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| NTRCDUCTI ON
This qui tam action, brought pursuant to the Fal se
Clainms Act (FCA), 31 U S.C. 88 3729 et seq., is before the Court
on remand fromthe U S. Court of Appeals for the Third Crcuit.

The rel evant facts are recounted in United States ex rel. Schm dt

v. Zimmer, Inc., 386 F.3d 235 (3d Gr. 2004). In summary,

Richard G Schmdt, MD. ("Schmdt"), an orthopedic surgeon in
Bal a Cynwyd, Pennsylvania, filed this action against Zi mrer, Inc.
("Zimmer"), a manufacturer, seller, and distributor of orthopedic
inplants. Schm dt alleges that Zi mrer violated the FCA by
causi ng approxi mately 1600 unnaned defendant hospitals to submt
false clains for Medicare benefits.

Before the Court is a notion to dismss filed by Zi mrer

in which Zimrer contends that Schm dt has failed to plead the FCA



violations with particularity as required by Federal Rule of
Cvil Procedure 9(b). For the reasons that follow, Z mrer’s
notion to dismss wll be granted and the conplaint wll be

di smssed with | eave to anend.?

! The Third G rcuit considered Schm dt’s First Anended
Conpl ai nt and assuned w thout deciding that it failed Rule 9(b)’s
particularity requirenent:

[We have held that FCA clains nust be pleaded wth
particularity in accordance with Fed. R GCv. P. 9(b).
See United States ex rel. LaCorte v. SmthKline Beecham
Cinical Labs., Inc., 149 F.3d 227, 234 (3d Cr. 1998).
Here, the District Court held that Schmdt's first
anmended conplaint did not satisfy Rule 9(b) with respect
to the FCA cl ai magai nst Mercy, but nonet hel ess expressed
its belief that the defects as to particularity could be
cured easily by anmending the conplaint to specify the
preci se Form HCFA- 2552 cost reports that were alleged to
be false. The District Court subsequently held that
Schm dt's second anmended conplaint against Mercy was
sufficient under Rule 9(b). We will therefore assune t hat
Schmdt's first anended conplaint with respect to Zi mer
was simlarly deficient under Rule 9(b), but that such
deficiency may be cured in the sanme nmanner as was the
second anended conplaint. See Fed. R CGv. P. 15(a)
(stating that | eave to anmend "shall be freely given when
justice so requires").

Schm dt, 386 F.3d at 242 n.9.

Additionally, the Third Crcuit specifically reserved
for this Court the question whether Schm dt may proceed agai nst
Zimrer with respect to unnanmed hospitals that Schm dt all eges
filed false clains with Medicare:

Al t hough raised by the parties, the District Court did
not reach the issues of whether Schmdt may proceed
against Zimrer wth respect to unnanmed Premer
Participants that were also alleged to have filed fal se
certifications of conpliance with applicable law. It is
nore appropriate, we believe, to reserve this issue for
the District Court's consideration on remand.



[1. DI SCUSSI ON

Rul e 9(b) provides that "in all avernents of fraud or
m st ake, the circunstances constituting fraud or m stake shall be
stated with particularity. Malice, intent, know edge, and other
condition of mnd of a person may be averred generally."” Fed. R
Cv. P. 9(b). This heightened pleading standard requires
“plaintiffs to plead with particularity the ‘circunstances’ of
the alleged fraud in order to place the defendants on notice of
the precise m sconduct with which they are charged, and to
saf eguard defendants agai nst spurious charges of immoral and

fraudul ent behavior.” Seville Indus. Muchinery Corp. V.

Sout hnost Machinery Corp., 742 F.2d 786, 791 (3d Cir. 1984).

Stated differently, “Rule 9(b) requires, at a mninmm that

plaintiffs support their allegations of . . . fraud with all of
the essential factual background that woul d acconpany the first
par agraph of any newspaper story--that is, the ‘who, what, when,

where and how of the events at issue.” In re Rockefeller Cr.

Props. Secs. Litig., 311 F.3d 198, 217 (3d Cr. 2002) (citation

and internal quotations omtted). FCA clains nust be plead with

particularity in accordance wwth Rule 9(b). See United States ex

rel. LaCorte v. SmthKline Beecham dinical Labs., Inc., 149 F. 3d

227, 234 (3d Gir. 1998).

ld. at 245 n. 13.



