. Instead, Stryker asked the government to delay seeking judicial

enforcement of the subpoena, and then filed this improper pre-enforcement action in an apparent

attempt to frustrate the government’s investigation into the company’s conduct.

At the outset of this motion, it is important to be clear about what Stryker does not allege

in its Amended Complaint. Stryker does not challenge HHS-OICr’s statutory authority to

investigate the company’s conduct. Stryker does not allege that the government’s investigation is

without merit. And Stryker does not allege that the investigation is somehow barred by the

company’s Non-Prosecution Agreement with the United States Attorney’s Office (USAO) for the

District of New Jersey. Instead, Stryker’s allegations are limited to the breadth of the subpoena

and the government’s refusal to narrowits scope.



Assuming that the skeletal allegations in Stryker’s five-page complaint satisfy even its

basic pleading obligations, the Amended Complaint nevertheless fails as a matter of law for at

least four reasons. First, it is black-letter law that the exclusive forum for challenging an

administrative subpoena is an enforcement action filed by the government. The Supreme Court

and Third Circuit have consistently rejected attempts to quash administrative subpoenas initiated

before the government seeks judicial enforcement. See., e._~., Reisman v. Caplin, 375 U.S. 440

(i964); Shea v. Office of Thrift Supervision, 934 F.2d 41, 46 (3d Cir. 1991) ("[W]e hold that this

court does not have jurisdiction to review the agency’s refusal to quash or modify the

subpoena."). In this case, Stryker will have a full and fair opportunity.to raise any objections to

the administrative subpoena in the enforcement action properly filed by the government in the

Western District of Michigan. Therefo/e, none of the claims that Stryker asserts in this pre-

enforcement action are appropriate for judicial review.

Second, to the extent Stryker seeks to assert affirmative claims for equitable relief, its

action is barred by the doctrine of sovereign immunity. In its Amended Complaint, Stryker does

not - and cannot - identify any waiver of sovereign immunity that might permit this action. No

federal statute waives sovereign immunity with respect to pre-enforcement challenges to

administrative subpoenas.

Third, even if Stryker’s claims were actionable, New Jersey is not a proper venue to assert

them. No party to this action resides in New Jersey, and none of the events giving rise to this

action took place in New Jersey. The subpoena was issued out of the HHS-OIG regional office

covering Michigan, was served by an HHS agent based in Michigan, and required Stryker to

produce the responsive documents in Michigan,
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Fourth, even if this Court had jurisdiction and venue, Stryker’s claim for abuse of process

fails to state a claim upon which relief can be granted. The subpoena at issue in this case was

issued by HHS-OIG - not a court. Thus, when Stryker filed this pre-enforcement action, the

government had not yet availed itself ot:the court’s process, and therefore could not have abused

that process. Moreover, Stryker does not allege any ulterior motive the government might have

had in issuing the subpoena, aside from a bald assertion that the government intended to "harass

and harm" Stryker. And Stryker has not alleged any act in furtherance of such a motive.

At this time, Stryker still has not produced documents responsive to the subpoena, refuses

to agree to any production schedule, and has declined to enter into a tolling agreement. Thus,

with every day that passes, the government risks losing claims to the statute of limitations.

Given the patent infirmlties in Stryker’s Amended Complaint, it appears clear that the company’s

only motivation in filing this action was to delay the government’s legitimate efforts to enforce

the subpoena and distract the government from its in~cestigation into Stryker’s conduct. Under

these circumstances, even if this action were not subject to dismissal as a matter of law (which it

is), the Court should exercise its discretion to defer to the enforcement action currently pending

in the Western District of Michigan.
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BACKGROUND

I. STATUTORY FRAMEWORK .

A.    The Inspector General Act

The Inspector General Act of 1978 (the "Act"), as amended, creates independent

Inspectors General in HHS and other federal agencies, who are responsible for overseeing the

integrity of agency programs and the conduct of agency contractors and other recipients of

agency funds. See 5 U.S.C. app. 3 § 1, et se__q.; Burlington N. R.R. Co. v. Office of Inspector

Oen., R.R. Retirement Bd., 983 F.2d 631,634-35 (Sth Cir. 1993); Adair v. Rose Law Firm, 867

F. Supp. 1111, 1115 (D.D.C. 1994). Under the Act, the duties of the HHS-OIG include: (i)

preventing and detecting fraud and abuse in HHS programs and operations, 5 U.S.C. app. 3 §

4(a)(3); (ii) conducting, supervisi’ng, and coordinating audits and investigations relating to HHS

programs and operations, id. § 4(a)(1); (iii) helping identify and prosecute those participating in

defrauding HHS programs, id. § 4(a)(4)(B); and (iv) identifying deficiencies in the administration

of HHS programs and recommending corrective action. Id. § 4(a)(5).

To enable the Inspector General to carry out these statutory duties and responsibilities, the

Act expressly confers upon the Inspector General broad subpoena power:

In addition to the authority otherwise provided by this Act, each Inspector
General, in carrying out the provisions of this Act, is authorized.., to
require by subpena [sic] :the production of all information, documents,
reports, answers, records, accounts, papers, and other data and
documentary evidence necessary in the performance of the functions
assigned by this Act ....

Id. § 6(a)(4); Burlington, 983 F.2d at 641 ("[T]he Inspector General Act of 1978 gives Inspectors

General broad - not limited - investigatory powers.") (emphasis original); Claxton v. Soc. Secl

Admin_____~., 2008 WL 161594, at *2 (E.D. Mich. Jan. 15, 2008) ("[T]he SSA-OIG has broad
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authority to issue subpoenas ...."). In the event of noncompliance, the subpoena is enforceable

""by order of any appropriate United States district court." 5 U.S.C. app. 3 § 6(a)(4).

