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Defendants

RECOMMENDED DECISION ON MOTIONS TO DISMISS

The defendants, Genentech, Inc. and Biogen Idec, Inc. (“Biogen”), move separatdy to dismissal
clams assarted againg them in this qui tam action. | recommend that Biogen’s motion be granted and
Genentech’s motion be granted in part.

|. Applicable Legal Standards

Themotionsto dismissinvoke Fed. R. Civ. P. 9, 12(b)(1) and 12(b)(6). Genentech, Inc.’sMaotion
to DismissFirst Amended Complaint, etc. (“Genentech Motion”) (Docket No. 60) a 1; Biogenldec, Inc.’s
Motion to Dismiss the First Amended Complaint, etc. (“Biogen Motion”) (Docket No. 63) at 1.

Rule 9 imposes a heightened pleading standard with regard to certain types of
factud dlegations, including alegations of fraud. Where fraud is a necessary
element of aclam, “the circumstances congtituting fraud . . . shall be stated with

particularity.” Fed. R. Civ. P.9(b). Thus, unlessalegd right existsfor aclaimant
to conduct discovery and amend hisor her dlegations prior to dismissa, afraud

! McDermott has requested oral argument on the motions. Relator's Memorandum of Law in Opposition to Genentech,
Inc.’s and Biogen-ldec, Inc.’s Motions to Dismiss, etc. (“Opposition”) (Docket No. 68) at cover. The parties' papers
provide a sufficient basis on which to decide the pending motions. The request for oral argument is accordingly denied.



damant must be prepared a the very commencement of his or her case to
present alegations of fraud that are specific with respect to time, place and
content.

Freeport Transit, Inc. v. McNulty, 239 F. Supp.2d 102, 108-09 (D. Me. 2002).

When a defendant moves to dsmiss pursuant to Rule 12(b)(1), the plaintiff has the burden of
demondtrating that the court has jurisdiction over the subject matter. Lundquist v. Precision Valley
Aviation, Inc., 946 F.2d 8, 10 (1st Cir. 1991); Lord v. Casco Bay Weekly, Inc., 789 F. Supp. 32, 33
(D. Me. 1992). The court does not draw inferences favorable to the pleader. Hogdon v. United States,
919 F. Supp. 37, 38 (D. Me. 1996). For the purposes of amotion to dismiss under Rule 12(b)(1) only,
the moving party may use affidavits and other maiter to support themotion. The plaintiff may establishthe
actual existence of subject-matter jurisdiction through extra- pleading materiad. 5A C. Wright & A. Miller,
Federal Practice and Procedure 8 1350 at 213 (2d ed. 1990); see Hawes v. Club Ecuestre €
Comandante, 598 F.2d 698, 699 (1<t Cir. 1979) (question of jurisdiction decided on basis of answersto
interrogatories, deposition statements and an affidavit).

“[1]nruling on amotion to dismiss [under Rule 12(b)(6)], acourt must accept astruedl thefactud
dlegationsin the complaint and construe dl reasonable inferences in favor of the plaintiff[].” Alternative
Energy, Inc. v. S. Paul Fire & Marine Ins. Co., 267 F.3d 30, 33 (1st Cir. 2001). The defendantsare
entitled to dismissdl for fallure to sate aclam only if “it gopears to a certainty that the plaintiff would be
unable to recover under any set of facts” State . Bank & Trust Co. v. Denman Tire Corp., 240 F.3d
83, 87 (1t Cir. 2001); see also Wall v. Dion, 257 F. Supp.2d 316, 318 (D. Me. 2003).

Il. Factual Background

The operative complaint includes the following reevant factud alegations.



Paul M. McDermott, a former employee of defendant Genentech, is aresdent of Maine. Firg
Amended Complaint (*Complant”) (Docket No. 52) § 1. Genentech is a Delaware corporation with its
principa place of businessin South San Francisco, Cdifornia, and an officein Fmouth, Maine. 1d. f1-2

Defendant Biogen isaDdaware corporation with its principa place of busnessin Massachusetts. Id. 3.
Both defendants engaged in the deve opment, manufacturing and marketing of Rituxan, achemotherapeutic
agent. Id. 11 2-3. Genentech licenses Rituxan from Biogen. Id. §6. The defendants market and sdl
Rituxan in the United Sates in collaboration with each other. Id. 9.

Rituxanisabiologica product or biologic origindly developed to treat rel gpsed or refractory, low-
grade or follicular, CD20- positive non-Hodgkin' slymphoma, acancer of theimmunesystem. 1d. 111. In
1997 the United States Food and Drug Adminigtration (“FDA”) approved Rituxan for the treatment of
patients with non-Hodgkin's lymphoma  1d. 1 12. It did not approve the use of Rituxan for any other
purpose & that time. 1d. §13.

Expengve pharmaceuticd productsare only widdy prescribed when governmenta medica expense
reimbursement systems, such as Medicare or Medicaid, pay for such products. 1d. 14. Pharmaceutica
manufacturerslike the defendants depend on governmenta medica expense rembursement systemsto pay
for expendve pharmaceutica productssuch asRituxan. Id. 15. Federaly funded medica reimbursement
systemsrdy on theinformed and impartia judgment of medicd professondsto dlocateincreasangly scarce
financid resources to provide necessary and appropriate care to the elderly and poor residents of the
United States. Id. Y 17. To obtain payments from governmental medica rembursement sysems, a
provider of hedth care must certify that the servicesisrendered to apatient were“medicdly indicated and
necessary.” 1d. §19. Tobedigiblefor rembursement under such systems, adrug or biologic must be used

for a“medicaly accepted indication.” 1d. 1 22.



