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UNITED STATES DISTRICT COURT

NORTHERN DISTRICT OF CALIFORNIA

SAN JOSE DIVISION

RICHARD EIDSON,
Plaintiff,
V.

MEDTRONIC, INC.; MEDTRONIC
SOFAMOR DANEK USA,INC.,

Defendants.

SCOTT BELL AND APRIL BELL,
Plaintiffs,
V.

MEDTRONIC, INC.; MEDTRONIC
SOFAMOR DANEK USA|INC.,

Defendants.
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Plaintiffs Scott and April Bell (“the Bis”) commenced this action on April 3, 2013,

Case Nos.: 13-CV-02049
13-CV-01502

ORDER GRANTING IN PART AND
DENYING IN PART DEFENDANTS’
MOTIONS TO DISMISS RICHARD

EIDSON’'S COMPLAINT AND SCOTT

AND APRIL BELL'S COMPLAINT

Doc.

alleging that Scott Bell suffered harmful sidéeefts following a spinal fusion operation in which

his surgeon used a spinal fusion device prodbgeldedtronic, Inc. and Medtronic Sofamor

Danek USA, Inc. (collect®ly, “Defendants”). ECF Bell No. 37, 13-CV-01502, Bell First
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Amended Complaint (hereinafter “Bell complaintplaintiff Richard Eilson (“Eidson”) brought
this action on May 6, 2013, also based on harefhelcts he suffered after undergoing spinal
surgery in which his surgeon used the sameelical device produced by Defendants. ECF Eidsof
No. 38, 13-CV-02049, Eidson First Amended Compléuereinafter “Eidson complaint”). The
two cases have been related because they involve the same product and similar questions of
ECF Bell No. 23. On October 3, 2013, the Court gdefendants’ motion to dismiss the Bells’
complaint and granted in part and denieg@ant Defendants’ motion to dismiss Eidson’s
complaint.Eidson v. Medtronic, Inc2013 WL 5533081 (N.D. Cal. Oct. 3, 2013) (“October 3,

2013 Order”). The Court held that all of the Betiilims were barred by the statute of limitations

and that all of Eidson’s non-frawtaims were either preempted or failed to show a causal nexus

between Eidson’s injuries and Defendants’ conddcat *14, *16-18. The Court also held that

Eidson’s fraud-based claims weret preempted and were pled with sufficient particularity under

Federal Rule of Civil Procedure 9(I. at *11. Both the Bells and Eidas were granted leave to
amend.

Defendants now move to dismiss both ameratedplaints pursuant to Federal Rule of
Civil Procedure 12(b)(6) for faihe to state a claim upon which relief may be granted. ECF Bell
No. 42; ECF Eidson No. 39. This Order addresses both motions to dismiss.

The Court vacated the hearing on Defendamistion to dismiss the Eidson complaint.
ECF No. 57. The Court held a hearing on Deéarig’ motion to dismiss the Bell complaint on

May 8, 2014 concerning only the statute of limitatiessie. Having conseted the submissions

and oral arguments of the partidss relevant law, and the record in this case, the Court GRANT

IN PART with prejudice and DENIES IN PARDefendants’ motion to dismiss the Eidson
complaint, and GRANTS IN PARWith prejudice and DENIES IN PART Defendants’ motion to

dismiss the Bell complaint.

! As this Order addresses two related cases brduygtiifferent plaintiffs, this Order will continue
to follow the convention established by thisugt’s October 3, 2013 Ordey using the following
nomenclature for docket numbers in the Bae: “ECF Bell No. X,” and the following

nomenclature for docket numbergim Eidson case: “ECF Eidson No. X.”
2
Case Nos.: 13-CV-02049; 13-CV-01502
ORDER GRANTING IN PART AND DENYING IN PART DEFENDANTS’ MOTIONS TO DISMISS RICHARD
EIDSON’S COMPLAINT AND SCOTT AND APRIL BELL’S COMPLAINT

N

aw



United States District Court
For the Northern District of California

© 00 N o o A w N Pk

N N N N DN DN DN NN R R R R R R R Rp R
0o N o 0N WN P O ©OW 0o N O o~ WwWN B O

|. BACKGROUND
A. Factual Allegations
1. Infuse Device and Premarket Approval

The Court reviewed the factual backgroundhe&fse cases in its October 3, 2013 Orflee
Eidson 2013 WL 5533081, at *1-3. Here, the Couiiehy notes the relevant facts.

Medtronic Sofamor Danek, USA, Inc. manufactures a medical device known as the Inf
Device (“Infuse”) which stimulates bone growthspinal fusion surgeries. Bell Complaint § 2;
Eidson Complaint 2. Infuse consists of thremponents: (1) the activagredient, a liquid form
of the protein rhBMP-2 which stimulates bone gitow2) a metallic spinal fusion cage (the “LT
Cage”) to stabilize and hold in place the Idjprotein, and (3) a spongy carrier for the protiin.

1 34;1d.9 33. The FDA in July 2002 granted Infysemarket approval (‘PMA”) as a medical
device under the Federal Food, Drug, and Cosmetic Act of 1938 (“FDCA”), as amended by th
Medical Device Amendments of 1976 (“MDA'Id. 11 58, 63]d. 11 45, 60. Following this
approval, Defendants were permitted to sell the Infuse Dddic§.44;1d. 1 43.

The FDA'’s approval letter stated that the @evimay be implanted (1) from the anterior
(front) abdomen, (2) for purposes of a single-léusion, (3) within lumlar spine levels L4
through S1, and that Infuse munsit be used without the LT Cadd. | 65, 66]d. { 64. Any
operation that uses the Device in a manner dti@ar that approved by the FDA is called an “off-
label” useld. § 67;Id. § 66. This includes operations in which the spine is approached from th¢
back and operations without the LT Calge {1 4, 691d. 11 4, 68. During approval hearings, FDA
officials expressed concern abgatential side effects stemmifrgm off-label use and advised
Defendants to take steps to prevent suchlds& 70, 73, 75-714d. 11 72-76.

Plaintiffs allege that begning in 1999, Defendants were @& that medical studies had
found evidence of severe side effects associatdthe off-label use of Infuse, particularly
excessive bone growthd. 11 103-105ld. 1 104-105, 123. Despite this knowledge, Defendants|
embarked on a vigorous campaign to promdtéatrel uses of Infuse by establishing

consulting/royalty agreements with pigtans who advocated off-label usés. {1 120-121, 179-
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184;1d. 11 119-120, 178-183. Defendants also fundedestumhd articles by opinion leaders that
omitted mentions of the risks of off-label use or understated the incidence of adverseleffgfts.
105, 127]d. 1 71, 104, 126. In addition, Defendants fatledeport adverse events suffered by
patients who used Infuse off-label to the F2Ad by April 2008 Defendants had reported only
262 of an estimated 50,000-250,000 adverse even®.319;ld. 9 309. This failure to report led
to the omission of these events frora #DA’s publicly accessible MAUDE databat#. {1 113,
280;1d. 11 111-112, 279. These activ#tied to investigations e Department of Justice
resulting in a $40 million settlement andr@orate Integrity Agreement on July 18, 20Q@6.91
146-150;1d. 11 145-149. Defendant’s promotion of-tzfbel use also led to significant
controversial media coverage in WWeall Street Journahnd theNew York Times. 14 96, 185,
191;1d. 9 95, 184, 190-191.
2. Scott Bell's surgery

In February 2005, Scott Bell underwent a spfoalon operation in which his surgeon, Dr.
Seago, used Infuse in an off-label manner byiamting it by posterior approach and by failing to
use an LT Cage. Bell Complaint  286. The Bdlkga that Defendants directly and indirectly
encouraged his surgeon to use an off-label procettur287. Dr. Seago did not inform the Bells
that the operation would involv@BMP-2, and the surgical consent form Mr. Bell signed
inaccurately implied that the surgery would e&d involve a naturaliac crest bone graftd.
290, 292. Only the hospital’s “sticker page” of equipment used in the procedure notes the use
artificial protein graftld. § 293. After his surgery, Scott Bekperienced increased pain and was
told by Dr. Seago that this wdse to a “biological phenomenond. § 291. On March 2, 2007,
Scott Bell was diagnosed with advanced bony awsvth in the area of his spine targeted by the
surgery.d. 1 288. Scott Bell underwent correctivegery for this overgrowth on May 3, 200d.
Neither Dr. Seago nor any of St8ell’'s other physicians ever informed him that Infuse was use
in his surgery and may have cobhtited to his side effectid. 1 294-296.

As a result, Plaintiffs Scott and April Bellibg five causes of action against Defendants i

connection with Infuse: (1) fraudulent meprresentation/fraud in the inducemadt {|f 299-311);
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(2) strict products liabty—failure to warn (d. 1 312-327); (3) negligémisrepresentationd.
19 328-338); (4) negligent failure to ward. ([ 329—-353); and (5) loss of consortium on behalf pf
April Bell (id. 11 354—-356).

3. Richard Eidson’s surgery

On November 11, 2008, Plaintiff Richard Eidsorderwent a spinal fusion operation that
utilized Infuse in an off-label manner by imapting the device from the back, by using a multi-
level fusion, and by failing to use an LT Cage&lson Complaint  285. Eidson alleges Defendants
directly and indirectly encouraged his swygeDr. Smith, to use an off-label proceduce .y 285-
286. After the surgery, Eidson began experieg@ain, weakness, decreased sensation, and
decreased reflexes in his legs and back pairfl 287. On May 14, 2012, he was diagnosed with
fluid-filled cysts within the vdaebral bodies where the surgerdhaken place, and now has severg
pain, reduced sensation, strength, eitkxes in his lower extremitiekd.  288. He has also
suffered bone resorption and bone overgrovethy 12.

As a result, Eidson brings four causesction against Defendamnin connection with
Infuse: (1) fraudulent misrepresentation/fraud in the inducereertf 290-302); (2) strict
products liability—falure to warn {d. 1 303-317); (3) negligent misrepresentatidn{{ 318—
328); and (4) negligent failure to warid.(] 329-342.

2 Both Plaintiffs’ First Amended Complainitsclude two causes of action (negligent

misrepresentation and negligent failure to warn) not included in their original complaints. Plaintiffs

justify the inclusion othese new causes of action by insistingt they allege the same miscondugt
set forth in the “Strict Liability — Misrepresentati’ claims in their original complaints and that
Plaintiffs have merely “relabeled” that claiBell MTD Opp’n at 10-11Eidson Opp’'n at 7-8. The
Court’s October 3, 2013 Order advised Plaintifigt they would not be permitted to “add new
parties or causes oftamn without a stipulatiomr order of the Court.Eidson 2013 WL 5533081
at *18. Although Plaintiffs have violated the Coui®sder, the Court will notequire Plaintiffs to
formally move for leave to amend their comptaibefore the Court rudeon Defendants’ pending
motions to dismiss. In order to avoid delay@efendants’ motion to dismiss, the Court simply
construes the Plaintiffs’ alterati of their complaints as a motion to amend under Federal Rule pf
Civil Procedure 15. Under Rule 15(a), leave tead“should be freely granted when justice so
requires.”Lopez v. Smiti203 F.3d 1122, 1127 (9th Cir. 2000) @anc) (internal quotation marks
omitted). Because Defendants, in their oppositions, havebjected to the fact that Plaintiffs havs
included new causes of action, the Court graras#ffs’ motion for leave to amend. The Court
warns Plaintiffs, however, that should they indutew causes of action in the future without a

stipulation or Court order, those causéaction will be dismissed with prejudice.
5
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B. Procedural History

Plaintiffs Scott and April Bell filed thewriginal complaint on Apl 3, 2013. ECF Bell No.
1. Defendants filed a Motion to Dismiggee Complaint on May 14, 2013. ECF Bell No. 10.
Plaintiffs filed an opposition to the Moin to Dismiss on July 1, 2013. ECF Bell No. 20.
Defendants filed a reply on July 22, 2013. ECF Bell No. 24.

Plaintiff Richard Eidson filed hisomplaint on May 6, 2013. ECF Eidson No. 1.
Defendants filed a Motion to Dismiss the Cdaipt on May 28, 2013. ECF Eidson No. 9. Plaintifi
filed an opposition to the Main to Dismiss on July 1, 2013. EE&&ison No. 18. Defendants filed
a reply on July 22, 2013. ECF Eidson No. 21.

On October 3, 2013, the Court granted Deferglanobtion to dismiss as to the Bells’
claims and granted in part and denied in pefiendants’ motion to dismiss as to Eidson, giving
both plaintiffs leave to amend.

