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IN THE UNITED STATES DISTRICT COURT
FOR THE EASTERN DISTRICT OF PENNSYLVANIA

THE UNITED STATES OF AMERICAEet al,
ex rel CATHERINE A. BROWN and
BERNARD G. VEZEAU
CIVIL ACTION
V.
NO. 056795
PFIZER, INC.

MEMORANDUM

SURRICK, J. JUNE _22 , 2017

Presently before the Courtiefendant’s Motion to Certify Questions fimterlocutory
Review And FoiStay (ECF No. 126.) For the following reasons, Defendant’s Motion will be
granted
. BACKGROUND

Eleven years ago, Relators filed tlas/suit againsbefendant Pfizer under the False
Claims Act (“FCA”) based on allegations that Defendant submitted misleadingation to
theFood and Drug Administration (“FDA”), and concealed critical information in cxegain
approval of its antifungal drug, Vfend full reviewof the facts in this matteppears in our
previous Memorandaddressing Defendant’s First and Setdotionsto Dismissdated
February 29, 2016 and April 12, 20x&spectively (ECF Nos. 94, 12p

A. Procedural History

On December 29, 200Rgelators filed ajui tamComplaint on behalf of the United States
under sealpursuant to theCA, 31 U.S.C. § 3728t seq (ECF No. 1.) Nearly fouyears later,
on December 1, 2009, Relators filed an Amended Complaint. (ECF No. 19.) The case remained

under seal for six years while the United States @elcwhether to intervene. Ultimateliet
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United States declined to intervene, and on November 28, 2011, the Amended Complaint was
unsealed (ECF No. 32.)Defendant filed a motion to dismiss Relators’ Amended Complaint,
which wegranted in part andeniedin part. Relatorshenfiled a Second Arended Complaint.
(SAC, ECF No. 98.)Defendant filed a motion to dismiss Relat@#C, which we denied.
Defendant now seeks intedutory review of our April 12, 2017 Memorandum &dler.

B. Relevant Facts

Defendant seeks certification thie April 12h Order, which denied Defendant’s Second
Motion to Dismiss Relators’ SACRelators’ SAC allegethat Defendant knowingly caused to
be presented false or fraudulent claims for payments, and knowingly entered ipicacoes
with paid “speakers,” medical marketing firms, “experts,” and other thirtegddr the purpose
of defrauding the United States Government. (SAC {f 204E22&¢ndant made several
argumentsn its Second Motion to DismissThreeof these argumentze relevantor the
purposes of addressing the instant Motidhey are: (1) that the Court lacked subject matter
jurisdiction over portions of Relators’ SAC; (2) thaefendant’off-label use of Vfend on
neutropenic patients and for empiric therapy is covered by Medicat€3nthat Relators have
failed to satisfy the materiality requirement of the F@%ause the @&ernment continued to
pay for Vfend despite Relators’ allegations in 200bthe Memorandum and Order of April
12th, after a full analysis, we concluded thét) Relators were permitted to file an amended
complaint in order to cure a firgd-file defect; (2) 42 U.S.C. 8 1395x(t)(2)(A) applied to Vfend,
an antifungal drug; and (3) the Government’s continued payments of Wkmethsufficient to
establish that Relators’ claims failed for lack of materiality.

Defendant’s instant Motion requests that this Court certify three questions for

interlocutory review:



1. Is it possible for allegations to satisfy the FCA’s demanding materiality
requirement when the government learned about the allegations more than a
decade ago, conducted a muyidiar investigation, and continues to pay the
relevant claims?

2. If a relator“brings a related actidrin violation of the FCA'’s firstto-file

rule, can the relator cure this defect merely by filing an ameodexblaintafter

the earlieffiled lawsuit is no longer “pending?”

3. Does 42 U.S.C. § 1395x(t)(2)(B) apply to Vfend even though it is not
“used inany anticancer chemotherapeutic reginien?

. LEGAL STANDARD

Generally, an order denying a motion to dismiss is not immediately appdadablese it
is not a final judgmentSee In re Chocolate Confectionary Antitrust Ljt@07 F. Supp. 2d 701,
704 (M.D.Pa.2009) (“Denials of motions to dismiss are not final orders, and a losing party may
not ordinarily pursue an immediate appeal from thenH9wever, district courts may certify a
non-final order for interlocutory appeal under 28 U.S.C. § 1292¢b)To certify a nonfinal
order for interlocutory appeal, “[tlhe order must (1) involve a ‘controlling tpesf law,’
(2) offer ‘substantial ground for difference of opinion’ as to its correctness3aifcappealed
immediately ‘materially advance the ultimate termination of the litigatibrikatz v. Carte
Blanche Corp.496 F.2d 747, 754 (3d Cir. 1974) (quoting 28 U.S.C. § 12p2Hwever,
“[t] he certification procedure is not mandatory; indeed, permission to appeal is whioiihyttheét
discretion of the courts, even if the criteria are presddachowski v. Userp45 F.2d 363, 368
(3d Cir. 1976).