When a pharmaceutical manufacturer promotes a drug or biologic to treat a particular medical
condition, some doctors begn using the drug or biologic to treat that medical condition. Id. § 27.
Physicians may prescribe adrug or biologic for purposes or in dosages other than those gpproved by the
FDA. Id. 1 28. When apharmaceutica manufacturer extensvely promotesan off-label use (ausefor any
condition that is not a medically accepted indication) of a drug or biologic, the naturd and probable
consequence of such promotion is that some hedlth care providers will submit daims for payment to a
governmenta medica reimbursement system for the off-label use. Id. 123, 31. During dl timesrdevant
to the complaint, the defendants knew and/or intended that the off-labd promotion of Rituxan for the
treatment of rheumatoid arthritis would result in the increased submisson of dams for payment to
governmenta medical rembursement systems for the off-1abel use of Rituxan for this purpose. 1d. 1 37.

In the 1990s the defendants began investigating the use of Rituxan for trestment of rheumatoid
athritis (“RA”). 1d. §38. TheFDA did not approvethe use of Rituxan for treatment of RA until February
28, 2006. Id. 139. After the FDA approved Rituxan for trestment of non-Hodgkin'slymphomain 1997,
the defendants began an extengveillegd promotiond campaign for the off-labd use of Rituxan to treat RA.
Id. 1Y 40-41. The campaign included theillegd solicitation of physicians, illegd kickback schemes with
physicians promoting Rituxan for off-l1abe treatment of RA and training employeesin methods of avoiding
the detection of their off-l1abel promotion activities. 1d. §41. Genentech BioOncology sdesrepresentatives
visited Rheumatology Associates in Providence, Rhode Idand some time before January 25, 2005 and
discussed dosing schedules and techniques for adminigtering Rituxan to RA patients through intravenous
infuson techniques. 1d. §42. The sales representatives promised the office manager for Rheumatol ogy
Asociates that they would supplement their in-office promotion by forwarding written ingtructions and

materials demongirating the ease with which they could administer Rituxan to RA patients. 1d.



The defendants created a nationwide network of employees whose assigned duties involved the
promotion of off-label sales and marketing activities regarding the use of Rituxan in tresting RA. 1d. 1 44.
The defendants provided illegd kickbacks of money and other consideration to physiciansthrough the use
of sham consaulting agreementsto market Rituxanfor off-label uses. 1d. §45. These consulting agreements
were intended to subvert the independent decision making process of physicians upon which patients and
medica rembursement systemsrely. 1d. Employeesof the defendantsidentified certain rheumatologisgsas
“key opinion leaders’ who were then persuaded to enter into a* synergy consulting agreement” with one of
the defendants. 1d. §46. Such rheumatol ogists then received payment for sham services. 1d. 48. Once
the defendants transformed arheumatologist into aconsultant, they used the physician’ scredibility inhisor
her professond community to expand their promotion of off-labe use of Rituxan to treat RA. Id. 1 49.

Onceaphysician Sgned a“ synergy consulting agreement,” he or shewaspaid $2,000to $2,500to
moderate an “RA Roundtable Dinner.” Id. § 51. The purpose of such dinners was to use the
rheumatologist to promote the sdes of Rituxan for off-label treatment of RA. Id. Usng the consulting
rheumatologist’s letterhead, an employee of one of the defendants would forward invitations to such a
dinner Sgned by the rheumatologist to at least fifteen area rheumatologists. 1d. 52, A pharmaceutica
sdespromoation firm, Hedth Answers Education, was used asasham and afront for thedinners, in order to
present them as an educationd event produced by an independent continuing medical education
organization. Id. 1 52-53. At these dinners the consulting rheumatologist presented as his or her own
information and materias prepared and packaged by the defendants marketing personnd and consultants.
Id. 157. The defendants did not dlow the consulting rheumatol ogists to make any additions, deletions or

changes to the materials to be presented. Id.



The defendants a so promoted off-label uses of Rituxan through regiond advisory board meetings,
two-day eventshed regiondly inmgor cities. 1d. 60. Consulting rheumatologists acted aschairsfor such
mestings with agendas created by the defendants. 1d. 1 61.

The defendants d so persuaded rheumatol ogiststo participatein the publication of articlespromoting
the use of Rituxan in the treetment of RA. 1d. 163. Genentech marketing staff would select the subject of
any such articles. 1d. Genentech staff wrotethe articlesbut would ligt the consulting rheumatol ogists as the
authors. Id. 164.

Genentech management warned McDermott to avoid creating any record of discussionsinvolving
promotion and marketing of Rituxan for off-1abel treetment of RA. 1d. 165. 1n November 2004 amember
of Genentech’'s legd department advised McDermott and others to make sure that their business
communications in promoting Rituxan for off-label trestment of RA did not adversdly affect Genentech's
pogition in any investigation or litigation 1d. 67.

During dl relevant times, the defendants charged thousands of dollars, at times over $15,000, for
one treatment of Rituxan for an RA patient. 1d. § 75. Genentech told McDermott that he should tell
rheumatol ogists how they should discussthefinancid ramificationsof Rituxan trestment with their Medicare
patients afflicted with RA. 1d. 177.

Over the five year period between 2000 and 2005, the defendants annua sdles of Rituxan
increased from $424 million to $1.8 billion. 1d. §81. Annua sales exceading the later figure for an
expendve drug or biologic can only occur if a governmenta medicd rembursement system reimburses
clamsfor widespread use of that drug or biologic. I1d. §80. A sgnificant amount of Rituxan sdeswasa
direct result of the off-label use of Rituxanto treat RA. 1d. 82. The defendants promotion of the off-

labd use of Rituxan for RA caused asubstantial number of rheumatol ogists who otherwise would not have



done s0 to prescribe Rituxan for the off-1abel treatment of RA. 1d. 186. During theeight-year period that
the defendants promoted the off-labd use of Rituxan, there were approximately 3,200 practicing
rheumatologigtsin the United States. 1d. {1 92. During that period Genentech employed approximately 50
representatives to promote the use of Rituxan to treat RA, the cost and expense of some of whom were
shared by the defendants. I1d. 193. No one, including the defendants, the government and McDermott,
knows which specific Rituxan reimbursement claims submitted to the government werefase or fraudulent.
Id. 9 94.
[11. Discussion

Thefirg amended complaint assertsthree dlams: causing fase or fraudulent dlamsfor payment to
be presented to the government in violation of 31 U.S.C. § 3729(a)(1), aqui tam dam againg both
defendants (Count One); conspiracy to defraud the government inviolation of 31 U.S.C. § 3729(9)(3), ds0
aqui tam clam againgt both defendants (Count Two); and retaliatory discharge under 31 U.S.C. 8§ 3730(h)
againg Gerentech (Count Three). Complaint 1 95-119.