B.    The False Claims ,Act "

The FCA is "the Government’s primary litigative tool for combating fraud." S. Rep. No.

99-345, 99th Cong., 2d Sess. 2, reprinted in 1986 U.S.C.C.A.N. 5266. Under the FCA, any

person who makes a false claim to the United States is liable to the government for civil penalties

and treble damages. 31 U.S.C. § 3729(a). Conduct covered by the FCA includes "knowingly

present[ing], or caus[ing] to be presented, to an officer or employee of the United States

Government... a false or fraudulent claim for payment or approval," id__~, at § 3729(a)(1),

"knowingly mak[ing], us[ing], or caus[ing] to be made or used, a false record or statement to get

a false or fraudulent claim paid or approved by the Government," id__~, at § 3729(a)(2), and

"conspir[ing] to defraud the Government by getting a false or fraudulent claim allowed or paid."

Id__~. at § 3729(a)(3)). In enacting the FCA, "Congress wrote expansively, meaning to reach all

types of fraud, without qualification, that might result in financial loss to the Government."

Cook Coun .ty v. United States ex rel. Chandler, 538 U.S. 119, 129 (2003). As relevant here, the

FCA encompasses false or fraudulent claims for Medicare and Medicaid reimbursement. Se__~e S.

Rep. No. 99-345, su_u_p_~, at 9, 21.-22.

C.    The Anti-Kickback Statute

The Anti-Kickback Statute proscribes improper remuneration in the context of Federal

health care programs, providing in pertinent part:

(b) Illegal remuneration...

(2) whoever knowingly and willfully offers or pays any remuneration (including
any Idckback, bribe, or rebate) directly or indirectly, overtly or covertly, in
cash or in kind to any person to induce such person --
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(A) to refer an individual to a person for the furnishing or arranging for the
furnishing of any item or service for which payment may be made in
whole or in part under a Federal health care program, or

(B) to purchase, lease, order, or arrange for or recommend purchasing,
leasing, or ordering any good, facility, service, or item for which
payment may be made in whole or in part under a Federal health care
program, shall be guilty of a felony and upon conviction thereof, shall be
fined not more than $25,000 or imprisoned for not more than five years,
or both.

42 U.S.C. § 1320a-7b(b). Under the Anti-Kickback Statute, "Federal health care program"

means any health benefits program "funded directly, in whole or in part, by the United States

Government[.]" Id__~. § 1320a-7b(f). As relevant here, "Federal health care program" includes

Medicare and Medicaid.

The Anti-Kickback Statute is quite clear that both "direct" or "indirect" remuneration of

any kind to health care providers and suppliers is prohibited. 42 U.S.C. § 1320a-7b(b). A

kickback is merely one of several types of illegal payments that can give rise to liability under the

Anti-Kickback Statute. See United States v. Greber, 760 F.2d 68, 71 (3rd Cir. 1985) ("That a

particular payment was a remuneration (which implies that a service was rendered) rather than a

kickback, does not foreclose the possibility that a violation [of the Anti-Kickback Stati~te]

nevertheless could exist.").

When a provider submits claims to a federal healthcare program, the provider makes an

implied representation that the claims are being submitted in compliance with the Anti-Kickback

Statute. United States ex rel. McNutt v. Halewille Med. Supplies, Inc., 423 F.3d 1256, 1259-60

(1 lth Cir. 2005); se__e.e generally United States ex rel. Schmidt v. Zimmer, Inc., 386 F.3d 235,245

(3d Cir. 2004) (violation olfAnti-Kickback Statute can give rise to FCA liability). When a

person violates the Anti-Kickback Statute and obtains referrals or other business as a result, any

claims to federal healthcare programs relating to such referred items or services are not eligible
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for reimbursement. See McNu~, 423 F.3d at 1259-60. In other words, compliance with the

Anti-Kickback Statute is a condition of payment. Id__=. Thus, when an entity lcnowingly submits or

causes the submission of claims resulting from an illegal remunerative arrangement, it has

presented or caused the submission of a false or fraudulent claim to the United States in violation

of the FCA.

II. FACTS

A. HHS-OIG and DOJ Investigate Stryker

Stryker Corporation is a manufacturer of medical devices incorporated in Michigan with

its principal place of business in Kalamazoo, Michigan. Am. Comp. ¶ 2. HHS-OIG, in

conjunction with the DOJ Civil Division and the United States Attorney’s Office (USAO) for the

Western District of Michigan, is currently investigating possible fraud and abuse in connection

with Stryker’s financial relationships with orthopedic physicians and healthcare institutions. Id__~.

1. Specifically, the government is investigating allegations that Stryker violated that Anti-

Kickback Statute and the False Claims Act by using consulting agreements and other financial

relationships to unlawfully induce orthopedic physicians to use Stryker’s orthopedic devices in

surgeries for which Medicare made payments. Id__=.

On February 22, 2008, the HHS-OIG regional office covering Michigan issued an

administrative subpoena to Stryker for documents pertaining to its investigation. Id__~. ¶ 9 & Ex. A.

The subpoena includes sixteen requests for documents, which fall into three general categories.

Id__~. The first category of requests (requests 2 through 7) seeks documents relating to financial

relationships between Stryker and orthopedic physicians and healthcare institutions. Id__=. The

second category of requests (Requests 8 through 10) seeks documents relating to Stryker’s

marketing and sales budgets and ledgers for othopedic devices. Id__.= The final category of
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requests (requests 1 and 11 through 16) seeks documents relating to Stryker’s corporate structure

and practices as they relate to interactions with orthopedic physicians. Id__~. The subpoena

required that Stryker produce the documents to a special agent in Grand Rapids, Michigan by

April 28, 2008. Id__~. Stryker produced some documents responsive to the subpoena. Id__~. ¶ 9.