Plaintiffs Scott and April Bell filed &irst Amended Complaint on November 15, 2013.
ECF Bell No. 37. Defendants filed a Motion tosBiiss the First Amended Complaint on January
8, 2014. ECF Bell No. 42 (“Bell MTD”). Plaintifféled an opposition on February 7, 2014. ECF
Bell No. 46 (“Bell MTD Opp’n”). Defendants fikka reply on February 21, 2014. ECF Bell No. 4]

Plaintiff Richard Eidson filed a Firé&tmended Complaint on November 15, 2013. ECF
Eidson No. 38. Defendants filed a Motion to Dissithe First Amended Complaint on January 8,
2014. ECF Eidson No. 39 (“Eidson MTD”). Pl&afhfiled an opposition on February 7, 2014. ECF
Edison No. 46 (“Eidson Opp’n”). Defendants dlla reply on February 21, 2014. ECF Eidson No
47 (“Eidson Reply”y’

II. LEGAL STANDARDS
A. Motion to Dismiss Under Rule 12(b)(6)

® Defendants filed notices of supplemertathorities on March 7, 2014, March 13, 2014, March
20, 2014, March 27, 2014, April 8, 2014, Aprd, 22014, and April 30, 2014. ECF Bell Nos. 48,
49, 50, 51, 53, 54, 55; ECF Eidson Nos. 48, 49, 50, 51, 52, 53, 54. The Court has considered
supplemental authorities.
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Federal Rule of Civil Procedure 12(b)(6) pernaifgarty to move to dismiss a complaint for

failure to state a claim upon which relief cangsanted. To survive a motion to dismiss, a
complaint must plead “enough facts to stateamntho relief that is plausible on its fac&ell Atl.
Corp. v. Twombly550 U.S. 544, 570, 127 S.Ct. 1955, 167 L.Ed.2d 929 (2007). A claim is
plausible when the plaintiff pleads “factual coritdrat allows the court to draw the reasonable
inference that the defendantiable for the misconduct alleged®shcroft v. Igbgl556 U.S. 662,
678, 129 S.Ct. 1937, 173 L.Ed.2d 868 (2009). For purpafsesing on a Rule 12(b)(6) motion, a
court “accept[s] factualllegations in the complaint as true and construe[s] the pleadings in the
light most favorable to the nonmoving partianzarek v. St. Paul Fire & Marine Ins. C619
F.3d 1025, 1031 (9th Cir.2008). Moreover, the court “presume(s] that general allegations eml
those specific facts that anecessary to support the claiflat'| Org. for Women v. Scheid]é&10
U.S. 249, 256, 114 S.Ct. 798, 127 L.Ed.2d 99 (19940ting Lujan v. Defenders of Wildljf&04
U.S. 555, 561, 112 S.Ct. 2130, 119 L.Ed.2d 351 (1992). A complaint’s non-conclusory factua
allegations and reasonable inferences drawn them, “must be plausibly suggestive of a claim
entitling the plaintiff to relief.’ Moss v. United States Secret SesvV2 F.3d 962, 970 (9th
Cir.2009),citing Igbal, 129 S.Ct. at 1949.

A court is not required, however, to “ ‘assuthe truth of legal corlasions merely because
they are cast in the form of factual allegationsFayer v. Vaughn649 F.3d 1061, 1064 (9th
Cir.2011) (per curiam) (quoting/. Mining Council v. Wat643 F.2d 618, 624 (9th Cir. 1981)). A
court also need not accepttase allegations contradictdyy judicially noticeable factsShwarz v.
United States234 F.3d 428, 435 (9th Cir. 2000). Méfteonclusory alleghons of law and
unwarranted inferences are insufficient to defeat a motion to disrAdarhs v. Johnso355 F.3d
1179, 1183 (9th Cir. 2004ccordlgbal, 556 U.S. at 678, 129 S.Ct. 1937.

B. Federal Rule of Civil Procedure 9(b)

When sitting in diversity, a court applies Federal Rule of Civil Procedure 9(b)’s heightg
pleading standard to any state law cawdesction sounding in fraud or decefeeVess v. Ciba—

Geigy Corp. USA317 F.3d 1097, 1103 (9th Cir. 2003). Rulb)9frovides that “[ijn alleging fraud
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or mistake, a party must statéth particularity the circumstaes constituting fraud or mistaké\
complaint must “be ‘specific enough to give defants notice of the particular misconduct . . . s
that they can defend against ttigarge and not just deny thithey have done anything wrong.” ”
Kearns v. Ford Motor Co567 F.3d 1120, 1124 (9th Cir. 2009) (citation omitted). The complg
must include facts regarding the “time, place, apdcific content of the false representations
well as the identities of the s to the misrepresentation&tiwards v. Marin Park, In¢.356
F.3d 1058, 1066 (9th Cir. 2004) (citati omitted). In addition, “[t]helaintiff must set forth what
is false or misleading about aatment, and why it is falselh re GlenFed, Inc. Sec. Litig42
F.3d 1541, 1548 (9th Cir. 1994) (en bamstiperseded by statute on other grounds.

C. Leave to Amend

If the Court determines th#ite complaint should be dismiskét must then decide whether
to grant leave to amend. Under Rule 15(a) offtbéeral Rules of Civil Procedure, leave to amen
“should be freely granted when justice so requires,” bearing in mind that “the underlying purp
of Rule 15 . . . [is] to facilitate decision on the merits, rather than on the pleadings or
technicalities."Lopez v. Smitl203 F.3d 1122, 1127 (9th Cir. 20@en banc) (internal quotation
marks omitted). Nonetheless, a court “may exelitssdiscretion to deny leave to amend due to
‘undue delay, bad faith or dilatory motive on pafrthe movant, repeated failure to cure
deficiencies by amendments previously allowatjue prejudice to the opposing party. . ., [and]
futility of amendment.””Carvalho v. Equifax Info. Servs., L1629 F.3d 876, 892-93 (9th Cir.
2010) (alterations in original) (quotirigpman v. Davis371 U.S. 178, 182 (1962)).

D. Requests for Judicial Notice

While a court generally may not consi@éamdence or documents beyond the complaint in
the context of a Rule 12(b)(6) motion to dismissgeral Rule of Evidence 201(d) provides that
“[a] court shall take judicial notice [of an adijicative fact] if requestebly a party and supplied
with the necessary information.” A court may take gualinotice of any fact @t is “not subject to

reasonable dispute in that it isher (1) generally known within ghterritorial jursdiction of the
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trial court or (2) capable of accieaand ready determination bysogt to sources whose accuracy
cannot be reasonably questiondd.”

A court may consider documents “whose contents are alleged in a complaint and whog
authenticity no party questiongjéspite such documents notrigephysically attached to the
pleadingsKnievel v. ESPN393 F.3d 1068, 1076 (9th Cir. 2005). A court may also take judicial

notice of “matters of publicacord outside the pleadingddack v. S. Bay Beer Distribs., Ing98

F.2d 1279, 1282 (9th Cir.198&)verruled on other grounds by Astoria Fed. Sav. & Loan Ass'n \.

Soliming 501 U.S. 104, 111 S.Ct. 2166, 115 L.Ed.2d 96 (198/Mhjle matters of public record are
proper subjects of judicial notice, a court may take notice only of therdidity and existence of
the documents, not the veractyvalidity of their contentsSeelee v. City of Los Angelea50

F.3d (9th Cir. 2001).

Defendants have filed Requests for Judicial Notice in support of their motions to dismi
both Plaintiffs’ complaints. ECF Bell No. 4ECF Eidson No. 41. With regard to Defendants’
motion to dismiss the Bell complaint, the docuiseas to which Defendants request notice are
precisely the same as those @améd in the Request for Judichbtice accompanying their motion
to dismiss the original complair$eeECF Bell No. 11; ECF Bell No. 44. Because Plaintiffs have
not filed an opposition to these requests and ®rdélasons set forth in this Court’s October 3,
2103 Order, the Court grara$i of Defendants’ requests.

With regard to Defendant’s motion to dissithe Eidson complaint, Exhibits A-H, for

which Defendants request notice, are the samieoge ttontained in the Request for Judicial Noti¢

accompanying Defendants’ motion to dismiss the original comp&es=CF Eidson No. 10; ECF
Eidson No. 41. Plaintiffs have not filed an opposition to these requests, and for the reasons s
in this Court’s October 3, 2103 Order, the Couangs Defendants’ request for judicial notice with

regard to those exhibits.

* For a full discussion of thedDrt's reasoning in granting alleke judicial notice requestee
Eidson 2013 WL 5533081, at *5-6.
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However, Defendants also request judio@tice of one document not contained in the
Request for Judicial Notice accompanying theitioroto dismiss the original complaint. The
newly included document, Exhibit I, consistsadMedtronic “Important Medical Information”
label regarding the use of Infuse. ECF Eidson4g.at 2. Defendants asstrat Exhibit | is the
warning label in effect at the time of Eidson’s surgétyat 3-4. The Court based its grant of all
Defendants’ previous requests oe tact that “all of the documents at issue appear on the FDA’
public website,” and were matters of the public recBrdson 2013 WL 5533081, at *5-6. With
regard to Exhibit I, howeveDefendants provide no citation amy FDA website or publication,
and the label itself is a creation of Medtronic eatthan the FDA. Exhibit | thus does not qualify
as a matter of public record. NonethelessQbart grants the requefstr judicial notice.
Defendants invoke the doctrineintorporation by reference, chaing that the Eidson complaint
challenges the sufficiency of the Infuse warning lamel thus incorporates that label by referenct
ECF Eidson No. 41, at 3-4. The Court agrees. Eidgsoormplaint asserts that any warnings issue
by Defendants regarding the dangefrsff-label use were “insuftient in light of” Defendant’s
promotional activities. Eidson Complaint § 309(iAccordingly, Eidson diectly challenges the
sufficiency of the FDA-approved warnings aheé contents of those warnings are thus
incorporated in his complaint. Moreover, Eidd@s not opposed Defendan®equest for Judicial
Notice of Exhibit | nor questioned its authenticityhus, because a court may consider document
“whose contents are alleged in a complaiml whose authenticity no party questions,”

Knievel 393 F.3d at 1076, the Court talpegicial notice of Exhibit I.
[ll. REGULATORY BACKGRO UND AND PREEMPTION LAW

Before addressing Defendants’ arguments, @ourt sets forth ghregulatory background
and legal framework for preemption.

A. Federal Regulation of Medical Devices

In 1976, Congress enacted the MDA, which “imposed a regime of detailed federal
oversight” over the entry of medical devicBsegel v. Medtronic552 U.S. 312, 316 (2008).

Notably, a process of premarket approvas watablished for new Class Il devicks.at 316-17.
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Premarket approval is a “rigorous” processvimch the manufacturer submits to the FDA
extensive reports, design specdfiions and descriptions, sangtd the device, and proposed
labeling, and the FDA spends an average durs per applicationviewing and evaluating
these materialdd. at 317-18. The FDA then “weigh[s] anyopmable benefit to health from the use
of the device against any probabkk of injury or illness fronsuch use,” and “grants premarket
approval only if it finds there is a ‘reasdi@ assurance’ of the device’s ‘safety and
effectiveness.”1d. (internal quotation marks omitted).

B. Federal Preemption

1. Express Preemption
Defendants move to dismiss Eidson’s conmglan the ground that all of his state law

claims are expressly preempted by the MDA. WH2A contains an expss preemption provision:

[N]o State or political subdivien of a State may establish @ntinue in effect with respect
to a device intended for human use any requirement—

(1) which is different from, o addition to, any requiremeapplicable under this chapter

to the device, and

(2) which relates to the safety or effectivem@f the device or to any other matter includeq
in a requirement applicable the device undehis chapter.

21 U.S.C. § 360k(a). The Supreme Court estaldishisvo-step framework for analyzing express
preemption under the MDA iRiege] 552 U.S. at 322. The court must first determine whether th
FDA has established requirements applicableaadtvice at issue. Ibsthe court must then
determine whether the plaintiff's claims are lzhea state requirements redimg the device that
are “different from, or in addibn to” the federal requirements, ath@t relate to the safety or
effectiveness of the devickl. at 321-22. If so, the plaintiff'slaims are expressly preempted by
the MDA. Id. at 316.

State law claims can escape preemption ortlyely are based on state duties “parallel” to
federal duties stemming from the FDA regulatiddseStengel v. Medtronic Inc704 F.3d 1224,
1228 (9th Cir. 2013) (en banc). If state lambiiity could be found notwithstanding compliance
with the federal requirements, those state law datiesot parallel to the federal requirements ar

will be preemptedSeeRiege] 552 U.S. at 328. “To properly pleadrallel claims that survive
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preemption, a plaintiff must alledacts (1) showing an alleged violation of FDA regulations or
requirements related to [the de®], and (2) establishing a causal nexus betweealleged injury
and the violation.’Erickson v. Boston Scientific Coy846 F.Supp.2d 1085, 1092 (C.D. Cal. 2011
(internal quotation marks omitted).
2.Implied Preemption

The MDA also prohibits suits by private gjints to enforce the provisions of the Act,
requiring that all such actionshall be by and in the name of the United States.” 21 U.S.C. §
337(a). The Supreme Court,Buckman Co. v. Plaintiffs’ Legal Committ&31 U.S. 341 (2001),
interpreted this provision as impliedly preemptatgms seeking to enforce an exclusively federg
requirement not grounded irattitional state tort lawGee idat 352-53.

