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itronic, Inc. et al

UNITED STATES DISTRICT COURT
SOUTHERN DISTRICT OF CALIFORNIA

JEFFREY CHIONE AND DEANNA
CHIONE,

Plaintiffs,
V.
MEDTRONIC, INC.,ET AL,
Defendants.

On or about February 5, 2014, Pl#is Jeffrey Chioneand Deanna Chione
(collectively “Plaintiffs”) commencedthis action against Medtronic,
Medtronic USA, Inc., and Medtronic &mor Danek USA, Inc. (collective

Case No. 14-cv-01043-BAS(RBB)

ORDER GRANTING
DEFENDANTS’ MOTION TO
DISMISS WITH LEAVE TO
AMEND

(ECF No. 6)

In

“Medtronic” or “Defendants”) in San Dg®o Superior Court alleging negligen

strict liability, breach of express and ihgal warranty, fraud, rggigence per se, and

loss of consortium. Defendants removeis thction to federal court on April 25,

Doc. 35

2014 based on diversity of citizenshipden 28 U.S.C. § 1441(b). Defendants now
move to dismiss this action under Rul@(b)(6) of the Federal Rules of Ci
Procedure. Plaintiffs oppose. (ECF No. 11 (“Opp.”).)
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The Court heard oral argument oretimotion on May 4, 2015. For the
following reasons, the Cou@BRANTS Defendants’ motion to dismiss with leave to
amend. (ECF No. 6.)
l. BACKGROUND

This is a products liability action amg out of Defendaist alleged illegal
and off-label promotion of INFUSE Bone @ft (“Infuse”), a medical devige
manufactured by Defendants. (ECF No. {*Gompl.”) at 11 1, 8.) Infuse is|a
surgically implanted medical device comiaig a genetically engineered protgin
designed to stimulate bone growthd. @t § 8.)

On January 12, 2001, Defendantsbmitted Infuse to the Federal Dnug
Administration (“FDA”) for premarket approvalld at 9 24.) During the approval
process, the FDA Advisorgommittee expressed concern about the potential for
off-label use of Infuse.ld. at 1Y 26, 33.) Nonetheless, on July 2, 2002, the [FDA
approved Infuse undexxpedited review. Id. at §{ 24, 25.) Despite numerous
studies showing that off-label use of Iséucan lead to “serious, even adverse,
events,” Plaintiffs claim Medtronic theproceeded to actively promote off-label
use, concealing the dangers and its sttreps effort to promote such off-label
use. (d. at 1 36-44.)

On April 24, 2007, May 22, 2007, argeptember 9, 2008, Dr. Eric Korsh
performed various back surgeries on Mr. Chione using Infulk.at( 11 45, 49).

Dr. Korsh used Infuse ian off-label manner. Id. at § 50.) He used Infuse|in

cervical fusion procedures and a posterior proceduce.at( 1 45-49.) Neither pf
these procedures has been approved by the FIA.at( § 50). Plaintiff alleges
Defendants “directly and ingictly promoted, trained and encouraged Dr. Korsh to

use” Infuse in this mannerld( at 1 51).

! “Off-label” use denotes use of awvilee in a way or for a purpose not

approved by the FDA. (Compl. at 1 16.)
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Dr. Korsh never informed Mr. Chione (ft)at he was using Infuse in an off-

label manner, (2) that use of Infuse ipa@sterior procedure had never been tegsted

or approved by the FDA, (3) that an Is&“clinical trial dilizing the posterio

[

procedures had been halted due to $keeious adverse events that had been

experienced,” (4) that use of Infuseotdd result in unwanted bone growth and

migration of the bone to sensitive neiseas exacerbating her [sic] pain,” and
of available alternative methods of surgerid. at 1 52.)
Plaintiffs allege six causes of tem: (1) Negligence—largely based

Defendants’ failure to warn doctors, the medical community, and the general

of the dangers of the off-label use tifuse; (2) Strict liability—based an

Defendants’ promotion of the off-label use of Infuse, impliedly representing
use was safe when Defendants knew it m@ts (3) Breach of express and impl

warranty—based on Defendanhtepresentations to doctors and members o

public that off-label use was safe anffleetive; (4) Fraud—based primarily on

allegations that Defendants provided inaetel or misleading information to t

medical community which was material lee surgeon’s decisin to treatment of

(5)

on

public
such
ed

f the

ne

Plaintiff, (5) Negligence per se—claing a violation of federal statutes gnd

regulations; and (6) Loss of consortium lmehalf of Mr. Chione’s spouse, Deanna

Chione.