However, Stryker never fully complied with the subpoena.

B. Stryker Files Improper Pre-enforcement Complaint

On August 8, 2008 - nearly six months after issuing the subpoena - the government

informed Stryker that if an agreement could not be reached regarding a production schedule and

tolling agreement, the government would seek to .enforce the HHS subpoena. Id__~. ¶ 11. In a

telephone conference on August 14, 2008, Stryker requested that the United States delay any

court filing until the Company responded to the government’s concerns by letter. The following

day, Stryker commenced this action by filing a five-page complaint with four counts: injunctive

relief, quash subpoena, abuse of process, and declaratory judgment. Se__~e Compl. Stryker filed an

Amended Complaint on September 11, 2008. See Am. Compl.

C. The Government Properly Seeks to Enforce Subpoena

On August 26, 2008, the United States filed a petition to enforce the subpoena in the

United States District Court for the Western District of Michigan - the district where Stryker is

headquartered, where the subpoena was issued, and where the responsive documents were to be

produced. See United States v. Str~ker Corp., Misc. Action No. 1:08-mc-92 (W.D. Mich.). On

September 23, 2008, District Judge Robert J. Jonker held a status conference and entered a

scheduling order under which briefing on all jurisdictional, procedural, and substantive issues

relating to enforcement of the HHS-OIG subpoena will be complete by December 15, 2008.
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DISCUSSION

STRYKER’S PRE-ENFORCEMENT CHALLENGE TO THE HHS-OIG
SUBPOENA IS NOT APPROPRIATE FOR JUDICIAL REVIEW.

One of the most firmly established principles of administrative law is that courts cannot

entertain challenges to administrative subpoenas before the government seeks judicial

enforcement. 3 Jacob A. Stein, et al.~,,Administrative Law § 21.01 [1] (2007) ("Due to lack of

jurisdiction, the courts will not entertain motions brought by the subpoenaed party to quash or

modify [administrative] subpoenas."). Indeed, the Supreme Court and courts in every Circuit

have rejected pre-enforcement attempts to quash administrative subpoenas because they are

unripe and recipients of such subpoena~ have an adequate remedy at law. See Reisman, 375 U.S.

440 (1964) (dismissing pre-enforcement challenge to administrative subpoena); She___g_a, 934 F.2d

41 at 46 ("[W]e hold that this court does not have jurisdiction to review the agency’s refusal to

quash or modify the subpoena.")] Pursuant to this clear and binding precedent, Stryker’s

1 See als_9_oFTC v. Claire Furnace Co., 274 U.S. 160, 174 (1927) (affirming dismissal of
motion to enjoin enforcement of subpoena because respondent "could have adequately and
effectively presented every ground of objection sought to be presented now" if the FTC pursued
enforcement); Shulz v. IRS, 395 F.3d 463,465 (2d Cir. 2005) ("[I]ssuance of an IRS summons
creates no Article III controversy and, therefore, federal courts do not have jurisdiction over
motions to qu~tsh IRS summonses in the absence of some effort by the IRS to seek court
enforcement."); In re Ramirez, 905 F.2d 97, 99 (5th Cir. 1990) ("[I]n order to challenge the
enforceability of the INS subpoena in the present case, Ramirez should have refused to comply
with the subpoena and awaited any enforcement action by the INS."); United States v. Hill, 601
F.2d 253,254 (6th Cir. 1979) ("[Taxpayers] plainly have mistaken their remedy which under
clear statutory enactment requires responding to the subpoenas and raising such meritorious
issues as they may have by refusing to answer specific questions."); Blue Ribbon Quali _ty Meats,
Inc. v. FTC, 560 F.2d 874, 876 (Sth Cir. 1977) ("Appellants’ charges that the subpoenas are
over-broad, unduly burdensome, or unconstitutional clearly may be litigated in the enforcement
proceedings for those subpoenas."); Belle Fourche Pipeline Co. v. United States, 751 F.2d 332,
335 (10th Cir. 1984) ("[W]e hold that the target companies, like the plaintiff in Reisman,
possessed an adequate legal remedy and were not e?~posed to the type of immediate, irreparable
injury necessary to justify jurisdiction."); Found. of Human Understanding v. United States, 2001
WL 1386051, at * 1 (D. Or. Sept. 6, 2001) ("[T]he petitioner may challenge the summons before

(continued...)
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commencement of this action before the government sought judicial enforcement of the

subpoena was premature and improper, and this Court is without subject matter jurisdiction to

consider this action.

Administrative subpoenas issued pursuant to the Inspector General Act are not self-

enforcing. 5 U.S.C. app. 3 § 6(a)(4). The Inspector General Act provides that in the case of

noncompliance, an administrative subpoena "shall be enforceable by order of any appropriate

United States district court." Id__~. Where Congress has specified an exclusive forum in which to

secure objections to a subpoena - in this case, an enforcement action brought by the United

States in federal district court pursuant to 5 U.S.C. App. 3 § 6(a)(4) - a court has no subject

matter jurisdiction over a pre-enforcement motion to quash an administrative subpoena. Stein,

~, at § 21.01 [1] ("Since agencies lack the power to enforce their own subpoenas, they must

apply to the district courts for enforcement. Only then may substantive or procedural objections

to the subpoena be raised for judicial consideration."). If the government ultimately seeks to

enforce the administrative subpoena, the government’s enforcement action provides the subpoena

recipient with a full and complete opportunity to raise any claims or objections it has relating to

the subpoena.