The Supreme Court Buckmanmpliedly preempted a plaifits claims alleging that a
device manufacturer made misrepreseotatito the FDA during the PMA procegs. at 348
(“[T]he plaintiffs’ state-law fraud-on-the-FDA @ims conflict with, anére therefore impliedly
pre-empted by, federal law”). However, courts have made cleaBulcamarshould not be read to
foreclose claims based on any conduct that violle$DCA. Rather, state law claims may avoid
preemption if they rely on traditional state tlantv duties which predate the FDCA requirements.
See, e.gRiley v. Cordis Corp 625 F.Supp.2d 769, 776-77 (D. Minn. 2009) (to escape
preemption, conduct forming the basis of claims “must be the type of conduct that would
traditionally give rise to liability under state lanand that would give ris® liability under state
law even if the FDCA had never been enacteth’sum, a claim is impliedly preempted under
Buckmanif it is cognizable only by virtue of the grisions of the FDCA itself, and would not be
independently viable under stdiw; conversely, a state laause of action escapes implied
preemption if it would state a claim under stk#tw even in the absence of the FDGae
Buckman531 U.S. at 348.

Together, express preemption and impliegkepmption provide only ‘@arrow gap” through
which a plaintiff's claims must fit in order to surviieerez v. Nidek Co., Ltd711 F.3d 1109,
1120 (9th Cir. 2013) (“The plaintiff must be suing for conduct vi@atesthe FDCA (or else his
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claim is expressly preempted by 8§ 360k(aYt the plaintiff must not be suirlgpcausehe conduct
violates the FDCA (such a clawould be impliedly preempted und8uckman.”) (emphasis in
original) (citation omitted).
IVV. ANALYSIS
A. Analysis of Defendant’'s Argumentthat the Bells’ Claims are Time-Barred
The Court first addresses Defendants’ argumeattah of the Bells’ claims are time-barred
Bell MTD at 4-8. In its October 3, 2013 Order, tlisurt dismissed the Bells’ claims with leave to
amend, finding that the claimgere barred by the statutelwhitations because the Bells’
complaint did not allege sufficiefdcts regarding the discovery rul&idson 2013 WL 5533081,
at *16-18. The Court finds that the Bells have rall@ged sufficient facts to plead the discovery
rule, and thus rejects Defendgirargument that all of the Bells’ claims are time-barred.
In their amended complaint, the Bells havduded the following assgons regarding their
delay in discovering Defendants’ wrongdoing and filing their suit:
(1) “At the time of his surgery on Febrya&4, 2005, Dr. Randall Seago did not inform
plaintiff Scott Bell that havas using rhBMP-2 by any name (INFUSE®, BMP), and did n
obtain his consent to useBkRIP-2.” Bell Complaint § 290.
(2) “Mr. Bell's consent form does not mentioned [sic] rhBMP, BMP, or INFUSE®. Inste
... the consent implies that bone was to lkemafrom Mr. Bell's iliac crest, not that
INFUSE® would be usedd. at 1 292.
(3) “The operative report itself does not mentioned [sic] the use of rhBMP-2. Only the
separate ‘sticker page,” whiththe hospital’'s read of devices and equipment used durin
the procedure, mentions the use of rhBMPH.’at | 293.
(4) “When plaintiff Scott Bell experienced irgased pain after his surgery, Dr. Randall
Seago told him that his pain was due toialdgical phenomenon’ in terms of the way Mr.
Bell's body uniquely reacted togery. Dr. Seago did not statw, imply in any way, that
Mr. Bell's pain and other symptoms were paiglly the result of ay product used during

the surgery.’ld. at § 291.
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(5) “At no time did any of Scott Bell's treag physicians inform him that rhBMP-2 had

been used in his surgeryd. at 1 294.

(6) “At no time did any of Scott Bell's traag physicians inform him that any product

defect of failure might have causedaontributed to s new symptoms.Id. at I 295.

(7) “Until April 2012, Scott Bell had no reasongaspect, and did not suspect, that any

product defect or failure migliave caused his symptom&d” at § 296.

(8) “In April 2012, Scott Bell's mother sawlawyer commercial regarding lawsuits

involving MEDTRONIC’S INFUSE®device. She mentioned this to Scott Bell, asking

whether that device might have been usedisrsurgery. Within two weeks, in April 2012,

Scott Bell contacted a lawyer in order to fimat whether this devidead been used in his

surgery and might have coifiiuted to his injuries.1d. at § 297.

(9) “Despite diligent investigation by Plaifitinto the cause of his injuries, including

numerous consultations with Mr. Bell’s medigabviders, the nature of Plaintiff’s injuries

and damages, and their relationshipN&USE® was not discovered, and through
reasonable care and diligence could not Hmeen discovered, until a date within the
applicable statute of limitatiorfer filing Plaintiff's claims.”ld. at  298.
Defendants argue that the Bells have failed togutdy allege facts regairty why their failure to
file a timely claim should be excuseBell MTD at 4-8. The Court disagrees.

A federal court sitting in diersity on a state law claim must apply the state statute of
limitations.Bancorp Leasing & Fin. Corp. v. Agusta Aviation Cogi3 F.2d 272, 274 (9th Cir.
1987). Because the statute of limitations is an a#five defense, the “defendant has the burden
proving the action is time-barred3risham v. Philip Morris, Inc.670 F.Supp.2d 1014, 1020 (C.D
Cal. 2009) (citation omitted). Under Califorr@avil Procedure Code 8§ 335.1, personal injury
claims based on defective products argject to a two-year limitations periofoliman v. Philip
Morris Inc., 311 F.3d 966, 971 (9th Cir. 2002). “In ordinaryactions, the statute of limitations ...
begins to run upon the occurpenof the last element essahto the cause of actionGutierrez v.

Mofid, 39 Cal.3d 892, 899 (1985) (citation omitted). Theref for personal injury claims, the date
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of accrual of the cause of action isgeally the date of physical injur§ee Jolly v. Eli Lilly & Co.,
44 Cal.3d 1103, 1109 (1988). Although the generalprdeides that the statute of limitations
begins to run “when the causéaction is complete with all of its elementBldrgart v. Upjohn
Co.,21 Cal.4th 383, 389 (1999), the disery rule delays the commencement of the running of t
statute until the plaintiffis aware of her injury and its negligent causklly, 44 Cal.3d at 1109.
More specifically, under the discayerule, the statute of limitations begins to run not when the
plaintiff sustains her injury, but rather “when the plaintiff suspec&hould suspect that her injury
was caused by wrongdoing, that someone has done something wrong Id.la¢1110. Thus, the
discovery rule “delays accrual untne plaintiff has, or should hayequiry notice of the cause of
action.” Fox v. Ethicon Endo-Surgery, In85 Cal.4th 797, 807 (2003jlowever, a “plaintiff
whose complaint shows on its face that [herjnelevould be barred without the benefit of the
discovery rule must specifically plead factstmw (1) the time and manner of discovang (2)
the inability to have made earlier discovery despite reasonable diligéshcat'808 (citation
omitted). Here, the Bells did not file their lawsuntil six years after Scott Bell sustained his
injuries and underwent corrective surgery in May 2@dson 2013 WL 5533081, at *18.
Nonetheless, the Bells argue that their clainesnat barred by the statute of limitations because
the discovery rule delayed the accrual of tkiams. Below, the Cousxplains why the Bells
have now pled sufficient facts to allege the dedagiscovery rule. First, thCourt explains why it
is plausible that, as the Bells argue, the Belleew®t on inquiry noticeancerning the role Infuse
played in causing Scott Bell'sjuries until April 2012 when ScoBell's mother saw a commercial
about lawsuits concerning Infuse. Second, the Gaxplains why the Bedlhave pled sufficient
facts showing (1) the time and manner of discowy (2) the inability to have made earlier
discovery despitesiasonable diligence.

First, the Court concludes that it is plausitilat the Bells were not on inquiry notice until
April 2012. The discovery rule “d&ys accrual until the plaintiff hasy should have, inquiry notice
of the cause of actionPox, 35 Cal.4th at 807. Inquiry notice occurs “when the plaintiff suspects

or should suspect that hejury was caused by wrongdoing, that someone has done something
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wrong to her.”Jolly, 44 Cal.3d at 1110. “The question wreeplaintiff actually discovered or
reasonably should have discovetké facts for purposes of thelayed discovery rule is a
guestion of fact unless the evidenca sapport only one reasonable conclusi@vando v.

County of Los Angele$59 Cal. App. 4th 42, 61 (2008) (citidglly, 44 Cal.3d at 1112%ee also
Ward v. Westinghouse Canada, Ir82,F.3d 1405, 1408 (9th Cir. 1994) (“Under California law,
the question of when [the plaintiff] was on ingunotice of potential wrongdoing is a factual
guestion.”).See also E-Fab, Inc. v. Accountants, Inc. Seryigé<al. Rptr. 3d 9, 17 (Cal. App.
6th Dist. 2007) (“Resolution of thetatute of limitations issue is normally a question of fact. Mory¢
specifically, as to accrual, onpeoperly pleaded, belated discovésya question of fact. As our
state’s high court has observedhére are no hard and fast rules for determining what facts or
circumstances will compel inquiry by the injdrparty and render him chargeable with knowledg
It is a question for the trier d&ct.” However, whenever reaisable minds can draw only one
conclusion from the evidence, the question becamesof law.”) (internal citations and quotation
marks omitted).

Here, in light of the Bells’ allegations, tk®urt finds that the quesh of when the Bells
were on inquiry notice of Defendants’ alleged wrongdoing is a question of fact, and cannot be
decided as a matter of law at this stage efgtoceedings, because the Bells’ allegations do not
support only one reasonable conclusion. Whidendants argue that the only reasonable
conclusion is that the Bells were on inqumgtice by May 2007 when Scott Bell underwent
corrective surgery for his bony overgrowth or a ldtest by 2008, Bell MTRt 8, it is plausible
that the Bells were not on inquiry notice thab®®&ell’s injury was caused by Infuse until April
2012. This is because the Bells allege that ScottB&lifgeon never told him that Infuse was to
used in the 2005 surgery nor obtained Scott Bell's consent to lceaity 290. Nor did any
physician ever tell Scott Bell that Irfe had been used in his surgeédyat § 294 Further, Scott
Bell's surgery consent form, which did not mentlafuse, implied that the bone to be used in theg
surgery was to be taken fracott Bell's iliac crestid. at§292. The Bells further allege that no

physician told Scott Bell that agmuct defect might have contribdt& his new pain or symptoms.
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Id. at§1295. To the contrary, when he began experirenpain, his surgeon told him his pain was
due to a “ ‘biological phenomen’ in terms of the way [his] body uniquely reacted to surgedy.”
aty 291.Accepting these facts as true and construing tineAtaintiffs’ favor as the Court must at
this stage, the Court finds it is plausikthet the Belldid not have reason to know or suspect that
wrongdoing caused Scott Bell's injuries untiliA2012 when Scott Bell's mother saw a
commercial regarding Infuskl. at § 296. This is because given Scott Bell's doctors’ failure to
disclose the use of Infuse in Scott Bell's suygemd representations about the cause of his pain,
Scott Bell may reasonably have relied on his doctepsesentations rathtran trying to figure
out on his own that Infuse was used duringshigery and that Infuse caused his injuries.
Defendants’ arguments to the contrary anavailing. Defendantggue that the Bells
should have been on inquiry notice by M2B07 because the reasonable person would have
requested his surgical records from his ingialgery after having to gbrough corrective surgery
in May 2007. Bell MTD at 6. Defendants claim teagcords would have revealed the alleged
wrongdoing because the Bells’ own complaint concéldaisthe separate sticker page to the
operative report, which is the hospital's “red@f devices and equipment used during the
procedure,” mentioned the use oBMP-2, the protein used in Infude. (citing Bell Complaint at
11 293)° The Bells have also conceded that therapive report indicatetthe use of “Infuse,%ee
ECF No. 60 (Letter from Plaintiffs’ Counseltiwe Court). Defendants further note how Scott
Bell's pre-surgery consent form indicated thatiatervertebral fusion deee” was to be used in
the surgery, Bell MTD at 6 (citing Bell Complaiat § 292). However, Defelants’ argument is
unpersuasive because it is plausible that the raag®mperson would not see a need to request of
inspect his surgical records ifshphysician failed to disclose thse of Infuse during surgery and
led him to believe that a “biologal phenomenon” caused his injuri8ge, e.gUnjian v. Berman