The decision to certify an order for interlocutoeyiewis only appropriate in
“exceptional circumstances and we should be mindful of the strong policy agaceshpa
appeals when exercising our discretiokll’S. ex rel. Nevyas v. Allergan, Inklo. 09-432, 2015

WL 4064629, at *2 (E.D. Pa. July 2, 20186jtétion and internal quotation marks omittetifhe



Third Circuit has held that certification is to be used in exceptional cases arhenmediate
appeal would avoid protracted and expensive litigatiatymuntowicz v. Hosp. Investments,
Inc., 828 F. Supp. 346, 353 (E.D. Pa. 19@8ernal citations omitted) The party seeking
interlocutory review has the burden of persuading the district court that iexapt
circumstances exist that justify a departure from the basic policy of posjappella¢ review
until after the entry of final judgment.Premick v. Dicks Sporting Goods, IncNo. 06-0530,
2007 WL 588992, at *2 (W.[Ra. Feb20, 2007)citation omitted)
1. DISCUSSION

A. Three-Part Test

As noted abovea non-final order may be certified for interlocutory appedt if
(1) involves a “controlling question of law,” (2) for which there is “substantial gréamnd
differene of opinion,” and (3) which mdynaterially advance the ultimate termination of the
litigation” if appealed immediatelyKatz 496 F.2d at 754. Before an order can be certified all
three of the factors identified in 8 1292(b) must be met; the importance of a soigte fa
standing alone, cannot be determinativBeiazza v. Major League BasehaI36 F. Supp. 269,
270 (E.D. Pa. 1993¥iting Katz, 496 F.2d at 754)We address each factor in turn.

1. Controlling Question of Law

In our April 12th Order, we deniddefendant’s Motiorto Dismiss Relators’ SC. “An
order involves a controlling question of law if either (1) an incorrect dispositioroveouistitute
reversible error if presented on firgdpeal or (2) the question is ‘serious to the conduct of the
litigation either practically or legally. In re Chocolate Confectionarntitrust Litig, 607 F.

Supp. 2d at 705 (quotingatz, 496 F.2d at 755



If the Third Circuit were to disagree with our determination tlja):Relators were
permitted to file an amended complaint in order to cure atérfke defect; (2) 42 U.S.C. §
1395x(t)(2)(A) applied to Vfend, an antifungal drug(8)the Government’s continued
paymentdor Vfend were insufficient to establish tHelators’ claims failed for lack of
materiality theOrderdenying Defendant’s Second Motion to Dismiss would be reversed.
Consequently, Relators’ prophylactic and pediatric claims wioeldarred byitherthe firg-to-
file rule or the statute of limitains; Relators’ empiric therapy claims would be dismissed
Relators’ claims would fail because they do not meet the materiality requiregtadsary to
establish a claim under the FCA. Accordinglyr Order presents controlling questions of law.

2. Substantial Ground for Difference of Opinion

Defendant’s instant Motion requests that we cetlifge separate questions for
interlocutory appeal, each of which raisedifferentlegal question. In order for a substantial
ground fordifference of opiniorno exist Defendant must prove that “there is genuine doubt or
conflicting precedent as to the correct legal standppdied in the orders at issueBush 629 F.
Supp. 2d at 47Ecitation omitted).“The difference of opinion must involve one or more difficult
and pivotal questions of law not settled by controlling autharity the partyras the burden of
showing the different courts have issued conflicting and contradictory opinions when
interpreting a particular question of lawGloverv. Udren No. 08-990, 2013 WL 3072377, at
*3 (E.D. Pa. June 18, 201@nternal quotation marks and citations omittese alsdn re
Chocolate Confectionarntitrust Litig, 607 F. Supp. 2d at 706T{tie existence of conflicting
judicial opinions provides support for certification of an appeal, as does a lack of binding
precedent.”).However, a matter of first impression is not, in and of itself, sufficient to suppor

certification for interlocutory appealuttic v. CrozerChester MedCtr., 806 F. Supp. 2d 796,



805 (E.D. Pa. 2011¥ee als&haup v. FredericksgoiNo. 97-7260, 1998 WL 800321, at *3 (E.D.
Pa. Nov. 17, 1998) (“If questions of first impression alone were sufficient to warréficagon
for an immediate appeal, our Court of Appeals would be besieged wittnmeal interlocutory
appeals.”)
I Firstto-File