A relator may establish a prima facie claimunder 31
US C 8§ 3729(a)(1l)--known as the false clains prong of the FCA--
by showing that: “(1) the defendant presented or caused to be
presented to an agent of the United States a claimfor paynent;
(2) the claimwas false or fraudulent; and (3) the defendant knew
the claimwas false or fraudulent."” Schmdt, 386 F.3d at 242
(citations omtted). |In order to establish a prina facie claim

under 8 3729(a)(2)--known as the false statenments prong of the

FCA--“a plaintiff nust also show that the defendant made or used
(or caused soneone else to make or use) a false record in order
to cause the false claimto be actually paid or approved.” 1d.
The central question under either of the above two
subsections of the FCA is whether a “false or fraudulent” claim

in fact, was submtted to the governnent. See United States ex

rel. Quinn v. Omicare, Inc., 382 F.3d 432, 434, 439-40 (3d Gr.

2004) (concluding that plaintiff’s “failure to present evidence
of the actual subm ssion of a single false claimto Medicaid is

fatal to [the] qui tamaction”); United States ex rel. C ausen v.

Lab. Corp. of Am., Inc., 290 F.3d 1301, 1311 (11th G r. 2002)

(explaining that the sine qua non of an FCA violation is the

subm ssion of a false claim. Accordingly, under Rule 9(b),
relators nust identify with particularity the precise clains

submtted to the governnent that are alleged to be false or



fraudulent.? dausen, 290 F.3d at 1311 (affirm ng di sm ssal of
conplaint for failure to conply with Rule 9(b) where rel ator
failed to identify any specific clainms that were submtted to the

governnment); United States ex rel. King v. Alcon Labs., Inc.,

No. Civ. A 4:01-469-Y, 2005 W 20372, at * 3 (N.D. Tex. Jan. 4,

2005) (sane); United States ex rel. Waris v. Staff Builders,

Inc., Gv.A No. 96-1969, 1999 U S. Dist. Lexis, at *21 (E D. Pa.

Mar. 5, 1999) (sane).

2 The Court agrees with the First Crcuit’s articul ation
of the particularity requirenent, as applied in the FCA context:

In a case [alleging FCA violations], details concerning
the dates of the clainms, the content of the forns or
bills submtted, their identification nunbers, the anount
of noney charged to the governnent, the particul ar goods
or services for which the government was billed, the
i ndividuals involved in the billing, and the length of
time between the alleged fraudulent practices and the
subm ssion of clains based on those practices are the
types of information that may help a relator to state his
or her clains with particularity. These details do not
constitute a checklist of mandatory requirenents that
must be satisfied by each allegation included in a
conpl ai nt. However, |ike the Eleventh Circuit, we believe
that "sone of this information for at |east some of the
claims nmust be pleaded in order to satisfy Rule 9(b)."

United States ex rel. Karvelas v. Melrose-Wkefield Hosp., 360
F.3d 220, 233 (1st Cir. 2004) (quoting dausen, 290 F.3d at 1312
n.21).




In the present case, the Third Anended Conpl ai nt

al | eges that:

[S]ince at | east February 1, 1999, Zi mrer has
knowi ngly and willfully induced and know ngly
and willfully continued to induce the order
and/ or purchase of Zi nrer orthopaedi c hardware
inplants by Premer menber s/ participants
situated throughout the United States by
payi ng such healthcare providers unlawf ul
remuner ations disguised as incentives and/or
bonuses in violation of 8§ 1320a-7b(b)(2).

The <cost reports on the Form HCFA-2552
certifications filed by each of the Premer
menber s/ parti ci pants who purchased ort hopaedi c
equi pnent pursuant to the Zi mrer contract
(certifying that each cost report is not
infected by a kickback or other unlawful
activity) include costs and expenses for
ort hopaedi ¢ hardware inplants sold by Zi mrer
to Prem er nenbers/participants for which they
recei ved unl awful remunerations disguised as
incentives and/or bonuses in violation of §
1320a- 7b(b) (2), thus causing the certification
on [these] Form HCFA- 2552 reports to be “fal se
records or statenents.”

The cost reports on the Form HCFA-2552
certifications filed by each of the Premer
menber s/ partici pants who purchased ort hopaedi c
equi pnent pursuant to the Zimer contract
(certifying that each cost report is not
infected by a kickback or other unlawf ul

activity) include clains for orthopaedic
inplant-related care and treatnent involving
Zi mer’ s or t hopaedi c i mpl ant har dwar e

furnished pursuant to a referral prohibited
under 42 U.S.C. § 1395nn(a), thus causing the
certification on these Form HCFA- 2552 reports
to be “false records or statenents.”