208 Cal. App. 3d 881, 885 (1989) (finding triable issutaof as to delayediscovery because an

® In the Bells’ Opposition, they also concede tihat sticker page listed “the make, manufacture,
model, and identifier for the devices and equepirused during [the] procedure,” which means
they concede that the name “Infuse” and the nainike manufacturer of Infuse, i.e., Medtronic,

appeared on the stickpage. Bell Opp’n at 4.
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operation’s failure to produce expected result would not necessarily st@gesbrdinary person
that operation had been performed negligentty@ajury could reasonabtonclude plaintiff was
justified in accepting doctor’s explanationsgmb v. Scripp Clinic2006 WL 172070, *5 (Cal.
App. 4th Dist. 2006) (reversing gitaof summary judgment to defdant on statute of limitations
grounds where plaintiff's doctor “responded in anmer that could lead a reasonable person to
believe there was no negligence” by himself ardatmer doctors who parfpated in plaintiff's
surgery);Lucas v. Somber@006 WL 2270928, *1 (Cal. App. 2d Di&006) (finding triable issue
of fact as to delayed discovemgasoning thatecause plaintiff “was given an explanation [by
doctor] that there would be no resulting sqén@m his burns], the question of his reasonable
diligence in discovering his permanent scarring isarfact”). On this point, the California court
of appeal’s decision injian is illustrative. Therea plaintiff sued his plastic surgeon after
unsuccessful face-lift surgenryl. at 883-884. Although the plaintiff noticed shortly after the
operation that his face looked “ ‘ws®’ " after the operation, he remaahin the surgeon’s care for
ten more months and the defentlaurgeon told him the problem could have been caused by a
preexisting conditionld. at 883. Reversing a summary judgmienfavor of the plastic surgeon,
the court of appeal found triabkesues of fact existed aswinether California Code of Civil
Procedure 1 340.5 was tolled by tiaintiff's delayed discoveryd. at 888. The court of appeal
reasoned that the fact that the operation didoneduce the expectedsidt did not necessarily
connect the injury to the defendant’s negligendeat 885. The court of appeal found the plaintiff
could have reasonably accepted tloctor’s alternativexplanation of the injury and therefore
there was a triable issue as toanmtthe plaintiff knew or should i@ known of the injury and its
negligent causdd. at 884-888. Like itJnjian, it is plausible that Sitt Bell reasonably accepted
his doctor’'s explanation that‘aiological phenomenon” causdus injuries and thus found no
reason to inquire further.

Second, Defendants argue that even assuminBehs were not placed on inquiry notice
by May 2007, they should have been placed orcadty 2008 because their complaint alleges th

the off-label use of Infuse was the subject aegipread media attention as early as July 1, 2008
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including articles that statedatoff-label use could lead tony overgrowth of the type which
Scott Bell was experiencin@eeBell MTD at 6-7; Bell Complaint § 96 (discussing September 4,
2008 Wall Street Journal article kimg off-label use of Infuse to “unwanted bone growth near
nerves” and stating that 75 pent of adverse events reportedhe FDA involved off-label
use);id. 201 (noting a May 19, 2009 New Yorknes article regarding Defendants coming
under investigation by the Department oftihesfor off-label promotion of Infuseid. I 94 (citing
how FDA issued on July 1, 2008 a “Public Healtification” warnng about the “serious
complications” that may arise from off-ldhese). Defendants’ argument fails becauseag been
rejected by California courts. ldnruh—Haxton v. Regents of University of Califorrii&2
Cal.App.4th 343, 364 (Cal. App. 4th4di 2008), the California court appeal held that “public
awareness of a problem through media coverage fdaneot] create [ J@nstructive suspicion for
purposes of [the delayed] discovery [rule].” Thlidecause “[t]he statte of limitations does not
begin to run when some membefgshe public have a suspiciaf wrongdoing, but only ‘once the
plaintiff hasa suspicion of wrongdoing.’Id. at 361 (citingNelson v. Indevus Pharmaceuticals,
Inc., 142 Cal. App. 4th 1202, 1206 (Cal. App. 2&dDR006) (emphasis in original)).

Similarly, in Nelson the plaintiff’'s cause of action aroem her use of a diet drug sold as
Redux.ld. at 1204. The defendant argued that thenpféis action was barm by the statute of
limitations, because the limitations period begarutowhen the dangers of a similar drug, known
as “Fen-phen,” were widely publicizeld. The court of appeal disagidinding that the plaintiff
had no obligation to read newspapers and watekisson news or otherwise seek out informatior
not disclosed by her prescribing doctiok.at 1208. The court of app&atonclusion was bolstered
by Code of Civil Procedersection 340.8, the stagubf limitations for claims involving toxic torts
or hazardous materials, whispecifically provides that “[ngdia reports regarding the hazardous
material or toxic substance contamination do not, in and of themselves, constitute sufficient f3
put a reasonable person on inguigtice that the injurpr death was caused or contributed to by

the wrongful act of anotherlt. (citing Cal. Code. Civ. P. 1 340.8). In sum, the court of appeal
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held there is no rule of “constructive suspiciordttlriggers the statute of limitations simply when
the dangers of a pduct are publicized.

Federal courts applying Californiadhave come to similar conclusior&ee, e.g.Yumul v.
Smart Balance, Inc733 F. Supp. 2d 1134, 1143 n.17 (C.D. Cal. 2010) (rejecting defendant’s
argument that media reports would suffice to shimat plaintiff was on inquiry notice as a matter
of law); Migliori v. Boeing N. Am., Inc97 F.Supp.2d 1001, 1011 (C.D. Cal. 2000) (holding at
motion to dismiss stage that “[tlhe mere facpablicity ... does not conclusively show that a
plaintiff must be imputed with knowledge” and daoexs establish that plaiiffs’ claims are time-
barred as a matter of law). Here, Bells’ complaint nowhere alleges that the Bells were aware
these articles, saw them, or read them, and thupldusible that they wenaot in fact aware of
such articles or informatioisee Unruh-Haxtgrl62 Cal.App.4th at 363-3G4ejecting defendant’s
claim that publicity gave rise to plaintiffsonstructive knowledge of the media coveraty@Gill
v. M.J. Brock & Sons, Inc91 Cal. Rptr. 2d 135, 142-143 (Calpp. 4th Dist. 1999) (denying
summary judgment to defendawis statute of limitations groundsd rejecting argument that
media reports sufficed to put plaintiffs on notimcause “there is no evidence that any of the
plaintiffs read any of those articles or even received any of those newspapers.”).

The Court further notes thatevassuming the Bells saw these media articles, it is plaus
that the articles would not have put the Bellsiotice because the Bells allege they had no idea
that Infuse was used in Scott Bell's seg This point distinguishes this case fr8aliman v.

Philip Morris Inc., 311 F.3d 966 (9th Cir. 2002). There, a @afiia plaintiff bought suit against a
tobacco company claiming that smoking had injured hilrat 969. The company moved for
dismissal on statute of limitations grounds becaheelaintiff had smoked for thirty-some years
before filing his claim and did not qualify fordldelayed discovery rule because he should have
been on notice of the health hazardsmbking long before filing his claind. at 970. The district
court granted the motion to dismiss, and the IN@itrcuit affirmed, holding that a “smoker who is
injured by a product he believed to be safe ha®reasleast to suspect that its manufacturer or

seller has done something wrontd” at 972. The court held the limitations period began when t
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plaintiff should have known he was addictit.at 973. Despite the factahthe plaintiff claimed
he didn’t realize he was addect until the year 2000, “a reasorapkrson would have discovered
it sooner” given that “the dangers of nicotine atidn have been in thgublic spotlight for many
years.”ld. at 973, 975Solimanis inapposite here because Soliman obviously knew he was
smoking. In contrast, Scott Bell had no idea thatda had been used in his surgery because his
doctors never told him it was and actually indidat® him in 2007, before the media coverage of
Infuse in 2008, that his injuries were caused byokogical phenomenon. Thus, it is plausible that
Scott Bell would not have known that media reportdnfuse, to the extent he saw them, applied
to him.

In sum, the Court cannot conclude that thly osasonable inference to be drawn from the
Bells’ allegations is that a remsable person in Scott Bell's position would have been on inquiry
notice at the latest by 2008. Thisefendants have not met their dan of showing that the Bells
suspected or should have suspected the wrongfide of Scott Bell's injuries by 2008.

Second, the Court explains why the Bells haleg sufficient factshowing (1) the time
and manner of discovery and (2) the inabilith&wve made earlier discovery despite reasonable
diligence. “Once the plaintiff has a suspicion of wrongdoing, and therefore an incentive to sue
must decide whether to file suit or sit on her rightsldBg as a suspicion exists, it is clear that th¢

plaintiff must go find thdacts; she cannot waitf¢he facts to find herJolly, 44 Cal.3d at 1111.

, Shi

\L*4

Thus, in California, a “plaintiff whose complaint shows on its face that [her] claim would be bafred

without the benefit of th discovery rule must specificallygald facts to show (1) the time and
manner of discovery and (2) the inability toreanade earlier discovery despite reasonable
diligence.”Fox, 35 Cal.4th at 808 (citation omitted). Therden is “on the plaintiff to show
diligence; conclusory allegations will not withstand demurret.(internal quotations omitted).
The Bells have met their burden wittspect to the first prong of tik@x test by alleging
the time and manner of discovery, i.e., when theye on inquiry notice of Defendants’ alleged
wrongdoing. Their complaint makes clear how and wheoit Bell discovered facts sufficient to

put the Bells on notice. The complaint allegestEBell was alerted in April 2012 by his mother
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based on a television commercial she saw, aftech time Scott Bell contacted a lawyer to
investigate. Bell Complaint  297. The Bells hawsoalled sufficient facts with respect to the
second prong of thieox test by alleging that they acted wrgrasonable diligence to discover the
cause of his injuries and were unable to haeele earlier discovery despite such diligence. Bell
Complaint § 298. Standing alone, such allegationglavbe deemed conclusory and would fail to
withstand dismissal. However, the Bells allegdifional facts that support their allegations, as
elaborated above. For example, they allegethiegt made “numerous consultations with Mr. Bell’
medical providers,fid., that his doctor never informed hinfuise was to be used in the surgery,
that Scott Bell's consent form never mentionefige but implied that the bone was to be taken
from his iliac crest instead, that his doctor thbich his pain was due to a “biological phenomenon
and did not mention it could be caudsdany product used during his surgddy.at 11 290-296.
These allegations could support the inferencedhraisonably diligent person would not have
made an earlier discovery by investigating furtigaren that Scott Bell may have reasonably relig
on his doctor’s statement that the cause ®frijuries was just @iological phenomenon.”
Accordingly, the Court finds thalhe Bells have pled sufficient facshowing their inability to have
made earlier discovery despite reasonable diligence.

Finally, the Court notes that four thfe cases cited by Defendants, nandely, Norgart,
Fox, andGutierrez are readily distinguishabledim the instant case. “In bodlolly andNorgart,
the court emphasized that the plaintiffs had awmphson to suspect theslsaof their claims.Fox,
35 Cal.4th at 814. In fact, ihdse cases, as well asGutierrez the plaintiffs actually admitted
that they suspected the defentiawrongful conduct at a tinthat rendered their claims time-
barred.See Jolly44 Cal.3d at 1112orgart, 21 Cal.4th at 405—-@&utierrez 39 Cal.3d at 895-97
(noting that plaintiff conceded iner deposition that te felt [as early as 1978] that the surgeons

had ‘done something wrong'’ to her.”). In tlwase, on the other hand, Scott Bell’'s medical

providers did not inform him that Infuse was usetiis surgery and instead implied the bone was

to be taken from his iliac crest, and also told him that his post-surgery pain was the result of &

“biological phenomenon” and his uniqueaction to the surgery. Additionallyolly andNorgart
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were decided at the summary judgment stage, imgdaime court was “presented with a more fully
developed factual basis for determining when laod the plaintiff discovieed an injury, whether
the plaintiff conducted a reasonabigestigation, when such an investigation would have brough
to light the factual basis forehcause of action ... and whethes faintiff could have discovered
the factual basis for a cause of actwamlier by exercising reasonable diligendeok, 35 Cal.4th at
810. On the other hand, this motion has been brought at the pleading stage, so the Court mu
all of the Bells’ factual allegations &sie. Finally, unlike the plaintiff iffox, the Bells did not fail
to “allege facts explaining why [they] did notyeareason to discover eiarl the factual basis of”
their claims.d. at 806.

Because the Court finds that the Bell conmilalleges sufficient facts to satisfy the
pleading requirements of the discovery rule,@oairt rejects Defendantargument that the Bell

complaint must be dismissed as time-barred.

B. Analysis of both Richard Eidson and the Bells’ Fraudulent
Misrepresentation/Fraudn the Inducement Claims, Negligent Misrepresentation
Claims, Strict Liability Failure to Warn Claims, and Negligent Failure to Warn
Claims

Both Eidson and the Bells bring the safoer causes of actio (1) fraudulent
misrepresentation/fraud in the inducement; (2jligent misrepresentation; (3) strict products
liability failure to warn; and (4) negligent failute warn. The Bells also bring a fifth cause of
action: loss of consortium on behalf of A@iéll. The Court addresseé\pril Bell’'s consortium
claim in Part IV.C below. In this section, the@t addresses both Eidson and the Bells’ fraudule
misrepresentation/fraud in the inducement clainegligent misrepresentation claims, strict
liability failure to warn claims, and negligeniltae to warn claims. Diendants raise the exact
same arguments against each of these four claitheir motion to dismiss the Eidson complaint
and their motion to dismiss the Bell complaifthus, the Court addresses Defendants’ argument
together with respect to bothdsion and the Bells’ claims beld\ithe Court refers collectively to

Eidson and the Bells as “Plaintiffs” below.