Defendant argues theturts have ruled that an amended complaint does not cure the
first-to-file bar under the FCA. As we noted in our Memorandumagree that some courts
have held that filing an amendedmplaintdoes not cure a firgb-file defect. SeeUnited States
ex rel. Brown v. Pfizer, IncNo. 05-6795, 2017 WL 1344365, at *3 n.1 (E.D. Pa. Apr. 12, 2017).
While theFirst Circuit and several district courts have held that a relator may f@manded
complaint in order to cure a firgt-file defect other district courts have reached the opposite
conclusion. See, e.gUnited States v. Medco Health Sols., Jio. 11-684, 2017 WL 63006
*12 (D. Del. Jan. 5, 2017Y)).S. ex rel. Carter v. Halliburton Col44 F. Supp. 3d 869, 880 (E.D.
Va. 2015). The lack of controlling authority from the Supreme Court or Third Circuit, combined
with the varying conclusions reachlegtheFirst Circuit and district courtslemonstrates that
there is substantial ground for a difference of opinion as to whettedator can file an amended
complaint to cure a firdib-file defect

i Materiality

Defendant argues that courts haveduleat arelator cannot satisfy the FCA’s materiality
requirementf the Government reimburses a defendant desgigtingallegations of fraudin
Universal Health Servs., Inc. v. United State36 S. Ct. 1989, 2003 (2016), the Supreme Court
held that #f the Government pays a particular claim in full despite its actual knowledge tha

certain requirements were violated, that is very strong evidence that thosemeis are not



material” As we noted in our previous Memorandum, there are competing theories with regard
to what defines “actual knowledge.” The Supreme Court left open the question of what
constitutes “actual knowledge,” and lower courts have reached varying gonslos the

matter. On remand from the Supreme Court, the First Ciioudtscobarstated that “mere
awareness of allegations concerning noncompliance with regulations remifiem knowledge
of actual noncompliancé Universal Health Servs., Inc. v. United Sta@&42 F.3d 103, 112 (1st
Cir. 2016). Converse)yonlyone montHater, the First Circuit ifD’Agostino v. ev3inc., 845
F.3d 1, 7 (1st Cir. 2016) noted that “the fact that CMS [did] not den[y] reimbursemetiifor [
defendant] in the wake of [the relator’s] allegations casts serious doubt on thialihaté the
fraudulentrepresentations that [the relator] allege[d].he lack of controlling authority from the
Supreme Court or Third Circutpmbined with the conflicting conclusions in the First Circuit
demonstrates substantial ground for difference of opinion as to whedliegations of
noncompliance demonstrates “actual knowledzféhe noncompliance.

iil . Medicare Claims

Defendant argues thtte statutory provision that vappliedto Relators’ Medicare
claims—42 U.S.C. § 1395x(t)(2)(B)—does not apply to Vfend. In our prior Memoranda
addressing Defendant’s First and Second Motionssmi3s, we held that the statutory
provisionwas not limited to anticancerugs, andhat itapplied toantifungal drugs such as
Vfend. Defendant has not presented any otliig authority on this matter. d¥ever
Defendantas cited two district court casé®th ofwhich apply different statutory language.
SeeBroome v. BurwelINo. 14-01248, 2015 WL 1526532, at *4 (D. Or. Apr. 1, 20Mgyvod v.
SebelliusNo. 11-4134, 2013 WL 503089, at *2 (N.D. Cal. Feb. 8, 2013). In ligthtedéck of

binding precedent, we find that there exists a substantial ground for a differexpeioh.



3. Materially Advance Termination of the Litigation

In considering whether an appeal would materially advance the ultimate teomiofa
litigation, “courts have focused on whether an appeal would (1) eliminate tthéonegal,
(2) eliminate complexssues so as to simplify the trial, or (3) eliminate issues to make discovery
easier and less costlyUnited States v. Exide CorfNo. 00€v-3057, 2002 WL 992817, at *2
(E.D. Pa. May 15, 2002see alsdnipe v. SmithKline Beecha®B83 F.Supp. 2d 553, 600 (E.D.
Pa.2008) (considerinwhether the need for trial would be eliminated [and] whether the trial
would be simplified by tl elimination of complex issuBs