The leading Supreme Court case establisfiing the impropriety of pre-enforcement actions

seeking to quash administrative subpoenas is Reisman v. Caplin, 375 U.S. 440 (1964). In

1 (...continued)
the Revenue Agent, or when the United States seeks enforcement of the summons. Petitioner
may not, however, bring the instant Petition to Quash the Summons."); United States v. SYSCO
CO_QQ_~., 25 F. Supp. 2d 684, 689 (D. Md.. 1998) ("[U]ntil the govermnent seeks enforcement of
the subpoenas, which are not self-executing, the issue is not ripe for review."); Lopes v.
Resolution Trust Corp., 155 F.R.D. 14, 16 (D.R.I. 1994) ("[T]he Reisman rule is followed
uniformly in all jurisdictions .... ") (emphasis original); FTC v. Carter, 464 F. Supp. 633 (D.D.C.
1979) (rejecting argument that FTC enforcement action should be filed as a counterclaim to
preenforcement injunctive action).

-10-



Reisman, attorneys for certain taxpayers sought declaratory and injunctive relief against an

administrative summons issued to an accounting firm by the Internal Revenue Service for certain

financial documents supplied to the accounting firn~ by the attorneys. The attorneys argued that

the subpoenaed material was attorney work product and that any compelled production would

constitute an unconstitutional seizure. Id__~. at 444. The Supreme Court held that the attorneys had

an adequateremedy at law because they could raise their claims in any enforcement action

brought by the IRS. Id__~. at 449. Noting that the IRS summons - like the HHS-OIG subpoena at

issue in the present case - was not self-enforcing, the Court stated:

If the Secretary or his delegate wishes to enforce the summons, he must
proceed under § 7402(b), which grants the District Courts of the United
States jurisdiction "by appropriate process to compel such attendance,
testimony, or production of books, papers, or other data."

Any enforcement action under this section would be an adversary
proceeding affording a judicial determination of the challenges to the
summons and giving complete protection to the witnesses.

Id__~. at 445-46. The Court stated that in any enforcement proceeding, the subpoena recipient could

challenge the subpoena "on any appropriate ground," including that the subpoena sought

evidence for an improper purpose or that the documents sought were privileged. Id_~. at 449. The

Court affirmed the dismissal of the attorneys’ action. Id.__~.

The .Third Circuit has consistently followed Reisman on the issue of pre-enforcement

judicial review of administrative subpoenas. Se__.~e, e._~., She.___~a, 934 F.2d at 45-46 ("[W]e hold that

this court does not have jurisdiction to review the agency’s refusal to quash or modify the

subpoena."). As the Third Circuit explained in Shea:

[P]rior to the filing of an action to enforce an administrative subpoena, a
party upon whom a subpoena has been served faces only the threat of action.
The subpoenaed party faces actual harm only after a successful enforcement
action has been brought.and, as a result of such action, the subpoenaed party
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has been ordered to comply. It is at that time, and not before, that the party
may have an order reviewed by this court.

934 F.2d at 46 (emphasis added).

Where, as in this case, two sep~ate actions are pending in fecleral court - a first-filed

action to quash an administrative subpoena and a later-filed petition to enforce that subpoena -

federal courts have refused to entertain the pre-enforcement action and allowed the government’s

properly filed enforcement action to proceed.2 For example, in Woodmen of the World, 2001

WL 1852248 (D. Neb. Nov. 27, 2001), an EEOC subpoena recipient filed a pre-enforcement

action for equitable relief in federal court in Nebraska, where the recipient’s business was based.

Id.__.~. at *2. The EEOC moved to dismiss the Nebraska action and commenced an enforcement

proceeding in Colorado, where the EEOC district office was located. Id__,. The subpoena recipient

argued - as Stryker does in this case - that the Federal Question Statute and Declaratory

Judgment Act conferred jurisdiction over the pre-enforcement action. Id__~. Citing Reisman, the

court rejected that argument, holding that the subpoena recipient did not face arty threat of

immediate harm because: (1) even assuming that venue was more appropriate in Nebraska, the

expense of litigating in Colorado was not sufficient harm to support jurisdiction; (2) any order to

comply with the subpoena would come after the opportunity for judicial review in the

enforcement proceeding; and (3) the subpoena recipient would have a further opportunity to raise

defenses if and when the EEOC chose to pursue litigation. Id__~. at *3. In addition, the court

2 See, e._~., In re Office of Inspector General RR Retirement Bd., 933 F.2d 276 (5th Cir. 1991)
(holding that court could not entertain pre-enforcement action even when later-filed enforcement
action was pending in the same court); FTC v. Carter, 464 F. Supp. 633,636 (D.D.C. 1979)
(rejecting argument that second-filed enforcement proceeding should have been asserted as a
counterclaim to the first-filed pre-enforcement action: "These objections are totally without
merit."); A~lantic Richfield Co. v. FTc, 398 F. Supp. i (N.D. Tex. 1975), aff’d 546 F.2d 646 (5th
Cir. 1977); Woodmen of the World Life Ins. Soc’¥ v. EEOC, 2001 WL 1852248 (D. Neb. Nov.
27, 2001).
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expressly rejected the subpoena recipient’s argument that the EEOC’s subsequent enforcement

action cured any jurisdictional defect:

Woodmen’s claim that the enforcement proceeding renders this action
reviewable ignores the distinction between an extra-enforcement action for
declaratory and injunctive relief and an enforcement proceeding explicitly
required by statute .... While the institution of the enforcement proceeding
arguably constitutes final agency action, Woodmen’s suit still lacks the
remaining elements necessary to justify pre-enforcement and extra-
enforcement review.