Third Am Conpl. 1 40, 43, 47.°3

Schmdt’'s theory of Zimmer’'s FCA liability is
syllogistic: Zimer contracts via a purchasi ng cooperative
(Prem er Purchasing Partners, L.P.) with approximtely 1600
unidentified hospitals (the Premer Participants). Under
Zimmer’ s separate contracts with each of the 1600 hospitals,
Zi mrer provides certain renmunerations to each hospital. These
remunerations are part of a marketing schene on the part of
Zimer that violates the Anti-Kickback and Stark | aws.

In turn, each participating hospital submts Form HCFA-
2552 cost reports to Medicare. Each participating hospita
certifies in the cost reports that the services identified inits
cost reports were provided in conpliance with the | aws and
regul ations regardi ng the provision of health care services
(i ncluding the Anti-Kickback and Stark |aws). Because Zimer’s
mar keti ng schene violates the Anti-Ki ckback and Stark | aws, the
cost reports that a participating hospital submts to Medicare
nmust be false or fraudulent clainms for paynent.

Based on these prem ses, Schm dt contends (tracking the

el ements of fraud under the FCA) that Zinmer violated the FCA by

3 In a related claim Schm dt al so contends that the
“false certifications which Zi mrer caused to have been nade
conceal ed the obligation to . . . the Federal Governnment in
violation of 31 U S.C. 8§ 3729(a)(7) of the Act.” Third Am
Conpl. ¢ 50. The discussion of Schmidt’s clains under 8§
3729(a)(1),(2) applies to this claimas well.

7



know ngl y* causing a false or fraudulent claimfor payment to be
presented to the United States, in violation of 31 U S.C 8§
3729(a) (1), or by know ngly causing each participating hospital
to make or use a false record in order to cause the false claim
to be actually paid or approved, in violation of § 3729(a)(2).°
Not ably absent fromthe Third Anended Conpl aint are the
ci rcunst ances surrounding the allegedly false clainms for paynent
submtted by any of the participating hospitals to the
government. Schmdt fails to identify which, out of
approxi mately 1600 hospitals, submtted false clains to Medicare.
| ndeed, Schm dt has not identified even one allegedly false claim

that was submtted to Medicare.

4 Schm dt all eges that “Zi mer knew that the Prem er
menber s/ participants could not receive the remunerati ons provi ded
by the subject contract unless these Prem er nenbers/participants
falsely certified in the annual cost reports their conpliance
with federal laws.” Third Am Conp. § 44.

> In addition to alleging FCA violations by Z mrer,
Schm dt alleges that Zinmer inproperly failed to disclose to the
federal government certain illegal remunerations paid to Prem er

Participants, in violation of the Anti-Kickback Act, 8 42 U S.C
8§ 1320a-7b(a)(1) and (a)(3). However, the Anti-Kickback Act is a
crimnal statute for which no private right of action exists.

See West Allis Menorial Hosp., Inc. v. Bowen, 852 F.2d 251, 255
(7th Cr. 1988) (holding that “neither the structure of § 1395nn
[ now § 1320a-7b] nor its legislative history suggests that
Congress intended to provide a private renedy”). Therefore,
Schm dt may not pursue this theory of liability.

8



As the Eleventh Crcuit held under sim|lar
ci rcunst ances:

Rule 9(b)'s directive that "the circunstances
constituting fraud or m stake shall be stated
with particularity" does not permt a False
Claims Act plaintiff nerely to describe a
private schenme in detail but then to allege
sinply and without any stated reason for his
belief that clains requesting illegal paynents
nmust have been submtted, were |ikely
subm tted or shoul d have been submtted to the
Gover nnent .

d ausen, 290 F.3d at 1311; Quinn, 382 F.3d at 440 (citing d ausen
for the above-quoted proposition). Consistent with C ausen

Schmi dt may not sinply hypot hesi ze® that, based on Zimer’s

® As the Eleventh Circuit stated in Causen, “neither the
Federal Rules nor the [FCA] offer[s] any special leniency [to
corporate outsiders] to justify [their] failing to allege with
the required specificity the circunstances of the fraudul ent
conduct he asserts in his action.” C ausen, 290 F.3d at 1314.
Even if, under the circunstances of this case, the pleading
standard coul d be “rel axed,” Schm dt has offered only concl usory
statenents to the effect that the facts relating to the all eged
fraud is peculiarly within Zimer’s knowl edge or control. These
statenents do not suffice to justify a nore |enient pleading
standard. At a mninmum Schm dt nust "delineate at |east the
nature and scope of [his] effort to obtain, before filing the
conplaint, the informati on needed to plead with particularity”
and denonstrate that he has "thoroughly investigated all possible
sources of information, including but not limted to all publicly
avai l abl e rel evant information, before filing a conplaint.”
Shapiro v. UJB Financial Corp., 964 F.2d 272, 285 (3d Cr. 1992);
Clausen, 290 F.3d at 1314 n.25. Even then, assum ng Schm dt were
permtted to plead on information and belief, “such ‘information
and belief’ allegations remain subject to the particularity
requirenents of Rule 9(b),” and Schm dt nust set forth the facts
on which his belief is founded. Karvelas, 360 F.3d 231 (holding
that “a qui tamrelator may not present general allegations in
lieu of the details of actual false clains in the hope that such
details will energe through subsequent discovery”) (enphasis