A. CountsOne and Two

The defendants contend that this court lacks subject-matter jurisdiction over McDermott’ squi tam
cdams Genentech Motion a 812; Biogen Motion a 69. The Satutes governing these clams are
referred to asthe False Clams Act and provide, in reevant part:

(a) Liability for certain acts.— Any person who —
(2) knowingly presents, or causesto be presented, to an officer or employee

of the United States Government . . . afase or fraudulent clam for payment or
approvd; [or]

(3) conspiresto defraud the Government by getting afase or fraudulent clam
alowed or pad;

* % %



is ligble to the United States Government for a civil pendty of not less than
$5,000 and not more than $10,000, plus 3 times the amount of damageswhich
the Government sustains because of the act of that person.. . ..
(b) Knowing and knowingly defined — For purposes of this section, the
terms*knowing” and “knowingly” mean that a person, with respect to informetion
(2) has actud knowledge of the information;
(2) actsin ddiberate ignorance of the truth or fasity of the information; or
(3) actsin reckless disregard of the truth or fagity of the information,
and no proof of specific intent to defraud is required.

31 U.S.C. §3729(a) & (b).

(b) Actionsby private per sons.— (1) A person may bringacivil actionfor
aviolation of section 3729 for the person and for the United States Government.
The action shal be brought in the name of the Government. Theaction may be
dismissed only if the court and the Attorney Generd give written consent to the
dismissa and their reasons for consenting.

(d) Award to qui tam plaintiff. . . .

(2) If the Government does not proceed with an action under this section, the
person bringing the action or settling the claim shdl receive an amount which the
court decides is reasonable for collecting the civil pendty and damages. The
amount shall be not less than 25 percent and not more than 30 percent of the
proceeds of the action or settlement and shall be paid out of such proceeds.
Such person shdl aso recelve an amount for reasonable expenses which the
court findsto have been necessarily incurred, plusreasonable attorneys feesand
cods. All such expenses, fees, and costs shdl be awarded againgt the defendant.

(e) Certain actionsbarred. . ..

(3) In no event may a person bring an action under subsection (b) which is
based upon alegations or transactions which are the subject of a civil suit or an
adminigrative civil money pendty proceeding in which the Government isareedy

aparty.

(4)(A) No court shdl havejurisdiction over an action under this section based
upon the public disclosure of dlegations or transactions in a crimind, civil, or
adminidraive hearing, in a congressona, adminidrative, or Government
Accounting Office report, hearing, audit, or investigation, or from the new media,
unless the action is brought by the Attorney Generd or the person brining the
action isan origind source of the information.



(B) For purposesof thisparagraph, “origind source’” meansan individua who
has direct and independent knowledge of theinformation on whichthedlegations
are based and has voluntarily provided theinformationto the Government before
filing an action under this section which is based on the information.

* k% %

(h) Any employee who is discharged, demoted, suspended, threatened,

harassed, or in any other manner discriminated againg in thetermsand conditions

of employment by his or her employer because of lawful acts done by the

employee on behdf of the employee or othersin furtherance of an action under

thissection, including investigetion for, initiation of, testimony for, or assstancein

an action filed or to be filed under this section, shal be entitled to dl relief

necessary to make the employee whole. Such rdief shal indude reinstatement

with the same seniority status such employee would have had but for the

discrimination, 2 times the amount of back pay, interest on the back pay, and

compensation for any specid damages sustained asaresult of thediscrimination,

including litigation costs and reasonable attorneys fees. . . .
31 U.S.C. § 3730. Both defendants aso contend that the first amended complaint falsto sateaclamon
which relief may be granted and that it failsto comply with Fed. R. Civ. P. 9(b). Genentech Motion at 12-
18; Biogen Motion at 16-25.
1. 31U.SC. §3730(e)(3). TheFirst Circuit has not addressed the proper construction of the public-
disclosure bar to such claims established by 31 U.S.C. § 3730(e)(4). It addressed the bar established by
31 U.S.C. § 3730(e)(3) inUnited Statesexrel. S Prawer & Co. v. Fleet Bank of Maine, 24 F.3d 320
(1st Cir. 1994), holding that this subsection of the statute was ambiguous and construing it as seeking to
avoid “circumstances involving ‘ parasitic’ qui tam actionswhich are not otherwise barred by § 3730(e),”
id. at 327. If “thequi tam caseisreceiving ‘ support, advantage, or the like fromthe*host” case (inwhich
the government isa party) ‘without giving any useful or proper return’ to the government (or at least having
the potentia to do s0),” the court “may properly concludethat thereisan identity between ‘thebasis of the

qui tam action and ‘the subject of” the other suit or proceeding” and find thequi tam action to be barred.

Id. at 327-28. TheFirg Circuit directed trid courtsto “proceed with caution before gpplying the statutory



bar of § 3730(e)(3) in ambiguous circumstances” 1d. at 328. It noted that the mere potentia for “adding
funds to the government’ s coffers, without more, should not be regarded as congtituting useful or proper
return to the government.” 1d. (emphasisin origind). Inthat case, theFirst Circuit found that thequi tam
action had the potentid to provide auseful or proper return to the government because the government was
not proceeding againgt the defendants for fraud or otherwise in the “host” case and that the government
could not have sued at least one of the defendantsin the “host” case asit was condtituted. 1d. Here, there
IS no suggestion that the government cannot pursue the defendants as a result of the subpoenaissued to
Genentech on October 4, 2004 under section 248 of the Health Insurance Portability and Accounting Act
of 1996, Declaration of Edward Wiitadla in Support of Genentech’s Mation to Dismiss Firss Amended
Complaint, etc. (“Wiitala Decl.”) (Docket No. 61) 2.2 The parties differ on the question whether the
government is proceeding against Genentechin a“host” case for fraud based on the same dlegations or
transactions.