Id_~. Likewise, in this case,.the fact that the government properly filed an enforcement action in

the Western District of Michigan cannot somehow legitimize Stryker’s improper pre-

enforcement action.

Similarly, in Atlantic Richfield, Atlantic filed an action in the Northern District of Texas

seeking to enjoin enforcement of an investigative subpoena issued by the FTC. 398 F. Supp. at

6. The Texas court dismissed the action for lack of jurisdiction less than a month after it was

filed. Id___~. While Atlantic appealed to the Fifth Circuit, the FTC commenced an enforcement

action in the District of Columbia. Se__~e FTC v. Atlantic Richfield Co., 567 F.2d 96 (D.C. Cir.

1977). The Fifth Circuit subsequently affirmed the dismissal of the Texas action, holding that

the FTC’s enforcement action was the appropriate forum for resolving all issues relating to the

investigative subpoena:

We find it unnecessary to consider the merits of Atlantic’s due process and
other procedural claims and hold that denial of all injunctive and declaratory
relief is proper because Atlantic has an adequate remedy at law and will
suffer no undue hardship from our withholding judicial consideration at this
juncture in the FTC’s proceedings. "~ :

Like the IRS summons considered in Reisman, FTC subpoenas are not self-
executing and may only.be enforced by a district court. Atlantic may raise all
its due process and regulatory procedural objections in any enforcement
proceeding brought against it.                                   ’

Atlantic Richfield~ 546 F.2d at 648.
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Stryker’s current attempt to preempt the government’s enforcement action contravenes

the clear prohibition on pre-enforcement actions to quash administrative subpoenas stated by the

Supreme Court in Reisman and uniformly followed by the Third Circuit and other federal courts.

Because this Court lacks subject matter jurisdiction over Stryker’s improper pre-enforcement

action, it should be dismissed with prejudice.

II. STRYKER’S CLAIMS ARE BARRED BY SOVEREIGN IMMUNITY.

The Amended Complaint is unclear regarding the statutory or legal basis for each count

and the specific relief sought. However, to the extent that Stryker is attempting to assert

affirmative claims against the government in any of its four counts, particularly Count III

("Abuse of Process"), such claims also would be barred by the doctrine of sovereign immunity.

The United States, "as sovereign, is immune from suit save as it consents to be sued." United

States v. Sherwood, 312 U.S. 584, 586 (1941). Consent to suit is a prerequisite to subjectmatter

jurisdiction over a claim against the United States and its agencies. See FDIC v. Meyer, 510 U.S.

471,475 (1994). Sovereign immunity extends to the United States government’s branches and

agencies, including DOJ and HHS. See Franchise Tax Bd. v. U.S. Postal Serv., 467 U.S. 512,

517-18 (1984); Sec. Say. Bank v. Director, Office of Thrift Supervision, 798 FI Supp. 1067,

1073-74 (D.N.J. 1992) (holding that suit against government agency (OTS) required waiver of

sovereign immunity). Any waiver of sovereign immunity must be "expressed in unequivocal

statutory text" and "will be strictly construed, in terms of its scope, in favor of the sovereign."

Lane v. Pena, 518 U.S. 187, 192 (1996). Stryker carries the burden of identifying an express

statutory waiver of sovereign immunity in its complaint. See Makarova v. United States, 201

F.3d 110, 113 (2d Cir. 2000). In this case, Stryker does not - and cannot - meet this burden. In

its Amended Complaint, Stryker cites only the federal question statute (8 U.S.C. § 1331) and the



Federal Rules of Civil Procedure, se__e.e Am. Compl. ¶¶ 5 & 17, neither of which contains any

waiver of sovereign immunity. Moreover, Stryker could not cure this deficiency by further

amending its complaint.

A. Section 1331 Does Not Waive Sovereign Immunity.

Stryker’s express and exclusive reliance on the federal question jurisdiction provided in

28 U.S.C. § 1331 is misplaced. Courts have repeatedly held that a plaintiff attempting to sue the

United States may not merely cite the federal question statute, but must identify a specific

statutory provision that waives the government’s sovereign immunity from suit. See Clinton

Coun .ty Comm’rs v. EPA, 116 F.3d 1018, 1021 (3d Cir. 1997) ("[W]hen the plaintiff seeks to sue

the United States or an instrumentality thereof, he may not rely on the general federal question

jurisdiction of 28 U.S.C. § 1331, but must identify a specific statutory provision that waives the

government’s sovereign immunity from suit."); Brogna v. United States, 2007 WL 2572377

(D.N.J. Sept. 4, 2007) ("In lawsuits against the United States, the plaintiff must identify both the

jurisdictional statute and the statute that waives sovereign immunity."). In its complaint, Stryker

cites no statute that might constitute a waiver of sovereign immunity in this case.