® For purposes of citations, the Court refergdalthe Eidson complaint and the Eidson MTD,

Eidson Opp’n, and Eidson Reply throughout the oéshis section, although the reader should
23
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Defendants argue that all of Plaintiffsachs are expressly and impliedly preempted,
Eidson MTD at 4-18, and that theiafrd claims are not pled withehequisite particularity and fail
to state a claim under CaliforniadaEidson MTD at 19-21. Plaintifiespond that their claims are
not preempted, are pled with the requisite paldiGty, and state validlaims under state lavee
generallyEidson Opp’n. The Court discusses each of bddats’ three arguments in turn below.

1. Preemption of Plaintiffs’ Claims
The Court first addresses whether each ainfiffs’ claims are expressly or impliedly

preempted under federal ldw.

a. Fraud-based claims: fraudulenmisrepresentation/fraud in the
inducement claim and negligent misrepresentation

The Court will consider Plaintiffs’ two frauldased claims together: Plaintiffs’ fraudulent
misrepresentation/fraud in the inducement clamt maegligent misrepresentation claim. The Cour|
concludes that neither claim igpFessly or impliedly preempted.

In its October 3, 2013 Order, the Court nateat Eidson’s original complaint was unclear
as to precisely what conduct by Defendants forthedasis of Eidson’s fraud-based claims. The
two fraud-based claims evaluated ie tActober 3, 2013 Order were the fraudulent
misrepresentation/fraud in the inducement claimd strict products liability misrepresentation

claim. The Court held that todrextent Eidson’s fraud-based claialeged misrepresentations or

bear in mind that the Court intends to refer as tealhe identical sections in the Bell MTD, Bell
Opp’n, Bell Reply, and Bell complaint. The briefibg both parties in both cases is substantively
identical except with respect to the argumentseaning the statute of linations issue and loss of
consortium claim in the Bells’ caswhich do not appear in tiparties’ briefing for the Eidson
case. The Bell complaint and Eidson complaint are also substantively identical except for the
sections regarding Scott Bell and Eidson’s surgeries and the additional allegations in the Bell
complaint regarding the Bells’ delayed discgvef Defendants’ alleged wrongdoing and April
Bell's loss of consortium claim.

" In its October 3, 2013 Order, the Coheld that the fst prong of theRiegelexpress preemption
test was “clearly met” because the PMA prosggected Infuse to FDAequirements” within

the meaning oRiegel SeeEidson 2013 WL 5533081 at *8 (“the fase Device was approved by
the FDA, and such PMA imposes federal ‘reqaients’ that are specific to the device”).
Defendants do not challenge this holding. ThusCbert adheres to its previous conclusion and
considersRiegels threshold prong met. The second pronfr&gels express preemption test
whether Plaintiffs’ claims ar&lifferent from, or in additon to” or “parallel to” federal

requirements — will be addressed separately for each of Plaintiffs’ claims.
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omissions in the FDA-approved warg labels accompanying Infuse, such claims were express|y
preempted because “requiring Defendants to aleelrtfuse Device’s warnings and label in order
to provide extra warnings beyond those alseapproved during the PMA process would impose
labeling and warning requirements ‘differerdarfr, or in addition to’ federal requirementg&itison
2013 WL 5533081 at *9. The Court held that if,tbe other hand, Eidson’s fraud-based claims
alleged Defendants made misrepregagons or omissions in the course of promoting Infuse for
off-label use, such claims wenet expressly or impliedly preemptegee idat *10-11. As a result,
the Court denied Defendants’ motiondismiss Eidson’s frad-based claims.

After the October 3, 2013 Order, Eidson amehlgie complaint to allege two fraud-based

claims: fraudulent misrepresentation/fraud initfducement, and negligent misrepresentation. The

first, his fraudulent misrepresentat/fraud in the inducement claim, is the same as in his origina
complaint because he left it unaltered. The sdcoegligent misrepresentation, is a new claim
because Eidson changed his original strict prodisdigity misrepresentation claim to a negligent
misrepresentation claim. The Bells also haveraed their complaint to allege two fraud-based
claims: fraudulent misrepresentation/fraud initfducement, and negligent misrepresentation. The
Bells’ fraudulent misrepresentation/fraud in thducement claim is substantively identical to the
fraudulent misrepresentation/fraud in the indueetrclaim in Eidson’s amended complaint, and
the Bells’ negligent misrepresentation clagsubstantively identical to the negligent
misrepresentation claim in Eidson’s amended complaint.

As to the Plaintiffs’ first fraud claim, fredulent misrepresentation/fraud in the inducement

Defendants urge dismissal on the grounds thattais “still appears to challenge the sufficiency
of the Infuse Device FDA-approved labeling.’d&on MTD at 7. Plaintiffs’ oppositions suggest
rather that this claim is based on fraudulent caihch the course of off-label promotion. Eidson

MTD at 4. As to the second fraud claim, neghtymisrepresentation,ahclaim alleges that

-

Defendants negligently made misrepresentatiomsrossions in the course of promoting Infuse fg

off-label use. Eidson Complaint 1 318-328. Defnts urge dismissal of this claim on the
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grounds thaany cause of action based on off-label promotion is expressly and impliedly
preempted. Eidson MTD at 15, 17.

The Court analyzes Defendants’ challenge ¢oRMaintiffs’ two fraudbased claims together
below and concludes that Defentiahave not provided any persiwe reason for the Court to
change its original conclusion in its OctobePB13 Order that the fraud-based claims are not
expressly or impliedly preempted to the extdaty are based on frauduteonduct in the course
of off-label promotion.

I. Expresspreemption

Plaintiffs’ fraudulent misrepresentation/fraudulent inducement and negligent
misrepresentation claims are not expressly preentygeause they impose state tort law duties th
parallel federal requirements. Defendants argueltheduse off-label promotion is not necessarily
a violation of federal law, state claims bas&dsuch promotion cannot be parallel to federal
requirements. Eidson MTD at 13-14. HoweverthesCourt noted in its October 3, 2013 Order,
courts in the Ninth Circuit havgenerally held that device maaafurers are prohibited by federal
law from promoting or advertising off-label use because such promotion is deemed to be falsg
misleading See Eidsar2013 WL 5533081 at *1@arson v. Depuy Spine, InG65 Fed. Appx.
812, 815 (9th Cir. 2010) (“[W]hile doctors may usérag or device off-ladethe marketing and
promotion of a Class Il device for an unapprouse violates Section 331 of the FDCAIN;re
Epogen & Aranesp Off-Label Matikeg & Sales Practices Litigatiqrb90 F.Supp.2d 1282, 1287
(C.D. Cal. 2008) (“Under FDA regulations, drugméacturers are prohibilefrom promoting off-
label uses of prescription drugs.”). Thus, as @ourt previously expined, the duties underlying
these two fraud claims are notffdrent from, or in addition to” the federal requirement banning
off-label promotion because thase‘no likelihood that Defendantould be held liable under [the]
state law without having wlated [] federal law.Eidson 2013 WL 5533081 at *10 (citation

omitted).
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Even assuming off-label promotion per se dugtsconstitute a vioteon of federal law as
Defendants arguseeEidson MTD at 13-14,Defendants have advanced authority suggesting
that federal law permits false and misleading off-label marketing, and there is in fact law to th
contrary. In holding thatraud claims based on Medtronic’s promotion of Infuse escaped expres
preemption, the court iHouston v. Medtronic, Inc957 F. Supp. 2d 1166 (C.D. Cal. 2013), held
that federal law requires that advertising beythredsubject device’s label not be false or
misleadingld. at 1179-80.Thus, here, even assuming truitdff-label promotion does not
violate federal law, Plaintiffs’ claims still espe express preemption besa they allege that
specific aspects of Defendants’ promotion atiés were false or misleading. For example,
Plaintiffs allege Defendants knowingly marketed Infuse in misleading ways, such as by payin
kickbacks to “opinion leaders” wirectly advocate off-label use bffuse to other spine surgeons
without disclosing their financial relationshiptiviDefendants and bankrolling falsified medical
studies and articles. @on Complaint 11 104, 119-122. Accordinghe Court concludes that the
state tort law duties underlying Plaintiffs’ claim® awot “different from, or in addition to” federal
requirements, which unquestionalblan fraudulent marketing.

Other courts that have confronted these garme issues in cases involving these very sal
Defendants have similarly held that fraud-lshskims alleging deceptive off-label promotion
escape express preempti®ee, e.gAlton v. Medtronic, In¢.3:13-CV-409-PK, 2013 WL
4786381 (D. Or. Sept. 6, 201¥®ashani-Matts v. Medtronic, Inc2013 WL 6147032 (C.D. Cal.
Nov. 22, 2013) (“To the extent thBRtaintiff's fraud claims are badeon alleged misrepresentations

and omissions Medtronic made while promoting aharketing the Infuse Device, such claims

8 Courts have reached differesnclusions as to whetheeuthful off-label marketing violates
federal law.Compare Dawson v. Medtronic, In8:13-CV-663-JFA, 2013 WL 4048850 (D.S.C.
Aug. 9, 2013) (“This court is n@onvinced that off-label pmotion violates the FDCA”")ith In

re Epogen & Aranesp Off-Label Mktg. & Sales Practices LiB§0 F. Supp. 2d 1282, 1290 (C.D.
Cal. 2008) (“Differently put, (truthful) off-labgdromotion of a drug . . . violates the FDCA.”).

° A device under the MDA is defined as “misbrand#dts advertising ifalse or misleading in
any particular way. 21 U.S.C. 8§ 352(q). The FD@Ahibits the introduction into interstate
commerce of any misbranded device. 21 U.§.831(a). Accordingly, any false or misleading
promotion of a device that is used iterstate commerce violates federal law.
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could survive preemption”covil v. Medtronic, Inc2014 WL 502923 (D. Ariz. Feb. 7, 2014)
(holding that claim based on false statements rt@dectors in promoting Infuse for off-label use
escapes express preemptidididwkins v. Medtronic, Inc2014 WL 346622 (E.D. Cal. Jan. 30,
2014) (same). Accordingly, the Court finds Pldist fraudulent misreprgentation/fraud in the
inducement and negligent misrepresentation claims to be parallel to federal requirements, an
not expressly preempted.
ii. Implied Preemption

The Court also finds that Plaintiffs’ fraudulent misrepresesrifftaudulent inducement
claim and negligent misrepresentation clabrased on misleading off-label promotion are not
impliedly preempted, because, as held in this Court’s October 3, 2013 Order, such claims arg
“based on state common law tort duties thattemdependently from the FDCA and not solely by
virtue of the FDCA."Eidson 2013 WL 5533081 at *11 (citinBuckman521 U.S. at 353, which
holds that so long as a state law claim exrslependently of federal requirements and does not
exist “solely by virtue” of those federal racgments, there is no implied preemption).

Defendants ask the Court to oasider this holding, arguing th@erez v. Nidek Co., Ltd
711 F.3d 1109 (9th Cir. 2013), controls and suggastsPlaintiffs’ “claims based on off-label
promotion are impliedly preempted|[.]” &on MTD at 18. The Court disagreesPkrez the
Ninth Circuit held that a fraud claim agatimsmedical device manufacturer was impliedly
preempted pursuant Buckman The plaintiff alleged that the mafacturer of a laser approved by
the FDA for use in nearsightedness surgery hadifned the laser to allow it to be used in
farsightedness surgery as well, despite the fattthie FDA had not yet approved it for that use.
Perez 711 F.3d at 1112. The plaintiff also alleged thatmanufacturer knew doctors were using
the laser off-label to treat farsightednads,and that the manufacturerléal to disclose to patients
that the device was not approved for suchdespite knowing that patients would believe the
device was FDA-approved for their surgeriglsat 1117. The Ninth Citgt reasoned that the

plaintiff's claims were not groundédn preexisting state law, atiadus were impliedly preempted,
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because “[l]ike the fraud-on-the-FDA claimsBackmar® Perez’s fraud by omission claim
exist[s] solely by virtue of the FDCAPerez 711 F.3d at 1119. The court reasoned that becaus;
the plaintiff had challengeanly the failure of the marfacturer to warn patié¢a that a particular
use was not FDA-approved, ldgim did not implicate amdependent state law dutg. The
omission at issue — the “scope of PMA approwea'to off-label use — could only give rise to
liability because of the existea of the FDCA approval procesd. The court held that as in
Buckmanthe existence of the fedéemactment was a critical element of plaintiff's cdde.