Genentech assarts that the clams in this action “are plainly based upon the alegations or
transactionsthat are the subject of the ongoing Government investigation.” GenentechMotionat 11. Thisis
90, it contends, because the government investigation “likewise focuses on whether Genentech improperly
promoted Rituxan for any off-labe uses, pecificdly including [rheumatoid arthritig).” 1d. Insupport of this
assertion, Genentech quotes the following language from the subpoena served on Genentech by theU. S.

Depatment of Judtice, requiring Genentech to produce, anong many other documents, “virtudly dl

2 Biogen merely assertsin afootnote that it is entitled to protection under § 3730(e)(3) because “the allegations here are
also the subject of a‘proceeding in which the Government is already a party . . ."" citing authority to the effect that
“*industry-wide’ investigations bar FCA actions asto all industry participants.” Biogen Motion at 9 n.7. Thereisno
suggestion in the materials submitted by Genentech in support of its motion on this point that the investigation at issueis
“industry wide” or directed at any entity other than Genentech. See WiitdaDecl. and attached exhibits. Biogen has not
established that it is entitled to dismissal on the basis of § 3730(¢)(3).

10



documents relating to ‘ marketing or sdeseffortsfor Rituxan for . . . Rheumatoid arthritis, dong with many
more documents, including any that relate to ‘the marketing or promotion of Rituxan for approved, or
unapproved indications.” Id. at 11.% Itisimpossibleto tell from the subpoena, which iswrittenin extremely
broad terms, whether the promotion of off-labe useof Rituxanisa“focus’ of theinvestigation in furtherance
of which the subpoenawas apparently served. Inany event, theinitid problem with Genentech’ sargumernt,
and apoint madein response by McDermott, Opposition at 25-27, isthat the subpoena establishesat most
that a government investigation is ongoing, while section 3730(e)(3) speeks only of “adivil suit” or “an
adminigrative civil money pendty proceeding,” 31 U.S.C. 8§ 3730(e)(3).

Genentech contends that the investigation is an administrative civil money proceeding because it
“could result in monetary penaties should the Government seek them.” Genentech Motion at 12. It cites
Prawer for the propogtion that section 3730(e)(3) requires the rgection of any and al suits which the
government is capable of pursuing itsdf. 1d. If that were the proper congtruction of that statutory
subsection, the requirement that a private action be filed in camera and remain under sedl for at least 60
dayswhile the government considers whether to intervene and proceed with the action itsdf, 31 U.S.C. §
3730(b)(2), would be rendered meaningless. Thelanguagefrom Prawer dted by Genentechisactudly thet
of Judge Wadin United Satesex rel. oringfield Terminal Ry. Co. v. Quinn, 14 F.3d 645 (D.C.Cir.
1994), which the First Circuit characterized in dictum as“ summariz[ing] rather well the objectives of the
1986 amendments’ to the False Claims Act. 24 F.3d at 326. That remark cannot be stretched to

encompass the gpplication urged here by Genentech.

% Genentech quotes in its unseal ed motion from the subpoena, which is Exhibit A to the Wiitala Declaration, adocument
that Genentech itself designated as confidential under the confidentiality order entered inthiscase. Docket No. 61, Exh.
A. | have quoted only that portion of the subpoena quoted by Genentech in its motion.

11



With respect to its first argument, Genentech relies on United States ex rel. Found. for Fair
Contracting, Ltd. v. G&M E. Contracting, 259 F.Supp.2d 329 (D.N.J. 2003). Genentech Motion a
12. Inthat case, the United States Department of Labor conducted an investigation of dleged violations of
the Davis-Bacon Act by the defendantswhich began beforethe plaintiff/rdator filed itsqui tamaction. 259
F.Supp.2d at 331-34. Approximately oneyear after the court action wasfiled, the Department concluded
itsinvestigation and the defendants paid back wages found by the Department to bedue. Id. at 334, 337.
The court held that “to dlow plaintiff’s qui tam suit to proceed, even though it is based on the same facts
underlying the DOL investigation, would provide for a second recovery by another entity despite the
resolution of the government’ sinvestigation into the very sametransactions, in contravention of the statutory
purpose.” Id. at 337. Here, thereis nothing but Genentech’ s speculation to suggest that the government
will obtain redress through its investigation for the wrongs aleged by McDermott. Fair Contracting is
diginguishable* Seealso S. Rep. No. 345, 99th Cong., 2d Sess. 1986, 1986 U.S.C.C.A.N. 5266, 5290
(“While a pending crimind investigation of the dlegations contained in the qui tam complant will often
establish ‘good cause’ for staying the civil action, the Committee does not intend that crimind investigations
be consdered an automatic bar to proceeding with acivil fraud suit.”). Genentech hasnot established that it
isentitled to digmissd of Counts One and Two pursuant to 31 U.S.C. § 3730(e)(3).

2. 31U.SC. 83730(e)(4). McDermott devotesagreat ded of timeand effort to the question whether
this action should be dismissed under the public-disclosure bar established by 31 U.S.C. § 3730(e)(4).

Genentech asserts that McDermott’s qui tam dams*are plainly based upon the dlegationsthat the news

* More analogous is United States ex rel. Johnson v. Shell Oil Co., 26 F. Supp. 2d 923 (E.D.Tex. 1998), in which the court
held that |etters from the federal Minerals Management Services to certain defendants ordering them based on state-
government investigations to pay certain royalties and informing them that failure to do so “may be considered a
violation subjecting you to penalties. . .” did not constitute civil penalty proceedings under section 3730(€)(3). Id.a927-
(continued on next page)
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media publicly disclosed in October 2004 — the dleged improper promotion of Rituxan for off-labd uses,
including for RA.” Genentech Motion at 9. It cites severd news articles and its own press release in
support of thisargument. 1d. It dso contendsthat McDermott “has not even dleged that heisan origina
source’ and that he cannot clam that status because “a reator who must seek discovery or request
information from the government to plead his qui tam dam cannot be an origind source.” 1d. Biogen
contends that an investigation by the Senate Finance Committee congtitutes apublic disclosure beforethis
action was brought of “purported marketing for off-label uses and the impact on Medicare and Medicaid
reimbursement programs.” Biogen Motionat 7. It dso assertsthat the complaint must be dismissed under
section 3730(€e)(4) as aresult of itsfalure to dlege how McDermott obtained the knowledge essentia to
being an origind source and to describethe information he provided to the government on the dates dleged
in paragraph 100 of the first amended complaint. 1d. at 8.