B. The Federal Rules Of CiVil Procedure Do Not Waive Sovereign Immunity.

In stating Count 2 ("Quash Subpoena"), Stryker cites Rule 45 of the Federal Rules of

Civil Procedure. See Am. Compl. ¶¶ 16-17 ("IT]he subpoena.., should be quashed pursuant to

Fed. R. Cir. P. 45(c)(3)."). To the extent that Stryker attempts to rely on Rules 45 as a waiver of

sovereign immunity, Stryker’s reliance is equally misplaced. The Federal Rules of Civil

Procedure are general provision’s of judicial procedure and nowhere indicate that Congress

intended them to function as a waiver of sovereign immunity. Se___~e 28 U.S.C. § 2072(b) (the

Federal Rules of Civil Procedure "shall not abridge, enlarge, or modify any substantive right");
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Fed. R. Civ. Pro. 82 ("[The Federal Rules] shall not be construed to extend or limit the

jurisdiction of the United States dist~ic~icourts."); Stanton v. United States, 434 F.2d 1273, 1277

(5th Cir. 1970) ("[T]he Federal Rules of Civil Procedure do not themselves enlarge the

jurisdiction of the federal district courts granted by a statute waiving sovereign immunity.");

Shaffer v. CIR, 515 F.Supp. 748, 751 (E.D. La. 1981) (holding that Rule 65 "provides for

general injunctive relief, without contemplating a sovereign immunity waiver.")) Moreover,

with respect to Rule 45, the advisory committee notes expressly state that Rule 45 does not

restrict or otherwise control administrative subpoenas.~ Se__~e Fed. R. Civ. P. 45, advisory

committee’s note ("This rule.., does not apply to the enforcement of subpoenas issued by

administrative officers and commissions pursuant to statutory authority. The enforcement of such

subpoenas by the district courts is regulated by appropriate statutes.").

C. The Declaratory Judgment Act Does Not Waive Sovereign Immunity.

Likewise, Stryker’s implicit reliance on the Declaratory Judgment Act has no effect on

the government’s sovereign immunity. It is well recognized that the Declaratory Judgment Act

does not provide an independent grant of jurisdiction or waive the government’s sovereign

immunity. Skelly Oil v. Phillips Petroleum, 339 U.S. 667, 671 (1950) ("The Declaratory

Judgment Act allowed relief to be given by way of recognizing the plaintiff’s right even though

no immediate enforcement of it was asked. But the requirements of jurisdiction - the limited

subject matters which alone Congress had authorized the District Courts to adjudicate - were not

impliedly repealed or modified."); Ragoni v. United States, 424 F.2d 261,264 (3d Cir. 1970)

3 Stryker did not cite any statute or rule that the United States might have waived sovereign
immunity with respect to Count 1 ("Injunctive Relief"). For the same reasons Rule 45 does not
constitute a waiver with respect to Count 2, any attempt to rely on Rule 65 of the Federal Rules
of Civil Procedure to overcome the government’s sovereign immunity with respect to Count 1
would be equally unavailing.                 ~...
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(declaratory judgment statute itself does not provide a ground for federal jurisdiction); Qadir v.

Gonzales, 2008 WL 2625314, at *6 (D.N.J. June 27, 2008) ("Title 28 of the United State Code,

Section 2201 does not grant subject matter jurisdiction to this Court on a claim against the

United States, absent some other waiver of sovereign immunity.").

D. The Administrative Procedures Act’s Limited Waiver of Sovereign Immunity
Does Not Extend to Stryker’s Action.

Similarly, Stryker could not amend its complaint to rely on the limited waiver of

sovereign immunity provided for in the Administrative Procedures Act. See 5 U.S.C. § 702.4

First, by its express terms, the APA does not apply where "statutes preclude judicial review" or

where there are "other limitations on judicial review." Id__~. at § 701 (a)(1) & 702; Sprecher v

Graber, 716 F.2d 968, 974 (2d Cir. 1983) ("Congress did not intend to waive sovereign immunity

.... where ’another statute provides a form of relief which is expressly or impliedly exclusive.’")

(quoting H.R. No. 94-1656). As discussed above, the government’s enforcement action is the

exclusive method by which the subject of an administrative subpoena may challenge the validity

of the agency investigation or subpoena. See, su__p_N, § I. Recipients of administrative subpoenas

are free in an enforcement proceeding to assert that enforcing the subpoena would constitute an

abuse of the court’s process. Thus, because there are "other limitations on judicial review," the

APA does not constitute an express waiver of sovereign immunity.

The second reason that Stryker cannot rely on the APA’s limited waiver of sovereign

immunity is that the APA does not apply to actions that are within an agency’s discretion. 5

4 Under Section 702 of the APA, "[a] person suffering a legal wrong because of agency
action, or adversely affected or aggrieved by agency action within the meaning of a relevant
statute, is entitled to judicial review thereof.... Nothing herein (1) affects other limitations on
judicial review or the power or duty of the court to dismiss any action or deny relief on any other
appropriate legal or equitable ground." 5 U.S.C. § 702 (emphasis added)

-17-



U.S.C. § 701(a)(2) (the APA applies "except to the extent that.., agency action is committed to

agency discretion by law). In this case, Stryker’s complaint focuses on the HHS-OIG’s

investigation of Stryker and issuance of an administrative subpoena to the Company. However,

Congress expressly provided that the initiation of an investigation and the decision to issue

administrative subpoenas were within each inspector general’s discretion. Specifically, the

Inspector General Act authorizes HHS-OIG "to make such investigations and reports relating to

the administration of the programs and operations of the applicable establishment as are, in the

judgment of the Inspector General, necessary or desirable" and "to require by subpena [sic] the

production of all.., documentary evidence necessary in the performance of the functions

assigned by this Act." 5 U.S.C. §§ 6(a)(4) & (6) (emphasis added); see also Blase v. Kaplan, 852

F. Supp. 268 (D.N.J. 1994) ("No restrictions are imposed on OTS’s issuance and enforcement of

subpoenas; OTS officials have discretion to use, or refrain from using, their statutory authority in

this regard. Under the standards articulated by the Supreme Court, OTS’s issuance of subpoenas

is a discretionary function ...."); Sprecher, 716 F.2d at 974 (holding that initiation of SEC

investigation and issuance of administrative subpoenas were discretionary functions)

Thus, the decision to initiate an investigation and issue a subpoena is within I-IHS’s discretion

and not subject to review under the APA.