In determining whether certification would materially advance the terminatitre o
litigation, courts often consider whether the parties have initiated disco\@eytification is
more likely to materially advance the litigation where the appeal occuysre#re litigation,
before extensive discovery has taken place and a trial date has bedftaset/ Live Nation,
Inc., No. 09-3740, 2010 WL 3522792, at *3 (D.N.J. Sept. 2, 2GH® alsdJnitedHealth Grp.
Inc. v. MacElree Harvey, LtdNo. 16-1026, 2016 WL 5239675, at *3 (E.D. Pa. Sept. 21, 2016)
(holding that immediate appeal would materially advance termination of the litigpicause
the case was “early in its ldeycle” and “[s]ubstantial discovery ha[d] not yet occurretti)re
Chocolate Confectionargntitrust Litig, 607 F. Supp. 2d at 7¢7Cases in which discovery has
closed are generally inappropriate for interlocutory appeal because thapidig approaching
conclusion under their own momenttjn(citation omitted);Aluminium Bahrain B.S.C. v.
Dahdaleh No. 08-299, 2012 WL 5305169, at *3 (W.D. Pa. Oct. 25, 2012) (holding that
immediate appeal would materially advance termination of the litigation bedsuegeaty
“promise[d] to be lengthy and complex”). Here, discovery has not yet commamced trial

date has not been set. Given the complexity of this casanticipate that discovery will be



extensive. Appellate review of the motions to dismiss could eliminate the need for this period
of prolonged and costly discoveipr alternatively, it could “validate these significant
expenditures.”In re Chocolate Confectionarntitrust Litig, 607 F. Supp. 2d at 708. If the
Third Circuit rules in Defendant’s favor with regard to all three issues, wed evold wasting
significant time and resources on what may be needless discovery in thisye@aveld case.
In considering whether aappeal would materially advance the ultimate termination of
litigation, “[i] t is not requied that a reversal of the CowrOrder would end the litigation.”
Domestic Drywall No. 13-2437, 2016 WL 2941114, at *4 (E.D. Pa. May 20, 2(d6)g Katz
496 F.2d at 755). Courts have ruled thatesolution of the issue could clarify at least one
complex issue,” then the moving party has satisfied their burden of proving thata@eotifi
would materially advance the ultimate termination of the litigatioky. see alsdJnitedHealth
Grp., 2016 WL 5239675, at *Gertifying the case for interlocutory appeatéese the vast
majority of this cas¢could] necessarily be dismissedPatrick v. Dell Fin. Servs366 B.R.
378, 387 (M.D. Pa. 2007gertifying the case for interlocutory review because “[w]hile a
reversal of [the ordedoes not, by itself, terminath[e] litigation, it would resolve a large
portion of the litigation without wasting the scarce resourcéhefcourt] and the parties”);
Courtney v. La Salle UnivNo. 92-3838, 1996 WL 363910, at *2 (E.D. Pa. June 28, 1996)
(finding that certificatiorcould materially advance the ultimate termination of the litigation
because it could “eliminate a key issue” for trifdgtionwide Life Ins. Co. v. Commonwealth
Land Title Ins. Cq.No. 05-281, 2011 WL 1044864, at *4 (E.D. Pa. Mar. 23, 2(de).
Here, if the Third Circuit finds that: (Belators’ SAC does not cure thiest-to-file defect; (2)
Relators’ SAC does not satisfy the FCA’s materiality requirenwer(@) 42 U.S.C. §

1395(1)(2)(B) does not apply to Vfenthetr—based on Relators’ Complainthe vast majority



of Relators’ claims will be eliminated, potentialgaving only Relators’ kickback clasn
Accordingly, we concludéata brief delay foappellate review athe April 12th Memorandum
and Order couldlarify the law in this argaandmaterially advance the ultimate termination of
this litigation.

Notwithstanding the fact that this case is eleven years old, because tHE2&pr
Memorandum and Order involve controlling quession lawfor which there is Substantial
ground for difference of opiniongnd“an immediate appeal from the [dgr maymaterially
advance the ultimate termination of the litigatiowe are compelled to conclude that it is
appropriate to certify Defendangsoposed questis for nterlocutory review. 28 U.S.C. §
1292(b).

B. Stay Proceedings

Defendant also requests that stay the proceedings pending the resolution of the
interlocutory appeal. “Each court has the inherent power to control its own docket to promote
fair andefficient adjudicatiori. New Jersey Prot. &dvocacy, Inc. v. New Jersey Diepf
Educ, No. 07-2978, 2008 WL 4692345, at *5 (D.N.J. Oct. 8, 2Q0&)ng Landis v. N. Am. Cp.
299 U.S. 248, 254 (1936)). Here, we certify our April 12th Ofoleappellate review since
resolution of the three issues may eliminate complex issues and make gigasier and less
costly for the parties. A stay is appropriate in this action in order to facilitede tbjectives.
Accordingly, we will stay trg action pending resolution of the interlocutappeal of the

April 12th Order.
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V. CONCLUSION
For the foregoing reasons, Defendant’s Motion to Certify Questionstirlocutory
Review and foStaywill be granted

An appropriate Order foll@s.

BY THE COURT:
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R.BARCLAY SURRICK, J.
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