McDermott responds that the congressiond inquiry on which Biogen relies makes no mention of
“improper Government reimbursement of Rituxan for treetment of RA as alleged here” and that he has
aleged that he disclosed the dl egations underlying the complaint to the government “afull month prior to the
June 9, 2005 date on which Congress initiated its industry-wide inquiry.” Oppodition a 7-8 (emphasis
omitted). In response to Genentech’s arguments, McDermott asserts that the words “based upon” in
section 3730(e)(4) must be construed to mean “ actudly derived from,” an interpretation which he admits
represents the minority position among federd circuit courts of appeals that have addressed the question.
Id. at 8-19. He contendsthat the First Circuit “will likely adopt” the minority position when faced with the

question and that the defendants have not presented evidence that hisalegationswerein fact “ derivedfron”

28.

13



any public disclosure, so that the only possible conclusion isthat section 3730(e)(4) does not bar thisaction.

Id. at 19-22. Hearguesinthe dternative that heisan “origind source” because his dlegations are based
on direct and independent knowledge and that he provided “the information” to the government prior to
filing this action, as dleged in paragraph 100 of the first amended complaint. 1d. at 22-25.

| have reviewed dl of the documents submitted by Biogen in support of its argument that
McDermott's complaint is “based upon the public disclosure of dlegations or transactions . . . in a
congressond . . . investigation, or from the news media,” 31 U.S.C. 8 3730(€)(4), which areincluded in
Exhibits A through D to its motion, Biogen Motion a 56 & n.5. Nothing in those documents refers
aufficiently specificaly to Biogen or the marketing of Rituxan for off-labd useto dlow the concluson that the
dlegations in the first amended complaint are “based upon” any public disclosure, whether that term is
interpreted to mean “actualy derived from” or “smilar or identica to.” It is therefore unnecessary to
consder whether McDermott has adequately dleged that hewasthe origina source of such information for
purposes of Biogen's maotion. On the showing made, Biogen is not entitled to dismissal under section
3730(e)(4).

McDermott responds to Genentech’ sarguments on this point with the same assartions. Opposition
at 37, 825. A much closer question is presented in this instance with respect to the aleged public
disclosure because the subpoena on which Genentech relies is evidence of an “adminidrative . . .
investigation,” which is one of the sources of public disclosure ligted in section 3730(e)(4). When
addressing subject matter jurisdiction in the context of section 3730(e)(4),

[t]he inquiry into whether a court may hear a qui tam relator’s clam has three
parts. (1) Have the dlegations made by the plaintiff been “publicly disclosed”?

(2) If s0, isthe lawsuit “based upon” that publicly disclosed information? (3) If
90, isthe plaintiff an “origind source’ of the information?

14



United Statesv. Bank of Farmington, 166 F.3d 853, 859 (7th Cir. 1999). McDermott contendsthet the
nature of the government’s investigation Fas not been disclosed and that the disclosures identified by
Genentech “do not even hint a any fraud by anyone againgt anyone, much less ‘disclose’ fraud by
Genentech againgt the United States government.” Opposition at 5, 7.
Genentech reieson Exhibits B, D and E to the Wiitdladeclaration asevidence of public disclosure.

Genentech Motion a 9. Exhibit B provides nothing resembling the dlegations in the first amended
complaint. It is a press release that merely states that Genentech has been served with a subpoena
requesting documents* related to the promotion of Rituxan (rituximab), aprescription trestment for rel gpsed
or refractory, low-grade or follicular, CD20 positive, B-cdl non-Hodgkin's lymphoma” Press Release,
Exh. B to WiitdaDecl. Exhibit D isan article from theSan Francisco Chronicle dated October 6, 2004
in which unidentified “[alndysts’ are quoted as saying “it’s possible that investigators are looking into
whether Genentech improperly touted Rituxan for so-cdled off label usesthat haven't been approved by the
Food and Drug Adminigtration” and which states that “ Genentech has a so sponsored studies showing the
drug has potential to treat rheumatoid arthritis.” “Drug Firm Served Subpoena,” San Francisco Chronicle
(Oct. 6, 2004) (Exh. D to WiitdaDecl.) at 1, 2. Exhibit E isan aticle from The Globe and Mail gating
that “ Deutsche Bank Securities Inc. speculated in an andyst’ s report that the documents requested could
relae to an investigation to determine whether Genentech inappropriatey targeted Rituxan for other off-
labd uses” and “[a]nalysts expect Rituxan could also be used as a treatment for rheumatoid arthritis.”
“Report on Busness. Money & Markets, At The Bell,” The Globe and Mail (Oct. 6, 2004) (Exh. E to
WiitdaDecl.) at 1, 2.

The defendants have cited no hdpful authority on the means of determining when sufficient

information has been disclosed to qudify as “publicly disclosed” under section 3730(e)(4). In United
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Statesexrel. Rabushkav. Crane Co., 40 F.3d 1509 (8th Cir. 1994), cited inthisregard by McDermott,
Oppodtion at 6, the court held that “ mere disclosure of the subject matter transaction” wasinsufficient, and
that “the essentid dements exposing the transaction as fraudulent must be publicly disclosed aswell,” 40
F.3d at 1512. Smilaly, in Wang v. FMC Corp., 975 F.2d 1412, 1418 (9th Cir. 1992), the court

distinguished between dlegations, which isthe word used in section 3730(e)(4), and information on which

alegations are based. Application of this case law” leads meto conclude that the fraud on the government
as aresult of the promotion of Rituxan for trestment of rheumatoid arthritis dleged in the first amended

complaint is not readily discerned from the disclosures cited by Genentech and therefore the transactions
and dlegationswerenot publicly disclosed. My conclusion makesit unnecessary to consider theremaining

two elements of the section 3730(e)(4) jurisdictional test.