Finally, the APA permits review only for "final agency action." In this case, the Third

Circuit has expressly held that the initiation of an investigation and the issuance of an

administrative subpoena are not "fin!l agency actions" subject to review under the APA. See

She______ga, 934 F.2d at 46 ("[T]he order issued by the OTS [not to quash its subpoena] in this case, is

not a final disposition as required by 5 U.S.C. § 704."). Because the issuance of a subpoena is

not a "final agency action," it is not subject to review by this Court under the APA.

-18-



In sum, because Stryker has not cited - and cannot cite - any express waiver of sovereign

immunity, any affirmative claim it might be attempting to assert against the government through

its Amended Complaint must be dismissed with prejudice.

III. NEW JERSEY IS NOT A PROPER VENUE FOR STRYKER’S CLAIMS.

Even if this pre-enforcement action were appropriate for judicial review and not barred by

sovereign immunity, all four counts in Stryker’s Amended Complaint would still be subject to

dismissal because venue is improper in the District of New Jersey. Stryker asserts that venue is

proper based on 28 U.S.C. § 1391(e), which states:

A civil action in which a defendant is... an agency of the United States...
may, except as provided by law, be brought in any judicial district in which:
(1) a defendant in the action resides, (2) a substantial part of the events or
� omissions giving rise to the claim occurred, or a substantial part of the
property that is the subject of the action is situated; or (3) the plaintiff
resides if no real property is involved in the action.

However, none of the parties resides in New Jersey. HHS-OIG and DOJ reside in Washington,

DC, See Am. Compl. ¶¶ 3-4 (alleging that HHS-OIG and DOJ "operat[e] out of Washington,

DC"); 14D Charles A. Wright, et al:, Federal Practice & Procedure § 3815 (2008) ("[T]he official

residence of the agency.., will continue to control in applying [Section 1391(e)(1)]."); Clegg v..

U.S. Treasu~_ Dep’t., 70 F.R.D. 486, 490 (D. Mass. 1976) (holding that Treasury Department

resides in Washington, DC). Stryker resides where it is incorporated - in Michigan. See Am.

Compl. ¶ 2; Wright, su__p_~, at § 3815 ("For purposes of Section 1391(e)(3), a corporate plaintiff

resides only in the district where it is incorporated."); Amoco Prod’n Co. v. DOE, 469 F. Supp.

236 (D. Del. 1979) (°°IT]he residence of a corporate plaintiff for purposes of § 1391(e)(4) [now §

1391 (e)(3)] is restricted to the place of incorporation.").

Likewise, the events giving rise to Stryker’s purported claims also do not support venue

in New Jersey. The HHS-OIG subpoena was issued out of the agency’s regional office covering
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Michigan, was served by an HHS special agent based in Michigan, and required production of

documents in Grand Rapids, Michigan. To the extent that Stryker has produced documents, they

have been produced by its Michigan counsel t0 an HHS field office in Michigan. Indeed, the

only allegations in the Amended Complaint that reference New Jersey are that Stryker maintains

a facility in this state and that it executed an NPA with the USAO in this state. Am. Compl. ¶ 8.

However, Stryker does not identify why these facts are germane to the claims asserted in its

Amended Complaint, and therefore they cannot support venue in this jurisdiction.

IV. STRYKER.HAS FAILED TO STATE A CLAIM FOR ABUSE OF PROCESS.

Stryker’s claim for abuse of process is also subject to dismissal for failure to state an

actionable claim. As a preliminary matter, nowhere in the Amended Complaint does Stryker

allege that the government ever availed itself of the court’s process. Unlike a third-party judicial

subpoena issued by an agent of the court, an administrative subpoena is not issued by an officer

of the court and is not self-enforcing. Thus, initi’ating a government investigation and issuing an

administrative subpoena require no court involvement and do not constitute court "process." It is

not until the government commences an action to enforce a subpoena that the government avails ’

"itself of the court’s process. See Chao v. Potter, 2005 WL 4839145, at *2 (W.D. Mich. Aug. 10,

2005) ("[R]espondents had failed to meet their heavy burden to demonstrate that enforcement of

the administrative subpoenas would amount to abuse of this court’s process.") (emphasis added);

Martin v. Garde, 551 N.E.2d 1067 (Ill. App. Ct. 1990) ("[W]hen the court’s process is invoked to

enforce an invalid subpoena, an abuse of process occurs."). Because. the government never

availed itself of the court’s process, it certainly cannot be found to have abused that process.

Moreover, even if issuance of an administrative subpoena could be considered court

"process," Stryker’s complaint would still fail because the allegations in the Amended Complaint
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fail to satisfy the basic elements of a claim of abuse of process. Under both Michigan and New

Jersey law, the elements of the tort of abuse of process are essentially the same:

[T]he essential elements [for abuse of process] are an ulterior motive and
some further act after the issuance of process representing the perversion of
the legitimate use of the process. Bad motives or malicious intent leading to
the institution of a civil action are insufficient to support a cause of action
for malicious abuse of process. A showing of some coercive or illegitimate
use of the judicial process is necessary to a claim that there has been an
abuse of the process.

Simone v. Golden Nugget Hotel & Casino, 844.F.2d 1031, 1036 (3d Cir. 1981); Rausch v. Yeo,

2007 WL 162569, at *4 (Mich. App. Jan. 23, 2007) ("To recover upon a theory of abuse of

process, a plaintiff must plead and prove (1) an ulterior purpose, and (2) an act in the use of

process which is improper in the regular prosecution of the proceeding.").

In the Amended Complaint, Stryker does not identify any possible ulterior motive that the

government might have had at the time it issued the subpoena, aside from a bald assertion that

the subpoena has subsequently been used to "harass and harm" Stryker. Am. Compl. ¶ 20.