Perezs easily distinguishable. Perez’s claimsiA@sed solely on the device manufacturer
fraud by omission — failure to notify patientstithe device was not approved by the FDA for
certain off-label usesd. at 1112-13. Unlike Perez, Plaintithse not accusing Defendants simply
of creating a product capable df-tabel use and selling it to hpsals knowing it would be used
unsafely without warning patients that off-labee was not FDA-approved. Rather, Plaintiffs
allege that Defendants engaged in affirmatiyedyidulent conduct when promoting Infuse for off-
label use. Defendants are accused not of simpingelldevice they know will be used off-label a
in Perez but of falsifying medical isearch and making statements via sales representatives an
opinion leaders that knowingly undeitstéhe dangers of off-label use of Infuse. The omissions d
which Plaintiffs complain are not simply the faguio warn patients of the fact of non-approval by
the FDA, but failure to warn patients of known damsgessociated with of&bel Infuse usage. The

main point here is that California coromlaw unquestionably phibits commercial

19 |n Buckman plaintiffs who suffered injuries from ¢huse of bone screws in spinal surgery

brought state law fraud actions against a constiit&o secured FDA approval for the screws. The

plaintiffs claimed that the dendant secured FDA approval ottly fraudulently misrepresenting
the intended use of the screws during the application process, thereby causing the FDA to wi
grant approval and leadirig plaintiffs’ injuries.Buckman531 U.S. at 347. The Supreme Court
held such state law fraud claims were implgoileempted under the MDA, as they amounted to
nothing more than attempted private enforcemethi@FDCA and thus “inevitably conflict with
the FDA'’s responsibility to police fraud congistly with the Adminstration’s judgment and
objectives.”ld. at 350. The Supreme Court suggestedttiebnly types of state law claims that
could survive implied preemption under the MDA wtrese that relied “otraditional state tort
law which had predated the fedeeaactments in questions [sic]d. at 353. Claims based solely
on an applicant’s misstatements or omissiorteeéd=DA during the approval process fail to meet

that requirement, as they “exsolely by virtue of the FDA disclosure requirementdd.
29
Case Nos.: 13-CV-02049; 13-CV-01502
ORDER GRANTING IN PART AND DENYING IN PART DEFENDANTS’ MOTIONS TO DISMISS RICHARD
EIDSON’S COMPLAINT AND SCOTT AND APRIL BELL'S COMPLAINT

A%

'S

)

—

ong




United States District Court
For the Northern District of California

© 00 N o o A w N Pk

N N N N DN DN DN NN R R R R R R R Rp R
0o N o 0N WN P O ©OW 0o N O o~ WwWN B O

misrepresentations and omissi@ugkh as those alleged hesee Hauter v. Zogartd4 Cal. 3d 104,
120 Cal. Rptr. 681, (1975) (affirming imposition of fraud liability on manufacturer who
misrepresented safety of product), and thasffs’ state law clans predate and arise
independently of the federal regulations and doemdt solely by virtue of the FDCA. In fact,
Perezexplicitly noted that the plaintiff was “not barred from bringarg fraud claim related to the
surgeries, [although] he cannot bring a claim thats solely on the non-diesure to patients of
facts tied to the scope of PMA approvdl” at 1119-20 (emphasis in original).

Indeed, courts in the Ninth Circuityedistinguished the claim at issueFarezfrom fraud
claims based on off-label promotion of Infuke|ding that the latter aims are not impliedly
preemptedSee, e.gHouston v. Medtronic, Inc957 F. Supp. 2d 1166, 1179 (C.D. Cal. 2013)
(“As an initial matter, Plaintiff's fraudulent adrtising claims are namnpliedly preempted under
Buckmarbecause they are moored in traditionalestamimmon law that exists independently from
the FDCA.”); Scovil 2014 WL 502923 (finding fraud claimsd® on false statements in off-label
promotion not preempted because they are éaat traditional state common law claims”);
Ramirez v. Medtronic Inc961 F. Supp. 2d 977, 994-95 (D. Ar2013) (holding fraud claims not
impliedly preempted because plaintiff couldhnigra claim against Medtronic “for knowingly
concealing information in off-label promotion evéwff-label promotion was legal under federal
law.”). Accordingly, the Court fids that Plaintiffs’ fraudulermisrepresentation/fraudulent

inducement claim and negligent misrepresentation claims are not impliedly preempted.

b. Failure to Warn Claims: Strict Liability Failure to Warn and
Negligent Failure to Warn

Plaintiffs bring state law causes of actiondgtrct liability failure to warn and negligent
failure to warn. Eidson Compta 1 303-17, 329-42. In its Octab® 2013 Order, the Court was
uncertain as to what precise theory formed trsesbaf Eidson’s strict lidility failure to warn
claim, but surmised two possible theories. Toekient the claim was basen Defendants’ failure
to include warnings beyond those in the FDppi@ved label or failure to issue appropriate

warnings regarding the dangers of off-labse, the claim was expressly preempidson 2013
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WL 5533081 at *12. To the extentias instead based on Defendafddure to report to the FDA
adverse events regarding thangers of off-label use, theo@rt found it was not expressly or
impliedly preempted but nonetheless dismissecdidien for failure to establish a causal nexus
between Eidson’s injury and Defendants’ conduttSubsequent to tHéourt’'s October 3, 2013
Order, both Eidson and the Bells amended their ¢a@ints to make clear that both their strict
liability andnegligent failure to warn claims aremeach based on the same “three theories.”
Eidson Complaint {1 309, 336. In its analysis beltw,Court concludes that Plaintiffs’ failure to
warn claims based on their first two theorié®wverpromotion” and deceptive off-label promotion
— are expressly preempted. The Court concltingsPlaintiffs’ third theory premised on
Defendants’ failure to report adverse evdntthe FDA, however, escapes preemption.

I. “Overpromotion”

Plaintiffs’ first theory underlying their failur® warn claims aliges that “MEDTRONIC
breached its duty by overpromotingHNSE® to Plaintiff and Plairffis physicians for use in off-
label procedures.” Eidson Complaint 19 309(88K(8). The Court concludes that because these
claims challenge the sufficiency of the FDA-matediawarnings issued yefendants, Plaintiffs’
failure to warn claims based on an qemotion theory are expressly preempted.

Plaintiffs allege that “[a]ny warnings MEDTRONIC may have issued concerning the
dangers of off-label use [...] were insufficientlight of MEDTRONIC’S contradictory prior,
contemporaneous, and continuing illegal potional efforts and overpromotion.” Eidson
Complaint § 309a (emphasis added). The CalifdBuipreme Court has interpreted state law failu
to warn claims sounding in “overpromotion” as one way to attack angatimat is facially
sufficient to satisfy a manufacturer’s duty tormabut the efficacy of which is undermined by
aggressive promotion by the manufactuge Stevens v. Parke, Davis & (Cal. 3d 51, 65,
507 P.2d 653, 661 (1973) (“Although the manufacturesupplier of a presigtion drug has a duty
to adequately warn the medical profession oflésgerous properties of facts which make it

likely to be dangerous, an adequate warning eé@tiofession may be eroded or even nullified by

" The Court does not reach the question whether Plaintiffstéaituwarn claims based on

overpromotion are also impliedly preempted.
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overpromotion of the drug through a vigorous sgeogram which may have the effect of
persuading the prescribing doctordisregard the warnings givé). Here, Plaintiffs’ claims
embrace such a theory by arguing that the FDAdaged warnings were rendered insufficient by
Defendants’ excessive promotional activitiese Court concludes thienders these claims
expressly preempted because they impose greataing requirements on Defendants than the
FDA requires. To state it differeglif Plaintiffs’ state law claims we allowed to proceed to trial,
a jury could hold Defendants liakier warnings they issue regarding Infuse that fully comply wit
FDA requirements simply because they are remt@nsufficient” as a result of Defendants’
excessive promotion activities. Imposing suchagestaw duty, then, wouldstablish requirements
“different from, or in additiorio” the federal law governing medicdévices, and the state law duty
is preempted?
ii. DeceptiveOff-label Promotion

Plaintiffs’ second theory alleges that “MEDDRIIC breached its duty itihat, in the course
of promoting INFUSE® for off-label use (a uséich the FDA had not reviewed or approved and
for which the FDA had not reviewed or apped any written warnings), MEDTRONIC both
affirmatively misrepresented and omitted informaatregarding the risks tiie very off-label use
MEDTRONIC was promoting.” Eidson Complaint 1 309(b), 336(b). This Court held in its
October 3, 2013 Order that a failure to walaam based on Defendants’ failure to issue
appropriate warnings regarding the dangemsfielabel use beyond those required by the FDA is
expressly preempted because a “failure to vedaim that imposes obligations on Defendants
beyond those imposed during the PMA process posas warning requirements ‘in addition to’

federal requirementsEidson 2013 WL 5533081 at *12 (citation omitted). Plaintiffs have

12 plaintiffs’ oppositions do not provide any argemnwith respect to Plaintiffs’ overpromotion
theory. Defendants argue that Plaintiffs’ failtoewarn claims premised on an overpromotion
theory must be dismissed because overpromabigamot a cause of action in California.” Eidson
MTD at 10 n.4. Defendants are incorrect. Califolgoarts have approved jury verdicts on failure
to warn claims based on an overpromotion thaoich as the one Plaintiffs raise h&ee, e.q.
Stevens v. Parke, Davis & C® Cal. 3d 51, 507 P.2d 653 (1973) (manufacturer of prescription
drug could be held liable where excessive mtiom undermined the efficacy of its otherwise

adequate warning labels).
32
Case Nos.: 13-CV-02049; 13-CV-01502
ORDER GRANTING IN PART AND DENYING IN PART DEFENDANTS’ MOTIONS TO DISMISS RICHARD
EIDSON’S COMPLAINT AND SCOTT AND APRIL BELL'S COMPLAINT

=




United States District Court
For the Northern District of California

© 00 N o o A w N Pk

N N N N DN DN DN NN R R R R R R R Rp R
0o N o 0N WN P O ©OW 0o N O o~ WwWN B O

presented no persuasive reason for the Couemsit that holding. Rlintiffs’ argument is
essentially that this Court’s prior Order held ttieg “strict liability — misrepresentation” claim
escaped preemption to the extent it was basedisrepresentations madering Defendants’ off-
label promotion activities. Eidson Opp’n at 7P3aintiffs insist thathey have merely
“reorganized” the “strict liability — misrepresentail’ cause of action asdilure to warn” claims,
and that these “failure to warn” claims shouldghpenefit from the Court’s prior holding that
misrepresentation claims can escape preemptat.8. Plaintiffs’ argument fails, as explained
below?!?

Preemption analysis hinges on the extenthech state law liability can be imposed on a
Defendant who has complied fully with the FDA requiremefé&eRiegel 552 U.S. at 322. In
other words, the MDA'’s preempti provision invalidates only seataw duties that would impose
requirements “different from, or in addition’tine requirements imposed on a medical device by
the FDA. 21 U.S.C. § 360(c). Only if violation afstate law duty necessarily violates the federal
requirements as well can the state law claim escape express preemption, because such a stg
would not impose any requiremeulisferent from or in additiotio what federal law already
mandatesSeeRiege] 552 U.S. at 321-22. Accordingly, thi®@t’'s prior reasoning in holding that
the “strict liability — misrepresentation” claimas not preempted hinged on the fact that because
FDA requirements prohibit false or misleadingmotion of medical devices, any conduct giving
rise to state law liability fofraud would by necessity constitute a violation of federal Bee
Eidson 2013 WL 5533081 at *10-11. California’s causecfion for failure to warn, in contrast,
requiresno showinghat a defendant engaged in any misiequdr deceptive misrepresentation or
omission.SeeCalifornia Civil Jury Instrations 1205 & 1222 (s&hg out elements of strict liability
and negligent failure to warn, none of whichklurde fraudulent conduct). As such, Plaintiffs’
“reorganizing” does not savedin failure to warn claims from express preemption because
Defendants could be held liable @ndCalifornia law for conduct — i.e. for failure to warn — that

does not violate the FDCA. In otheords, if Plaintiffs’ claims wee to survive preemption, a jury

13 The Court does not reach the question whether Plaintiffstéaituwarn claims based on
deceptive off-label promotion are also impliedly preempted.
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could find that Defendants’ prormonal activities did not contain rtexial misrepresentations or
omissions, yet still impose liability for faila to warn about the dangers of Infuse.