3. Rules12(b)(6) and 9(b). The matter does not end with a determination that this court has subject
matter jurisdiction over the qui tam alegations as pleaded, however. “Evidence of an actud fasedamis
thesinequa non of aFase ClamsAct violation.” United Statesex rel. Karvelasv. Melrose-Wakefield
Hosp., 360 F.3d 220, 225 (1<t Cir. 2004) (citation and internal quotation marks omitted). Addressing an
argument that aqui tam claim was not pleaded with sufficient particularity under Rule 9(b), the Firgt Circuit
noted: “We have said that Rule 9(b) requiresthat aplaintiff’ savermentsof fraud specify thetime, place, and
content of the alleged false or fraudulent representations.” 1d. at 226. When such avermentsare made on
the bagis of information and belief, the complaint must dso set forththe facts on which the belief isfounded.

Id. “FCA damsinvolve‘avermentsof fraud' that must be pled with particularity under Rule9(b).” Id. at

® Consideration of the opinion in United States ex rel. Longstaffe v. Litton Indus., Inc., 296 F.Supp.2d 1187 (C.D.C4. 2003),
cited by Genentech in its reply memorandum on this point, Genentech, Inc.’s Reply In Support of its Motion to Dismiss
First Amended Complaint, etc. (* Genentech Reply”) (Docket No. 73) at 2, an opinion specifically invoking existing Ninth
Circuit precedent, 296 F.Supp.2d at 1192, does not affect thisanalysis. The public disclosureinvolved inthat case wasfar
(continued on next page)
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227. “[T]hedetalsof the actud presentation of fase or fraudulent clamsto the government can and must
be pled with particularity in order to meet the requirements of Rule 9(b).” 1d. at 228.
Inthisregard, Genentech pointsto paragraph 93 of thefirst amended complaint, GenentechMaotion
a 1, 12, dthough it gpparently means to cite paragraph 94, which states:
Asareault of the lengthy period during which Genentech and Biogenillegaly
promoted Rituxan for thetrestment of RA and during which hedlthcare providers
submitted thefa seor fraudulent claims; asaresult of the massive number of such
clams submitted throughout the entire United States during that pan of years,
and asareault of the secret and confidential nature of the rembursement clams
the disclosure of which is prohibited by law, no one (including Defendants, the
Government and Relator) knows which specific Rituxan rembursement dams
among the thousands submitted to the Government were fase or fraudulent as
adleged above, and it would be impossible for anyone to identify them without
forma discovery and court asssance. The exisence, submisson and
Government payment of numerous such fase clams are a fact beyond doubt,
however.
Firg Amended Complaint 194 (itdicizationin origind). Genentech arguesthat McDermott doesnot “dlege
who submitted any fase daims, when those clams were submitted, what those claims said about the
indication for which Rituxan was being prescribed, how much money was clamed, or how — if at dl —
those particular clams were linked to the specific activities that McDermott believes congtituted improper
promotion.” Genentech Motion at 14. Without such alegations, Genentech asserts, McDermott hasfailed
to comply with the pleading requirements of Karvelas.
In Karvelas, the Firg Circuit held “that aqui tam relator may not present generd dlegaionsinlieu
of the detalls of actud fase clamsin the hopethat such detailswill emerge through subsequent discovery.”

360 F.3d at 231.

more extensive than that demonstrated by Genentech here.
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Underlying schemes and other wrongful activitiesthat result in the submisson of
fraudulent dams areincluded in the* drcumstances congtituting fraud or misteke”
that must be pled with particularity pursuant to Rule 9(b). However, such
pleadings invarigbly are inadequate unless they are linked to alegations, sated
with particularity, of the actud fase clams submitted to the government that
condtitute the essential element of an FCA qui tam action.

As applied to the FCA, Rule 9(b)’ s requirement that averments of fraud be
stated with particularity — specifying the*time, place, and content” of the dleged
fase or fraudulent representations, meansthat arelator must provide detailsthat
identify particular false damsfor payment that were submitted to the government.

In acase such asthis, details concerning the dates of the claims, the content of
the forms or bills submitted, their identification numbers, the amount of money
charged to the government, the particular goods or services for which the
government was hilled, the individuas involved in the billing, and the length of
time between the all eged fraudulent practices and the submisson of clamsbased
on those practices are the types of information that may help arelator to satehis
or her clams with particularity. These details do not condtitute a checklist of
mandatory requirements that must be satisfied by each dlegation included in a
complaint. However, like the Eleventh Circuit, we believe that “some of this
information for at least some of the clams must be pleaded in order to satisfy
Rule 9(b).” [United Satesex rel. Clausen v. Lab. Corp. of Am,, Inc., 290
F.3d 1301 (11th Cir. 2002)] at 1312 n.21.

Id. at 232-33. Asisthe case here, the complaint in Karvelas

never specifigld] the dates or content of any particular fase or fraudulent daim

alegedly submitted for reimbursement by Medicare or Medicaid. It providesno

identification numbers or amounts charged in individud clams. . . . It does not

identify or describe the individuasinvolved in the improper billing or dlege with

particularity any certification of compliance with federd regulationsin order to

obtain payments. . . . Nor does the complaint provide the source of information

and factud basis for [the rator’ g conclusory dlegations that [any individud]

submitted actua false or fraudulent clams to the government.
Id. at 233. TheFirgt Circuit dso quoted with gpprova the following language from Clausen, 290 F.3d at
1311: “[I]f Rule 9(b) is to be adhered to, some indicia of reliability must be given in the complaint to
support the dlegation of an actual false claimfor payment being madeto the Government.” (Emphasisin

origind.) Karvelas, 360 F.3d at 234. The Firg Circuit concluded, “Karvelas s failure to identify with
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particularity any actud fdse dams that [were] submitted to the government is, ultimatdly, fata to his
complaint.” 360 F.3d a 235. This holding appears to require that the complaint in the case a hand be
dismissed aswell.°

McDermott, however, invokes language from Karvelas to the effect that a “relaxed rule of
pleading” may be alowed asan exception in future cases where* the dleged conduct took place over along
period of time or involved numerous occurrences,” id. at 231 n.14, and asserts that arelaxed standard of
pleading isnecessary inthis case because“ otherwise, the qui tam provisonsof the FCA will berendered a
dead-letter with repect to drug manufacturers illegd, off-labe drug promotion schemes,” Opposition a
28. He contendsthat it would be “impossible’ for any relator to alege schemeslike the one set outinhis
complaint with sufficient particularity under Karvelas “because the only facts McDermott has omitted are
factswhich are not even known to Defendants themsalves and cannot be known by them or by any relator.”