Defendants move to dismis® the grounds that Plaintiffs’ claims are baired

by the statute of limitations, both exprgsahd impliedly preempted by the federal

Medical Device Amendmentsf 1976 (“MDA”), and that Plaintiffs’ fraud claim
lack particularity.
. LEGAL STANDARD

A. Rule 12(b)(6)

A motion to dismiss pursuant to Rule bf6) of the Federal Rules of Ciy
Procedure tests the legal sufficiency of theimbk asserted in the complaint. R
R. Civ. P. 12(b)(6)Navarro v. Block250 F.3d 729, 732 (9@ir. 2001). The cou
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must accept all allegations of materiact pleaded in the complaint as true

must construe them and drall reasonable inferences from them in favor of

nonmoving party. Cahill v. Liberty Mut. Ins. Cg 80 F.3d 336, 337-38 (9th Cir.

1996). To avoid a Rule 12(b)(6) dismissa complaint neeaot contain detaile

and
the

d

factual allegations; rather, it must pleashdegh facts to state a claim to relief that

Is plausible on its face.Bell Atl. Corp. v. Twomb|y650 U.S. 544, 570 (2007).

claim has facial plausibilityvhen the plaintiff pleads facal content that allows the

A

court to draw the reasonable inferentteat the defendant is liable for the

misconduct alleged.’Ashcroft v. Igbgl556 U.S. 662, 678 (2009) (citifigvombly
550 U.S. at 556). “Where a complaint pleéalds that are merely consistent wit
defendant’s liability, istops short of the line betwepossibility and pwusibility of
entitlement to relief.” Id. at 678 (quotingTwombly 550 U.S. at 557) (intern
guotations omitted).

“[A] plaintiff's obligation to provide the ‘groundsof his ‘entitie[ment] tc

h a

al

relief’ requires more than labels and clmstons, and a formulaic recitation of the

elements of a cause of action will not doTwombly 550 U.S. at 555 (quoting
Papasan v. Allain478 U.S. 265, 286 (1986) (altewtiin original). A court need

not accept “legal conclusions” as trudgbal, 556 U.S. at 678. Despite the

deference the court must pay to the plafistiillegations, it is not proper for the

court to assume that “the [plaintiff] canome facts that [he or she] has not alle

ged

or that defendants have violated the...lawsvays that have not been alleggd.”

Associated Gen. Contractors of Cal.cliv. Cal. State Council of Carpenterb9
U.S. 519, 526 (1983).

Generally, courts may not consider teraal outside the complaint when

ruling on a motion to dismissHal Roach Studios, Inc. v. Richard Feiner &.C
Inc., 896 F.2d 1542, 1555 n.19 (9th Cir. 199Bjanch v. Tunnell14 F.3d 449

453 (9th Cir. 1994) (overruled on other grounds@mlbraith v. Cnty. of Santa
Clara, 307 F.3d 1119, 1121 (9th Cir. 20D2) “However, material which i$
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properly submitted as part of treomplaint may be considered.’Hal Roach
Studios, Ing 896 F.2d at 1542 n.19. The cobunay also consider documer
specifically identified in the complaintivese authenticity is not questioned by
parties. Fecht v. Price Cq 70 F.3d 1078, 1080 n.1 (9@&ir. 1995) (superseded k
statute on other groundsyee also Branchl4 F.3d at 453-54. The court m
consider such documents so long as they are referenced in the complaint,
they are not physically attached to the pleadiBganch 14 F.3d at 453-54ee
also Parrino v. FHP, Inc, 146 F.3d 699, 706 (9th ICi1998) (extending rule t

documents upon which the plaintiff's comipia“necessarily relies” but which aj

not explicitly incorporated in the compi). Moreover, the court may consider

the full text of those documents evenemhthe complaint ques only selecteq
portions. Fecht 70 F.3d at 1080 n.1. The counay also consider materials
which it takes judicial noticeBarron v. Reich13 F.3d 1370, 1377 (9th Cir. 1994