Stryker does not allege that the government’s investigation into potential civil and administrative

liability is improper or without merit. Stryker does not allege that the investigation is somehow

barred by the Non-Prosecution Agreement. Indeed, nothing in Stryker’s Amended Complaint

suggests that the government’s issuance of the subpoena had any motivation outside the express

authority to investigate potential fraud on federal healthcare programs granted to HHS-OIG under

the Inspector General Act. Braen v. Laganella, 1991 WL 7701 (D.N.J. Jan. 23, 1991) ("[P]rocess

has not been abused unless after its issuance the defendant reveals an ulterior purpose he had in

securing it ....").

Likewise, Stryker has not alleged that the government committed some act after the

issuance of the subpoena representing a perversion of the legitimate use of that subpoena. Se___~e
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Fleming v. United Parcel Serv., Inc., 604 A.2d 657, 682 (N.J. Super. Ct. 1992) ("[A]buse of

process cannot lie against a party unless that party has demonstrably used process after its

issuance solely to coerce or injure his adversary.") (emphasis original). Stryker merely alleges

that the government refused to narrow the subpoena unless Stryker entered into a tolling

agreement and that the government threatened to seek judicial enforcement of the subpoena.

Am. Compl. ¶¶ 9-11. Even assuming that these allegations are true (which the government must

for purposes of this motion to dismiss), they do not represent a perversion of the legitimate use of

the subpoena. See Fleming, 604 A.2d at 682 ("The legal pursuit of one’s right, no matter what

the motive of the promoter of the action, cannot be deemed illegal or inequitable."). Because

Stryker has failed to state a claim for which relief can be granted, its Amended Complaint must

be dismissed.

V. THIS COURT SHOULD EXERCISE ITS DISCRETION TO DISMISS THIS
ACTION.

Even if Stryker’s Amended Complaint weren’t subject to dismissal as a matter of law

based on the infirmities discussed above, this Court should nevertheless exercise its discretion to

dismiss this case based on the pendency of the government enforcement action pending in the

Western District of Michigan. Courts have consistently recognized that the first-filed rule "is not

a rigid or inflexible rule to be mechanically applied." See EEOC v. Univ. of Penn., 850 F.2d

969, 976 (3d Cir. 1988). Courts have rejected the rule when the first-filing party instituted suit in

one forum in anticipation of the opposing party’s imminent suit in another forum. Id__~. For

example, in University of Pennsylvania, the Third Circuit held that a pre-enforcement strike suit

similar to Stryker’s action in this case supported d’e~iation from the first-filed rules:

The timing of the University’s filing in the District of Columbia indicates an
attempt to preempt an imminent subpoena enforcement in the Eastern
District of Pennsylvania. When it denied the University’s request to modify

-22-



the subpoena based on first amendment considerations, the EEOC
threatened to institute a subpoena enforcement proceeding within twenty
days unless the University responded. Instead of complying with the ruling
or notifying the EEOC of its intent to contest the ruling, the University filed
suit in the District of Columbia three days before the expiration of the grace
period during which the EEoc stated it.would not resort to judicial
enforcement proceedings.

.Id__~. at 977. In this case, the government stated its intention to seek judicial enforcement of the

administrative subpoena unless Stryker agreed to .an expedited production schedule and tolling

agreement. Stryker requested that the government delay filing any enforcement action, and then

the company instituted this improper, pre-enforcement action in an apparent attempt to frustrate

the government’s ability to obtain expedited enforcement of the subpoena. Under these

circumstances, a departure from the first-filed rule is appropriate, and this Court should exercise

its discretion to dismiss Stryker’s suit.

CONCLUSION

As discussed above, Stryker’s iristitution of this action is improper and subject to

dismissal for at least the following reasons:

Stryker’s attempt to quash the HHS.OIG subpoena before the government sought
enforcement was improper. The exclusive forum for raising objections to an
administrative subpoena is the g0vermnent’s enforcement action.

To the extent Stryker attempts to assert affirmative claims against the government,
those claims are barred by the doctrine of sovereign immunity.

New Jersey is an improper venue. The subpoena was issued by the HHS-OIG
regional office covering Michigan to a corporation incorporated and based in
Michigan requiring that responsive documents be produced in Michigan.

Stryker’s abuse of process allegations fail to state an actionable claim. The
government had not availed itself of the court’s process, and Stryker has not alleged
any ulterior motive in issuing the administrative subpoena or any subsequent act in
furtherance of that motive.

Even if dismissal were not mandated as a matter of law, this Court should exercise
its discretion as a court of equity not to hear Stryker’s claims.
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For all these reasons, the government respectfully requests that this Court dismiss this action

with prejudice.

Respectfully submitted,

GREGORY G. KATSAS
Assistant Attorney General

/s/Edward C. Crooke
JOYCE R. BRANDA
MICHAEL D. GRANSTON
EDWARD C. CROOKE
Commercial Litigation Division
United States Department of Justice
P. O. Box 261, Ben Franldin Station
Washington, D.C. 20004
Tel: (202) 353-0426
Fax: (202) 616-4286

CHARLES R. GROSS
United States Attorney for the
Western District of Michigan

/s/Ryan Cobb
RYAN COBB
Assistant United States Attorney
United States Attorney’s Office

for the Western District of Michigan
330 Ionia Avenue, N.W., Suite 501
Grand Rapids, MI 49503
Tel: (616) 45.6-2404
Fax: (616) 456-2408

Dated: October 17, 2008 ATTORNEYS FOR THE UNITED STATES
OF AMERICA

-24-