Id.

Firgt, the Firgt Circuit specificaly found in the cited Karvelas footnote that three years did not
“present[] an exceptiondly long period of time” sufficient to entitle a plaintiff to the relaxed rule of pleading
recognized by some other circuitsin FCA qui tam cases. 360 F.2d at 231 n.14. McDermott carefully
does not mention the time span of the conduct he aleges asthe basis of hiscomplaint. A review of thefirgt
amended complaint reved sthat the only specific dates aleged run from August 4, 2004 to November 17,
2004, First Amended Complaint 1 55-56, 58, or some date prior to January 25, 2005, id. §42. This

period does not begin to gpproach the three years which the First Circuit indicated was insufficient to

® On December 11, 2006, without seeking leave to do so, McDermott filed a pleading entitled “ Notice of Subsequently
Decided Case Authority in Support of Relator’s Opposition to Defendants’ Motions to Dismiss the First Amended
Complaint.” Docket No. 79. Attached to this pleading was a slip copy of United Statesex rel. Salmeron v. Enterprise
Recovery Sys., Inc., __ F.Supp.2d __, 2006 WL 3445579 (N.D.IlI. Nov. 30, 2006). Thislate-filed opinionisinconsstent with
(continued on next page)
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generate the relaxed pleading standard. 1f McDermott sought to invoke this possible exception to the
requirements of Karvelas, he needed to do morethan state in conclusory fashionthat heisentitled toit; he
needed to proffer factud dlegations that could possibly establish his entitlement to do so.

Next, McDermott has not provided any factud support for his dlegation thet it would be
“impossble’ for him, or any plantiff/rdlaor in his postion, to learn about specific clams submitted to
Medlicare or Medicaid for reimbursement for the use of Rituxan to treat rheumatoid arthritis.” He asserts,
without citation to authority, that “the who, what[,] when and where of specific dams for medica
relmbursement . . . are confidential under HIPPA, and the disclosure of such confidentia patient information
by any physcian who submitted the fase clams for reimbursement is punishable by civil and crimind
penaties.” Oppogition at 28-29. Under the Hed th Insurance Portability and Accountability Act of 1996
(“HIPAA,” sometimes written as “HIPPA”), a person who knowingly disdoses individudly identifidble
hedlth information to another person issubject to fineor imprisonment. 42 U.S.C. § 1320d-6(a)(3) & (b).
“Individualy identifiable hedthinformation” isdefined asinformation that is created or received by ahedth
care provider and relates to the physica or mentad hedth or condition of an individua or payment for the
provison of hedth careto anindividua and identifiestheindividua or asto whichthereisareasonablebass
to believe that the information can be used to identify the individual. 42 U.S.C. § 1320d(6). Contrary to
McDermoitt’ s representation, HIPAA does not preclude ahedlth care provider from disclosing the “what,

when and where of specific dams for medicd reimbursement,” so long as the patient is not identified or

First Circuit precedent on the requirements of Rule 9(b) in the context of an FCA claim as set forth in Karvelas.
"Evenif it were“impossible” to bring aqui tam FCA claim based on claims for reimbursement for the use of Rituxan to
treat rheumatoid arthritis, that outcome could well be due to the language used by Congress in drafting the applicable
statutes or to the uniform interpretation of that language by the federal courts. Neither reason for such an outcome
necessarily means that the statutory language or the case law should be disregarded as a matter of public policy, as
McDermott seems to suggest.

20



identifiable asaresult of thedisclosure. McDermott could certainly comply with the pleading requirements
of Karvelaswithout running afoul of HIPAA. Thedifficulty McDermott might encounter in obtaining such
information is not reason enough to ignore Kar vel as, where the plaintiff, arespiratory thergpist formerly
employed by the defendant hospita, aleged that the hospital knowingly submitted false clamsto obtain
Medicare and Medicaid paymentsin violation of the Flse Claims Act. 360 F.3d at 223. Healleged that
of 21,000 arteria blood gastests performed in the hospital over athree-year period, “alarge percentage’
of billssubmitted to the government for an ungpecified number of thesetestsfasdy certified compliancewith
federa standards. Id. a 234. TheFirg Circuit found this pleading insufficient. 1d. at 234-35. Atnotime
did the Firg Circuit suggest that pleading in the necessary degree of specificity should include information
that identified or could be used to identify individud patients.

This omisson done is sufficient to require the granting of the motionsto diamiss. See generally
United Statesex rel. Hessv. Sanofi-Synthelabo Inc., 2006 WL 1064127 (E.D.Mo. Apr. 21, 2006), at
*1-*2,*4-*11. Evenif that were not the case, the defendants have dso argued that McDermott has not
aleged the submisson of any fdse or fraudulent clams to the government because each of the dams he
dleges must have been submitted would have identified Rituxan as the medication prescribed and
rheumatoid arthritisasthe medica condition for which it was prescribed, atrue representation. Genentech
Motion a 15-18; Biogen Motion a 10-11. “It cannot be an actionable violation of the FCA for an
individud to provide truthful informeation to the government, in order to alow the government to determine
whether or not that information establishes digibility for acertain program.” United Statesex rel. Burlbaw
v. Orenduff, 400 F.Supp.2d 1276, 1289 (D.N.M. 2005).