9



allegedly illegal marketing schene, false clainms nust have been
submtted. |Instead, Schm dt “nust conme to court with [at |east
one] ‘claimin hand.”” Quinn, 382 F.3d at 440 (citing United

States ex rel. Alfatooni v. Kitsap Physicians Serv., 314 F.3d

994, 1002-03 (9th G r. 2002).
Because Schm dt has failed to identify with
particularity a specific false claim there is no nexus between

the allegedly illegal marketing scheme and the FCA. See Harrison

v. Westinghouse Savanna River Co., 176 F.3d 776, 785 (4th G

1999) ("The [FCA] attaches liability, not to the underlying
fraudul ent activity or to the government's w ongful paynment, but
to the "claimfor paynment.'"); Quinn, 382 F.3d at 438 (quoting
Harrison for the proposition that “[t]he FCA reaches *al
fraudul ent attenpts to cause the Governnent to pay out suns of
money’ "); Karvelas, 360 F.3d at 232 (“Underlying schenmes and

ot her wongful activities that result in the subm ssion of
fraudul ent clains are included in the ‘circunmstances constituting
fraud or m stake’ that nust be pled with particularity pursuant
to Rule 9(b). However, such pleadings invariably are inadequate
unl ess they are linked to allegations, stated with particularity,
of the actual false clains submtted to the governnent that

constitute the essential elenment of an FCA qui tamaction.”).

added) .
10



Because the Third Amended Conpl aint | acks the requisite nexus, it

does not pass nuster under Rule 9(b).’

I11. CONCLUSI ON

In view of the foregoing discussion, Schmdt’s Third
Amended Conpl ai nt does not satisfy Rule 9(b)’s requirenment that
the circunstances of the alleged fraudul ent conduct be pl eaded

with particularity. Accordingly, the Third Amended Conpl ai nt

will be dismssed with | eave to replead. An appropriate order
fol |l ows.
! The result achieved here is consistent with the Third

Circuit’s resolution of the issue previously addressed on appeal .
The Third CGrcuit reversed the District Court’s decision to
dismss for failure to state a claim Schm dt’s cl ai m agai nst
Zimrer. Schmdt, 386 F.3d at 245. Assuming Schm dt could conply
with Rule 9(b), the Third Crcuit concluded Schm dt could state a
valid FCA clai magainst Zimer under Rule 12(b)(6). Nonethel ess,
t he question whether Schm dt can state an FCA cl ai m agai nst

Zi mmer under Rule 12(b)(6) is independent of the question whether
Schm dt has satisfied Rule 9(b). In re Rockefeller CGr. Props.
Secs. Litig., 311 F.3d at 216 (“Independent of the standard
applicable to Rule 12(b)(6) notions, Rule 9(b) inposes a
hei ght ened pl eadi ng requirenent of factual particularity with
respect to allegations of fraud.”). Therefore, the Third
Crcuit’s ruling did not relieve Schm dt of the obligation to
plead his FCA claimwith particularity in accordance with Rul e
9(b).
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Def endant s.

ORDER

AND NOWthis 29th day of July, 2005, upon consideration
of the Motion to Dism ss the Third Amended Conplaint filed by
Zimmer, Inc. (doc. no. 94), it is hereby ORDERED that the Mdtion
is GRANTED, plaintiff having failed to conply with Federal Rule
of GCvil Procedure 9(b).

| T 1S FURTHER ORDERED that plaintiff has leave to file
an anmended conplaint not |ater than August 10, 2005.

AND I T | S FURTHER ORDERED as fol |l ows:

1. The Mdtion for Leave to File a Reply to Plaintiff's

Qpposition to Defendant’s Mdtion to Dismss the Third

Amended Conplaint filed by Zimer, Inc. (doc. no. 97)

i s GRANTED.

2. The Motion for Leave to File a Suppl enmental Menorandum

in Support of its Motion to Dismss Realtor's Third

12



Amended Conplaint filed by Zimer, Inc. (doc. no. 99)

i S GRANTED.

AND I'T | S SO ORDERED.

EDUARDO C. ROBRENO, J.
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