Moreover, every district couto apply California law to alogous facts has held that
California’s failure to warrcause of action is preempte&keeHouston 957 F. Supp. 2d at 1177
(“For Plaintiff to prevail, a jury would have tonfil either that Defendantgere required to include
warnings beyond those in the FDA-approved labettie Infuse Device, dhat Defendants were
obligated to issue post-sale warnings ... Inagittase, Plaintiff aim foist upon Defendants
labeling or warning requirements ‘il@ition to’ what federal law requiresawking 2014 WL
346622, at *14-15 (holding California state law failtwevarn claims for off-label promotion of
Infuse expressly preempte®ashani-Matts 2013 WL 6147032, at *4 (same). California state
courts have followed suit. I6oleman v. Medtronjdor example, the Cabfnia court of appeal
affirmed a lower court’s dismissal of failurewarn claims based on precisely the same off-label
promotion of Infuse at issue in this ca23 Cal. App. 4th 413, 430-31 (Cal. App. 2d. Dist. 2014
cert. granted2014 WL 1714946 (Apr. 30, 2014). Accordinglyet@ourt concludes that Plaintiffs’
failure to warn claims based on off-labebprotion of Infuse are expressly preempted.

iii. Failure to Report Adverse Events to FDA
a. Express and Implied Preemption

Plaintiffs’ third theory undeying their failure to warrclaims is that “MEDTRONIC
breached its duty in that it failed to warn Plaijans by failing to communicate the growing numbg
of adverse events [regarding off-label useh® FDA from 2002 to 2011, as it was required to dag
by federal law.” Eidson Complaint §{ 309(c); 336{The Court’s Octobe3, 2013 Order held that
Eidson’s strict liability failure tavarn claim based on failure teport adverse events to the FDA
escaped both express and implied preempiaison 2013 WL 5533081 at *12-13. As the Court
observed, federal law — 21 C.F&803.50(a) — requires that manutaets report any information
“reasonably suggest[ing]” that onetbieir devices “[m]ay have causer contributed to a death or
serious injury.” As such, thiSourt reasoned that a state lawydgtquiring that Defendants warn

the FDA of adverse events was “parkite the existing federal requiremenidson 2013 WL
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5533081 at *12. The Court also found no impliedgonption, based on Ninth Circuit precedent,
see Stengel v. Medtronic In@04 F.3d 1224, 1228 (9th Cir. 2013) (en bakajson 2013 WL
5533081 at *12-13. Defendants argue flaintiffs’ failure to warn claims based on this third
theory are expressly and impliedly preempt&dson MTD at 15, 18. The Court disagrees becau
Defendants present no compelling aor the Court to reconsider t®ldings in the October 3,
2013 Order.

As this Court previously hel&tengeis apposite and contrallg as to both express and
implied preemption because it involved highhakrgous claims to those at issue heré&stengel
the Ninth Circuit held that aArrizona state law negligence claim based on failure to report adve
events to the FDA regarding Defendants’ devias not expressly preempted because the “state
law duty parallel[ed][the] federal-law dtitto report events to the FD/Aee Stengef04 F.3d at
1223. Under Arizona law, a manufarer’s duty to warn consuens about known product dangers
may be satisfied by a warning to third partiesh& nature of the warning and of the relationship
between the third party and consumer meansatharning given to the third party could be
expected to reach the ultimate user of the prodidict:Arizona law contemplates a warning to a
third party such as the FDA.”). Therefore, tteairt reasoned that Arizona state law paralleled
federal requirements because it demanded the sanakeict of manufacturetbat federal law did —
notifying the FDA of adverse evenishere such notification could lexpected to put doctors and
patients on notice of the product’'s dangers.

Stengehlso held that the state law claim eszhpnplied preemption, as the “state-law
claim [was] independent of¢hFDA’s pre-market approval geess that was at issueBackmar’
Id. at 1233. Unlike the claim at issueBackmanthe plaintiffs inStengelwere not suing simply to
enforce FDA requirements; they were suing undettlhieory that the deferwis’ failure to report
to the FDA directly violated their duty to waconsumers. The state law cause of action could th
exist independently of anyderal requirement to reportigerse events to the FDS&eeStengel
704 F.3d at 1235 (Watford, J., camdang) (“[IJn contrast taBuckmanthe Stengels’ claim is

grounded in a traditional categorysiaite law failure-to-warn clas that predated the federal
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enactments in question” and th&are their claim “does not exist solely by virtue of those
enactments”) (citingduckman531 U.S. at 353).

Defendants ask the Court to reconsider i&vimus finding that Platiffs’ claims are not
expressly preempted, claimi@jengeis distinguishable becagigis reasoning was based on
Arizona’s state law duty to warn third parties whlalifornia state law does not require a similar
duty to warn third parties rather than direonsumers. Eidson MTD at 15, 17. However,
Defendants are wrong to make tdistinction because Californiaw — like the Arizona law at
issue inStengel- requires a manufacturer to diacge its duty to warn consumers by
communicating warnings to a third party in circuamgtes where such a warning is necessary to
consumers on notice of the dandggee Persons v. Salomon N. Am.,,1Bt7 Cal.App.3d 168, 178
(1990) (duty to warn can be satisfied by wiagna third party “[w]h@ a manufacturer or
distributor has no effective way to convey a product warning to the ultimate consumer.”).
Therefore, like the claims i&tengel Plaintiffs’ failure to warn clans parallel federal requirements
because they demand the same conduct of mantgesthat federal law does — notifying the thirg
party FDA of adverse events, where such natifan could suffice to put doctors and patients on
notice of the product’s dangers. Thus, Pl#sitclaims are not expressly preempted.

Defendants also argue that Plaintiffs’ claipased on a failure to report adverse events to
the FDA are impliedly preempted because the dutgport such events exists solely by virtue of
the FDCA. Eidson MTD, at 18-19. Ti@ourt rejects this argument, e Ninth Circuit confronted
and rejected this argument@tengel California’s duty to warn gbroduct dangers — including its
duty to warn third parties, if appropriate and rsseey — exists independently of any federal law.
Just as irbtengel Plaintiffs are not attempig to act as a private eméer of the FDCA. Rather,
they are seeking to hold Defendahable for violating their statlaw duty to warn them of known
dangers, on the theory that reporting to the RAld ultimately have put them on notice of the
danger because adverse eventgaldished in the MAUDE database.

Most lower courts — both federal asidte — that have analyzed and app8ezhgelto

California state law failure to warn claims premisgda failure to report to the FDA have held thg
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the claims escape both egps and implied preemptioBee, e.g.Ramirez 961 F. Supp. 2d at 1002
(following Stengelnd declining to dismiss a “failute warn” claim premised on defendants’
failure to report adverse eventsolving Infuse to the FDA)Houston 2014 WL 1364455 (same);
Coleman 223 Cal. App. 4th at 429-30. In sum, the Court continues to f@kewgebnd thus
holds Plaintiffs’ failure to warn claims premised Defendants’ failure teeport adverse events to
the FDA are not expressly or impliedly preempted.

b.CausalNexus

While the Court’s October 3, 2013 Order heldttBidson’s failure to warn claims escaped
preemption to the extent they were based omwarédato report adverse events to the FDA, the
Court nonetheless dismissed those claims bedadsen had failed to show how the failure to
report caused his injurieBidson 2013 WL 5533081 at *13. To propgmlead claims that escape
preemption, “a plaintiff must allegacts (1) showing an allegedblation of FDA regulations or
requirements related to [the de®], and (2) establishing a causal nexus betweealleged injury
and the violation.Erickson v. Boston Scientific Cor846 F.Supp.2d 1085, 1092 (C.D. Cal.
2011). This Court noted that Eidsbad only alleged a single adveiiscident that Defendants had
failed to report, and that Eidsorfalure to specify the date of this event left the Court with “no
basis to evaluate whether thddee to report may have had a saueffect on Eidson’s injuries.”

Id. Subsequent to that Order, the Bells and Eidsih changed their complaints to address this
deficiency. Defendants now argue Rt#fs have failed to cure thideficiency regarding causation.
Eidson MTD at 2. The Court disagrees.

Plaintiffs have sought to cure this defect by referenaistudy by a Dr. Carragee which
finds that by April 2008, Defendants hegported only 262 of an estimated 50,000-250,000
adverse events involving the off-label use dtise. Eidson Complaint & 255, 309 (c)(iii)-(v).
Plaintiffs also claim that tffhe FDA maintains a MAUDE database on reported adverse events,
which is a public database known to, anscdssed in, the medical community, including
Plaintiff's physicians” and that “[ijf MEDTRONI had communicated adverse events to the FDA

as required by law, this would hagéectively warned plaintiff's sigeon of those adverse events

37
Case Nos.: 13-CV-02049; 13-CV-01502
ORDER GRANTING IN PART AND DENYING IN PART DEFENDANTS’ MOTIONS TO DISMISS RICHARD
EIDSON’S COMPLAINT AND SCOTT AND APRIL BELL'S COMPLAINT




United States District Court
For the Northern District of California

© 00 N o o A w N Pk

N N N N DN DN DN NN R R R R R R R Rp R
0o N o 0N WN P O ©OW 0o N O o~ WwWN B O

both directly and through the disgsion of those adverse events that would have followed in the
literature and at meetingsgitiff's surgeon attendedlt. at 1 309(c)(iii)-(x) N1 336(c)(Vviii)-(x).
Defendants cite tblawkins,2014 WL 346622, for the proposition that general allegations that a
device manufacturer failed to report to the FDA aot sufficient to estdibh a causal nexus to a
plaintiff's injuries sterming from off-label useEidson Reply at 4-5. Inlawking much like in
Plaintiffs’ original complaints, the court dismisisthe plaintiff's claims because he had failed to
provide specific dates of adversesats or show how the failure teport them caused his injuries.
See Hawkins2014 WL 346622 at *8 (“Plaintiff generallyleges that Defendants failed to report
adverse events to the FDA. He also generallya#idhat these failures cadsa contributed to his
injuries. What is not alleged is any factaahtent that would suppothe causal nexus.”).

In the instant case, Plaintiffs have amended ttlaims to include additional facts about th
specific nature of Defendants’ failut@ report. As such, the reasoningHawkinsno longer
applies. By including facts relating to Dr. 1€@&gee’s study, Plaintiffs have shown that (1)
Defendants underreported adverse events on a leatgs and (2) plaintiffs’ surgeons would have
had access to adverse reports if they weoperly submitted. Eidson Complaint 1 249-254,
309(c)(iii)-(x), 336(c)(viii)-(x). Atthe pleading stag#)ese allegations are sufficient to support a
reasonable inference that had Defendants madestiuired reports, Plaintiffs’ physicians would
have been put on notice of the danger of offllalse of Infuse and may have elected to conduct
the surgeries differentlyd. at 1 314 (“Plaintiff's physician auld not have [] used INFUSE® off-
label by utilizing a posterior approach, usind-IBSE for an off-label indication, and by using
INFUSE® without an LT Cage and in a manoéerwise not approved by the FDA had they
known of the true safety risks”). Other courtsdallowed claims against these same Defendant
to proceed based on Dr. Carragee’s st&ie Houstar2014 WL 1364455 at *7-8 (finding that
Dr. Carragee’s study supported an inferenceaokation sufficient to survive a motion to
dismiss)™* In sum, the Court declines ttismiss Plaintiffs’ failure to warn claims for failure to

allege causatiofT.

14 Defendants also question the validity of Darragee’s study by claiming that Dr. Carragee is

not impartial, Eidson Reply at 4 ndnd attack the plausibility of &htiffs’ assertion that accurate
38
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2. Rule 9(b)

The Court now addresses Defendants’ argutiert Plaintiffs’ fraud-based claims —

174

fraudulent misrepresentation/fraud in the indueetrand negligent misrepresentation — should be

reporting would have convinced theurgeons to act differently teuse the Infuse label itself
already warned of the dangers of off-label us# lzgcause Plaintiffs’ complaints allege that the
FDA issued a “Public Health Notification” warniradpout the dangers of off-label use before their
surgeries. Eidson Reply at 5; Eidson MTD &t®-The Court does not find Plaintiffs’ causation
argument so implausible as to fail scrutiny uni@ombly Defendants’ arguments are best
resolved by a jurySeeColeman 223 Cal. App. 4th at 420, 428-29 (holding in a similar case that
the plaintiff’'s claim survived beyond the pleadistage in terms @flleging causation, though
warning that the plaintiff would ultimately have to overcome the “causation hurdle” with proof at
trial).