McDermott responds that “prescription drugs are legaly reimbursable under Medicad and

Medicare if they are used for a medica indication approved by the FDA or listed in certain medica
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compendia,” citing 42 U.S.C. 81396r-8(k)(3) and (6). Oppostion a 34. Since the requests for

rembursement that must have been submitted did not fit this definition, he assarts, they were not

reimbursable when they were submitted and such clams “routindy” have been held to give riseto liability
under the False Clams Act. Id. at 36. Inreply, Genentech pointsout, Genentech Reply at 6, that the use
of Rituxan for treetment of rheumatoid arthritis has been recognized in one of the medica compendia
admitted by McDermott to beincluded inthe cited statutory definition, Opposition at 34 n.4, specificdly the
DRUGDEX Information System, see also 42 U.S.C. § 1396r-8(g)(1)(B)(i)(111), Since at least December
2003, making it rembursable under the relevant government programs during the entire period of time
specificdly mentioned in the firs amended complaint.

This argument does not save McDermott from dismissal of Counts One and Two. It is not
necessary to reach the defendants remaining arguments on these claims, with one exception. Count Two
pleads a conspiracy. First Amended Complaint 911 102-03. To the extent that a conspiracy clam could
aurvive the dismissal under Rule 12(b)(6) of the substantive alegations underlying the conspiracy, Biogen
has moved separatdy to dismiss the conspiracy clam for falure to state aclam on which rdief may be
granted. Biogen Motion at 23-25. McDermott did not respond to this portion of the motion to dismiss,
which may be granted for that reason done. See I Tl Holdings, Inc. v. Professional Scuba Ass'n, Inc.,
2006 WL 240618 (D. Me. Jan. 31, 2006), at *1 n.1. While Genentech does not make such a separate
request, should it be necessary to grant the motion to dismiss as to Count Two for this reason, the court

should dismiss Count Two as againgt Genentech sua sponte.

8 Genentech has requested that the court take judicial notice of thisfact. Genentech, Inc.’s Supplemental Request for
Judicia Notice of Certain Facts and Documents (Docket No. 74) at 2. McDermott filed no response to this request, which
is hereby granted. See Docket No. 70 (granting without objection earlier request for judicial notice filed by Genentech
(Docket No. 62)).
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4. Count Three. Count Three assertsaclam only againgt Genentech for retdiatory dischargein violation
of 31 U.S.C. 8§ 3730(h). First Amended Complaint 11 105-19. Genentech seeksdismissd of this count
under Rule 12(b)(6) aswell. Genentech Motion at 19-20. It relieson Karvelasto support its contention
that McDermott’s alegations of protected conduct do not concern the dleged submission of fraudulent
clams to the government and so do not sate a clam under section 3730(h). Id. a 20. The Satute
provides, in relevant part:
Any employeewhoisdischarged, demoted, suspended, threatened, harassed,
or in any other manner discriminated againg in the terms and conditions of
employment by hisor her employer because of lawful acts done by the employee
on behdf of theemployee or othersin furtherance of an action under this section,
including investigation for, initiation of, tetimony for, or assstance in an action
filed or to be filed under this section, shdl be entitled to al relief necessary to
make the employee whole.
31 U.S.C. §3730(h). In Karvelas, the Firg Circuit Sated:
To preval on aFase Clams Act retdiation dam, a plaintiff must show that 1)
the employee’ s conduct was protected under the FCA; 2) the employer knew
that the empl oyee was engaged in such conduct; and 3) theemployer discharged
or discriminated against the employee because of his or her protected conduct.
360 F.3d at 235. TheFirgt Circuit condgders*conduct . . . protected under the FCA” to be“conduct that
reasonably could lead to aviable FCA action.” Id. at 236. The conduct alleged must be“investigation or
reporting of fase or fraudulent clams knowingly submitted to the government.” Id. a 237. Interna
reporting is protected activity under the FCA only when it aleges fraud on the government. 1d.
McDermott points to paragraphs 32, 33, 34, 106, 108, 110, 117 and 118 in support of his
contention that he has “dleged sufficient facts to saisfy the requirement that he engaged in protected

conduct.” Opposdtion at 45. The critical paragraphs are 32 and 33, because the other cited paragraphs

merely recite that McDermott informed two of his superiors on three separate occasions that Genentech
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saes representatives were improperly promoting Rituxan for the trestment of rheumatoid arthritis. First
Amended Complaint 11 106, 108, 110. Thisisinsufficient under Karvelas. Paragraphs 32 and 33 dlege
that “it iscommon knowledgein the pharmaceutica industry” that promotion of off-labd useof adrug by its
manufacturer has “the natural and probable consequence. . . that some hedlthcare providerswill inevitably
submit indigible clamsfor payment to agovernmenta medica rembursement sysem.. . . for the off-|abel
use,” and paragraph 33 aso aleges that such promotion “is a species of fraud againg the U.S.
Government” asareault. Id. 91 32-33. Given the indulgent standard to be applied to construction of the
dlegationsin acomplaint when amoation to dismissis under consderation, this combination of dlegations
appears adequate, dthough bardly, to state aclaim under section 3730(h) asit isinterpreted in Karvelas.

Genentech is not entitled to dismissd of Count Three on the showing made.

V. Conclusion

For theforegoing reasons, | recommendthat (i) Genentech’ smotion to dismiss (Docket No. 60) be

GRANTED asto Counts One and Two of the First Amended Complaint and otherwiseDENIED and (i)

Biogen's motion to dismiss (Docket No. 63) be GRANTED.

NOTICE

A party may file objections to those specified portions of a magistrate judge’ s report or
proposed findings or recommended decisions entered pursuant to 28 U.S.C. 8§ 636(b)(1)(B) for
which de novo review by the district court is sought, together with a supporting memorandum,
within ten (10) days after being served with a copy thereof. A responsive memorandum shall be
filed within ten (10) days after thefiling of the objection.

Failuretofileatimely objection shall constitute a waiver of theright tode novo reviewby
the district court and to appeal the district court’s order.

Dated this 14th day of December, 2006.
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