As a general rule, a court freelyagts leave to amend a complaint
dismisses. Fed. R. Civ. P. 15(&gchreiber Distrib. Cov. Serv-Well Furniturg
Co.,, 806 F.2d 1393, 1401 (9th Cir. 1986). The court may deny leave to a
however, when “[it] determines that the gieion of other facts consistent with t
challenged pleading could not possibly cure the deficien§chreiber Distrib.
Co.,806 F.2d at 1401 (citin@onanno v. Thomas309 F.2d 320, 322 (9th Ci
1962)).
lll. DISCUSSION

A.  Statute of Limitations

Defendants argue Plaintiffs’ claimdl #ail because they are barred by
statute of limitations. A statute of limtions defense may bmised on a Rul
12(b)(6) motion “[i]f the runmg of the statute is apparent on the face of
complaint.” Jablon v. Dean Witter & Cp614 F.2d 677, 682 (9th Cir. 1980).
such a case, the motion “candmanted only if the assewtis of the complaint, rea

with the required liberality, would not pernttie plaintiff to prove that the statu
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was tolled.” Id. Because the statute of limitatiorssan affirmative defense, the
“defendant has the burden of pnogithe action is time-barred.Grisham v. Philig
Morris, Inc., 670 F. Supp. 2d 1014, 1020 (C@al. 2009) (citations omitted).
Under California law?, “personal injury claim$ased on defective produgts
are subject to a two-year limitations periogd@ardless of the pacular legal theory
invoked. Eidson v. Medtronic, Inc40 F. Supp. 3d 1202, 1217 (N.D. Cal. 2014)
(citing Soliman v. Philip Morris Ing 311 F. 3d 966, 971 (9th Cir. 2002)); Cal. Civ.
Proc. Code § 335.1 (statute lohitations is two years for actions claiming “injyry
to . .. an individual caused by theomgful act or neglect of another”).
The limitations period runs from thmoment a cause of action accruée
Cal. Civ. Proc. Code 8§ 31&ryeh v. Canon Bus. Solutions, Ing5 Cal. 4th 1185,
1191 (2013). A cause of action accrueshattime it is “complete with all of its
elements,” which is gendha the date of injury. Norgart v. Upjohn Cq 21 Cal
4th 383, 397 (1999Rivas v. Safety-Kleen Caor®8 Cal. App. 4th 218, 224 (2002)
(citing Jolly v. Eli Lilly & Co., 44 Cal. 3d 1103, 1109 (1988)). However, that
principle is modified by the discoveryleuunder which accrual is postponed “uptil
the plaintiff discovers, or has reastndiscover, the cause of actionNorgart, 21
Cal. 4th at 397see alsoRivas 98 Cal. App. 4th at 224-29plly, 44 Cal. 3d at
1109;Pooshs v. Philip Morris USA, Inc51 Cal. 4th 788, 797 (2011). “Discovery
of the cause of action occunhen the plaintiff has reas to suspect a factual basis
for the action.” Pooshs 51 Cal. 4th at 797 (citmmn and internal quotations
omitted);Jolly, 44 Cal. 3d at 1110-11.
However, in order to rely on the d@eery rule, a “plaintiff whose complaint