15 Defendants also claim Plaintiffeve failed to allege causation witsspect to all of Plaintiffs’
claims based on “off-label” promotion. EidsbfTD at 8-10. Specifically, Defendants claim
Plaintiffs make “no attempt to tie any statementsther activities alleghy constituting off-label
promotion to [their] surgeon[s]jd.at 8, and that Plaintiffs “do[] not identify one event before
[their] surger[ies] involving ango-called key opinion leadeirs which off-label promotion
allegedly took place.ld. at 9. The Court is not convincedaPitiffs’ complaints allege several
actions by Defendants that took plgeer to plaintiffs’ surgeries and which could have influencgd
the likelihood that his physician would use Isduoff-label. These include (1) kickbacks to
physicians and opinion leaders between 199824003, Eidson Complaint § 141; (2) improper
activities by Defendants’ salesré® at unspecified times, but prior to August 2009 and thereforg
plausibly prior to Eidson’s 2008 surgery and Bell's 2005 surgerat 11 155-159; (3) misleading
statements made by paid “opinion leaders” TimydKuklo and Rick Sasso in a 2006 conference
call regarding the dangers loffuse off-lable usegd. at 1 185; and (4)\e allegedly falsified
scientific journal articles paid for byledtronic and published between 2003 and 2@D&t 1 86,
186, 205, 212, 217. Defendants argue that none qiréhsurgery articles involved precisely the
same off-label procedure that wased in the surgeries. Eidson MBD9. While this is true, it is
implausible to assume that a doctor consideriegigk of using Infuse in a lumbar fusion would
totally discount any lessons to be learned fementific articles discussing the risk of bony
overgrowth in cervical fusions. Moreover, while Dadants are correct thBtaintiffs have failed

to allege which of these specific misrepreseéoattheir surgeons received and relied upon wher
deciding to use Infuse in an d#bel way, Plaintiffs have alledehat their physicians attended
meetings at which off-label use of Infuse was discusdedt T 309(x), received unspecified
advertisements by Defendants regardingstifety of Infuse for off-label usal. at 1 336(ix), were
trained and encouraged by Defent$ato use Infuse off-labal]. at { 286, and that they “did rely”
upon Defendants’ representations regarding the sagity of Infuse whedeciding to use Infuse

in an off-label wayid. at f 300. Plaintiffs have thus ajled wrongful conduct by Defendants that
predated Plaintiffs’ surgeries, upany or all of which their physiames could plausibly have relied.
The Court finds it inappropriate to dismiss thif@tat this stage for lack of causation before
Plaintiffs have had had the beneff discovery and have not yetchan opportunity to depose their
physicians to determine which precise meetings #t®nded, articles thegad, and promotions
they received. Plaintiffs’ voluminous complaimidequately suffice to put Defendants on notice of

the activities Plaintiffs intend to prove caused their injuries.
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dismissed because they are not pled with #wessary particularity undeederal Rule of Civil
Procedure 9(b). Eidson MTD at 3, 29- Federal Rule of Civil Prodare 9(b) provides that “[i]n
alleging fraud or mistake, a party must state \paticularity the circurstances constituting fraud
or mistake.” Fed. R. Civ. P. 9(b). The Court afiedeld in its October 2013 Order that Eidson’s
fraud-based claims — fraudulent misrepresemi#ftiaud in the inducement and strict products
liability misrepresentation — satisfied Rule 9(Bi)dson 2013 WL 5533081, at *11. Defendants as
the Court to reconsidéhis holding based ddouston v. Medtronic957 F. Supp. 2d at 1180.
Eidson MTD at 20. That case similarly involvieldtronic defending agaihslaims based on off-
label marketing of the Infuse product, and wasrdssed for insufficient particularity because the
court found that the complaint fadleo “allege the specific content§ those representations, when
and where Defendants allegedly made them, and to whom they were made. Nor has Plaintiff
alleged which parts of the misrepemtations were misleading, antly they are false.Houston
957 F. Supp. 2d at 1180. The Court declines &mgh its conclusion because Defendants have
advanced no persuasive reason to reconsideriaisconclusion that Eidson’s fraud claims were
pled with “voluminous particularity.Eidson 2013 WL 5533081, at *11. The same goes for
Defendants’ challenge to the Bells’ fraud claioesause the Bells’ allegations are identical to
Eidson’s allegations. Plaintiffs hawet simply made general allégms of malfeasase; they have
alleged facts relating to: (1) spkc scientific articles funde by Medtronic, including their
authors, dates of publication, and what infation was misstated or omitted in them; (2)
misleading statements and omissions madeanyed “opinion leaders” in the course of
promotional activities,” and (3) allegedly detigp activities undertakeby Defendants’ sales
representativessee, e.g.Eidson Complaint § 86 (noting 2004 study which falsely claimed that
patients suffered no ill effects fronony overgrowth complicationgy. at § 185 (noting 2006
conference call in which “opinion leader” Ri8asso understated esophageahplications from
the use of Infuse in off-label procedurdd);at 167 (noting that Defeadts instructed their sales

representatives in how to “getoand” restrictions in off-label pmotion). The Court continues to
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find that hese allegations put Defendants on sufficretice of theparticular misconduct alleged
to permit Medtronic to prepare a defense to Plaintiffs’ claims.

Similar claims have withstood Ru3b) challenges in this CircuigeeAlton, 2013 WL
4786381 (holding, in nearly identical case regardiage law fraud claimsegarding off-label
promotion of Infuse, that fraud ctas satisfied Rule 9(b)). In fadiouston cited by Defendants,
now supports a denial of Rule 9(b) dismissal becafise the court’'s dismissahe plaintiff in that
case amended her complaint by adding additional f&e&-ouston v. Medtronic, Inc2014 WL
1364455, at *8 (C.D. Cal. Apr. 2, 2014). That coumywecently rejectedledtronic’s renewed
motion to dismiss, holding that Houston’s amendewhplaint now satisfies Rule 9(b) because thg
plaintiff had added facts aboutespfic studies and presentatioSeed. at *9.1° In sum, the Court
holds that Plaintiffs have pled their fraud-baskdms with sufficient particularity to survive a
motion to dismiss.

3. Failure to State aClaim under California Law

Finally, the Court addresses ferdants’ argument that Plaintiffs’ fraud-based causes of
action fail to state a claim under California law. Eidson MTD at 8, 21. Defendants assert that
Plaintiffs’ fraud claims are tantamount to a general “fraud-on-the-market” complaint in which &
plaintiff seeks to hold a defendant liable for raesentations that mislead consumers generally
rather than the plaintiff or éhplaintiff's agent specificallyd. The California Supreme Court has

held that such “fraud-on-the-market” claimg @&ot cognizable under Calrhia law; plaintiffs

16 Defendants also argue that fraud claims similahése Plaintiffs make here were dismissed fo
failure to satisfy Rule 9(b) iKlawkins v. Medtronic, In¢1:13-CV-00499 AWI SK, 2014 WL

346622 (E.D. Cal. Jan. 30, 2014). Eidson Reply aHBvking however, is distinguishable. There
the court relied on the fact that the plaintiff lteldged defendants engaged in off-label promotior

via opinion leaders and Medtronigrded articles, but noted that “nothing in the complaint points

to specific content in thosetmies or statements made by thamed opinion leaders that were
allegedly false, or why theepresentations were untruélawking 2014 WL 346622 at *12. In the
instant cases, by contrast, Pldiisthave adequately alleged siies regarding the way in which
such journal articles and opiniteader statements were falsenuisleading. With regard to Dr.
Kuklo’s 2008 article in the Journal of Bone and 3&argery, for example, Plaintiffs allege that
the article falsely identified uninweéd surgeons as co-authors, swgjge an inflated efficacy rate
for Infuse, and reported positive results for a “gihmopulation” of patients that never existed.

Eidson Complaint 1 192, 196, 197.
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must plead that they or their agent relied on th&epresentations in order to maintain an action
sounding in fraudSeeMirkin v. Wassermarb Cal. 4th 1082, 1091-1096 (1993Defendants’
argument fails because Plaintiffs’ complaints do plead reliance by their agents — i.e., their sur
Although Plaintiffs acknowledge that they da atlege specifically upon which articles,
presentations, and promotional aities their surgeons relied in deciding to use Infuse in an off-
label manner, Eidson Opp’n at 5, they explicdliege their doctorselied upon Defendants’
representations regang the safety risks of Infuse when diag to use Infuse in an off-label way.
Eidson Complaint at 9 300. Furthéhe Court has not found any easlding that in order to
survive a challenge that a plaintiff's claim isxgly a generalized fraud-on-the-market claim, a
plaintiff must identify thespecificstatements upon which the plafhor his agent relied from
among a large number of fraudulent statemdigged in the complaint. To the contrary,
California courts have generally held that wheegaintiff's fraud claims based on a long-term
promotional campaign involving a large numbéfalse statements, the plaintiffnet required to
identify in the pleadings precisely when eadsdatatement was made and on which the plaintiff
or his agent reliedseeComm. On Children’s Television, Inc. v. Gen. Foods C@p Cal. 3d 197,
218-19, 673 P.2d 660, 674 (1983) (reasoning that atkemgpromotional campaign may persuad
by “cumulative impact” rather than specific dideréalse statements, and therefore plaintiffs
“should be able to base their cause of action upaillegation that they &ed in response to an
advertising campaign even if they cannetall the specific advertisementsMorgan v. AT & T
Wireless Servs., Incl77 Cal. App. 4th 1235, 1262, 99 (Rptr. 3d 768, 790-91 (2009) (“[W]here
a fraud claim is based upon numerous misrepresentations, such as an advertising campaign
alleged to be misleading, pl&iifis need not allege the spacifidvertisements the individual

plaintiffs relied upon.”)Whiteley v. Philip Morris Ing 117 Cal. App. 4th 635, 680-81, 11 Cal.

" Mirkin recognized that “misrepresentations te fhaintiff may be coomunicated indirectly
through an agent or third party,” but the pldintiust show that the ttd party relied on the
misrepresentationsd. at 1096 See, e.gGrinnell v. Charles Pfizer & Cp274 Cal.App.2d 424,
441 (1969) (plaintiffs, who had not heard ead misrepresentations of pharmaceutical
manufacturer, were allowed $soe manufacturer for breachex{press warranty because the
doctors who administered the drugsd relied on the manufactuserepresentation and acted as
the plaintiffs’ agent);
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Rptr. 3d 807, 844-45 (2004) (affirming verdict fdaintiff who successfully sued tobacco
company for misleading advertising campaign, on grotimatsplaintiff “did nothave to prove that
she saw or heard amspecificmisrepresentations of fact oida promises that defendants made.”)
(emphasis added). Thus, the Court rejects Defeadargument that Plaintiffs’ claims are simply
generalized fraud-on-the-market claiffis.

C. Analysis of April Bells’ Loss of Consortium Claim

April Bell's loss of consortium claim allegdsat as a result defendants’ actions, her
marital relationship with her husband has suffei&ell Complaint at { 3& In California, the
spouse of an individual injured by a third pamgs a cause of action flmss of consortium: the
loss of conjugal fellowship and sexual relatidRedriguez v. Bethlehem Steel Cof25 P.2d 669,
670 (Cal. 1974). A loss of consortium clainderivative of and dependent on the spouse’s
negligence actiorCalatayud v. State @@ alifornia, 18 Cal.4th 1057 n.4 (1998).

Defendants argue that April Be loss of consortium claim fis as a matter of law because
it is a derivative claim and “all of the claims upahich April Bell brings her claim are preempted
and/or otherwise barred underli@ania law.” Bell MTD at 25. hus, Defendants argue her claim
is preempted as welld. The Court grants in part and deniegpart Defendants’ motion to dismiss
April Bell’'s claim. To the extent April Bell's @im derives from those of 8t Bell's claims which
this Court has found preempted in this Orderil&ell’s claim is also preempted, and the motion
to dismiss is GRANTED. However, to the extent thptil Bell's claim derives from those of Scott
Bell's claims which this Couthas found not preempted, April Balltlaim is not preempted, and
the motion to dismiss is DENIED.

V. CONCLUSION
With respect to the Eidson complaint, the Court DENIES Defendants’ motion to dismis

Eidson’s fraudulent misrepresentation/fraudhie inducement and negligent misrepresentation

18 The Court also notes that it declines to dismiissabtion at this stage for failure to adequately
plead reliance in light of how Plaintiffs hawet yet had the beriebf discovery and the
opportunity to depose thgdhysicians to determine which precieeetings they attended, articles
they read, and promotiotisey received and relied upon.
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claims based on fraudulent conduct in the coursdfdabel promotion because such claims are
not expressly or impliedly preempted. The C&MENIES Defendants’ matin to dismiss Eidson’s
failure to warn claims based @efendants’ failure to report adee events to the FDA because
such claims are not expregslr impliedly preempted. Th@ourt GRANTS with prejudice
Defendants’ motion to dismiss Eidson’s faduo warn claims based on Defendants’
overpromotion of off-label use of Infuse andsed on Defendants’ deceptive off-label promotion
because those claims are expressly preempted.

With respect to the Bell complaint, the Court DENIES Defendants’ motion to dismiss th
Bells’ fraudulent misrepresentation/fraud in thducement and negligent misrepresentation clair
based on fraudulent conduct in the coursefiefabel promotion because such claims are not
expressly or impliedly preemmteThe Court DENIES Defendants’ motion to dismiss the Bells’
failure to warn claims based @efendants’ failure to report adee events to the FDA because
such claims are not expregsr impliedly preempted. Th@ourt GRANTS with prejudice
Defendants’ motion to dismiss the Bells’ fa#uo warn claims based on Defendants’
overpromotion of off-label use of Infuse andsed on Defendants’ deceptive off-label promotion
because those claims are expressly preamptee Court GRANTS IN PART AND DENIES IN

PART Defendants’ motion to dismiss ABell’s loss of consortium claim.

IT IS SO ORDERED.

Dated:May 13,2014 jUJ {‘L' ‘:.9‘ \_

LUCY H. K@
United States District Judge
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