shows on its face that his claim wdube barred without the benefit of the

2 A federal court sittingn diversity on a state law claim must apply [the

state statute of limitations.Bancorp Leasing & Fin. Q. v. Agusta Aviation
Corp., 813 F.2d 272, 274 (9th Cir. 1987).
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discovery rule must specifically pleadcta to show (1) the time and manner of
discoveryand (2) the inability to have made d&ar discovery despite reasonaple
diligence.” Fox v. Ethicon Endo-Surgery, Inc35 Cal. 4th 797, 808 (2005)
(citation omitted). In assessing the suffiicy of the allegations of delayed
discovery, the plaintiff has the burmeto “show diligence”; “conclusony
allegations” will not suffice.ld. at 921. “Formal averments or general conclugions
to the effect that the facts were not diseedeuntil a stated date, and that plaintiff
could not reasonably have made earlier discovery, are useles®hderson V.
Brouwer, 99 Cal. App. 3d 176, 182 (1979).
In the Complaint, Plaintiffs allege stiovery of the factual basis for their
claims was delayed by virtue of Daeffants’ actions, including affirmatiye
misrepresentations and omissions of thhaé'tand significant risks associated with
[Infuse].” (Compl. at  54.) As a rdswf Defendants’ actions, Plaintiffs claim
“Mr. Chione and non-defendant healthcpreviders involved in his surgeries were
unaware, and could not have reasonablgvkn or have learned through reasonable
diligence, that Mr. Chione’®ack pain and various symptoms were the result of
these acts, omissions, and misrepresentationkl” af  55.) Plaintiffs further
allege that “Mr. Chione first learned dfie risks and problems associated With
Infuse and Medtronic’s concealment withwio years of filing this action.” I4. at
1 56.) Plaintiffs do not identify in théomplaint when or how Mr. Chione learrjed
of these risks.
Mr. Chione underwent surgeries in wihiétnfuse was used in an off-label
manner on April 24, 2007, Ma32, 2007, and SeptemberZ)08. This action was
not filed until February 2014mnore than five years aftédr. Chione’s last surgery.
Thus, the running of the statute of lintitans is apparent on the face of the
Complaint. Plaintiffs do not argue thpoint. Rather, intheir opposition to

Defendants’ motion to dismiss, Plaintiftegue the application of the discov

(D

ry
rule. Plaintiffs argue Mr. Chione “coulabt have suspected Medtronic caused his
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injuries until he saw a television annoen@ent detailing issues with the Inft
Bone Graft device in March 2013.” (Opp.mt26.) Prior to that, Plaintiffs arg
“it was impossible for him to have reambly suspected Infuse was causing
injuries,” for the followingreasons: (1) Mr. Chione hatever heard of Infuse, (
he was unaware Infuse was used at the tfrtas surgery, and (3) Mr. Chione w
never informed Infuse was the cawdénis pain by his doctors.d()

In Eidson the court concluded it was plable the plaintiffs were not @

inquiry notice concerning theole Infuse played in the alleged injury until {

injured plaintiff's mothersaw a commercial aboutwauits involving Infuse.

Eidson 40 F. Supp. 3d at 1218. Plaintiffsrbeseek to add similar allegatio
However, they are not pregbnin the Complaint. Plaiiffs must “specifically

plead facts to show (1) the time and manmé discovery and (2) the inability

have made earlietiscovery despite reasonable diligendégk, 35 Cal.4th at 808

(emphasis added), and theywbdailed to do so. As theinning of the statute ¢
limitations is apparent on the face of tGemplaint and Plaintiffs have failed
sufficiently allege the discovery rule delayed accrual of their claims, Defen
motion to dismiss ISRANTED.

Defendants argue that giving Plaifgifleave to amend would be fuf
because the facts Plaintifiseek leave to add “reveal that Mr. Chione be
suffering pain and other syrgms after his surgeries atttht he attempted [at th
time] to investigate the source of his paitinis triggering the statute of limitatiof
(SeeECF No. 14 at p. 8.)Defendants further argueehonly thing Mr. Chiong
claims he learned within the statute lmhitations was thainfuse was alleged]
used in an off-label mannerld()

However, a claim accrues wh the plaintiff “suspects . . . that someone
done something wrong to him.3oliman 311 F. 3d at 971 (citindolly, 44 Cal. 3q
at 1110);see alsd~ox, 35 Cal. 4th at 808 (“[I]n order to employ the discovery

to delay accrual of a cause of action, a poa plaintiff who suspects that an injy
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has beemvrongfully caused must conduct a reasonable investigation of all pof
causes of that injury.” (emphasis added}laintiffs contend that they seek to 4
facts, among others, alleging that Mr.i@fe’s doctors continually told him h
pain was the result of scar tissue. pfOat p. 26.) Thus, while Mr. Chio
experienced pain and knewdavice had been used irsHusion surgery, based
the proposed allegations, it is plausilble did not have reason to suspect
someone had done somethingong to him until March 2013.1d.) Accordingly,
the Court grants Plaintiffeave to amend their Complaint.
IV. CONCLUSION & ORDER

For the foregoing reasons, Defendants’ motion to dismiSSRANTED
WITH LEAVE TO AMEND . If Plaintiffs wish to amend, they shall do so
later thanMay 29, 2015

IT1S SO ORDERED.

DATED: May 7, 2015 (it Zaphga

Ho1. Cynthia Bashant
United States District Judge
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