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UNITED STATES DISTRICT COURT
EASTERN DISTRICT OF LOUISIANA

CORY JENKINS * CIVIL ACTION
*
VERSUS * NO.14-2499
*
BRISTOL-MYERS SQUIBB, and *

OTSUKA AMERICA PHARMACEUTICAL
INC.

SECTION "L" (4)

ORDER AND REASONS

Before the Court is Defendants Brisidirers Squibb Company’s and Otsuka America
Pharmaceutical, Inc.’s Motion to Dismiss. (Rec. Doc. 8). Having reviewed the parties’ briefs
and the applicable law, the Courtwm@ssues this Order & Reasons.

. BACKGROUND

Plaintiff Cory Jenkins brings this produdiability case alleging injures caused by the
ingestion of the drug Abilify. Plaintiffiled this case on October 17, 2014 in th& 2ddicial
District Court for the Parish of Jefferson, Louisian(Rec. Doc. 1-1 at 1). Defendant Bristol-
Myers Squibb Company removed the case i@ourt pursuant to 28 U.S.C. 88 1332, 1441,
and 1446. (Rec. Doc. 1 at 1). Plaintiff's Petitadleges that he had beprescribed Abilify to
treat Bipolar Il Disorder, and on or aboutt@umer 19, 2010, Plaintiff began to take this
medication. (Rec. Doc. 1-1 at 3). As a resfiliaking Abilify, Plaintff alleges he developed
Tardive Dyskinesia around 2013. (Rec. Doc. 1-3)atTardive Dyskinesia is a neurological
disorder characterized by involuntary movementhefface and jaw. Plaintiff contends that
“[a]t the present time, [he] [ ] has chroniedbcontinued restlessneasd twitching of the upper
and lower extremities, facial tics, jaw clenchangd clucking, and constant eye blinking.” (Rec.

Doc. 1-1 at 3).
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Plaintiff asserts two separate theorie$iadility under the Louisiana Products Liability
Act (“LPLA"): defective design and failure-to-wa For Plaintiff's déective design claim,
Plaintiff alleges that “the manufacture and nedirkg of Abilify was unreasonably dangerous in
design with the high likelihood #t the anticipated use and ingestion of Abilify would cause
Tardive Dyskinesia in users such as Plain@fbyy Jenkins” and that t]he defendants failed to
consider an alternative ‘desigof said medication that woultbt cause Tardive Dyskinesia.”
(Rec. Doc. 1-1 at 4). Plaintiff claims that Dedants failed to adeqtedy warn of the risks
associated with Abilify because Defendantseféilo properly warn and failed to “outline the
appropriate procedures apdriod testing, including admistering the AIMS (Abnormal
Involuntary Movement Scale) testhich would alert health carequiders as to the development
of Tardive Dyskinesia....” (Rec. Doc. 1-1 at 5).

. PRESENT MOTION
A. Defendants’ Motion to Dismiss (Rec. Doc. 8)

Defendants move to dismiss Plaintiff @atchs pursuant to Federal Rule of Civil
Procedure 12(b)(6). Defendants argue thainiff's defective design claim fails because
Plaintiff only plead thaDefendants failed to consider alternative degin, and the LPLA
requires a plaintiff to establighat “at the time the product lefie manufacturer’s control,
“there existed an alternative design for the paidbat was capable of preventing claimant’s
damage’ and that the danger of the danmgweighed the burden on the manufacturer of
adopting the alternative design(Rec. Doc. 8-1 at 7) (quotirgurvisv. Teva Pharm., USA Inc.,
901 F. Supp. 2d 716, 721 (M.D. La. 2012)). HerdebDaants aver Plaintiff “does not allege
that there is a safer alternative design or idgntiiat the design is. Nor does he allege that the

risks of the current design outweigh the burdefirswitching to the safer alternative. And



nowhere does he attempt to explain how Abilify’sida is defective or what aspect of Abilify’s
design caused his tardive dyskinesia.” (Rec. Doc. 8-1 at 7).

Defendants also argue that PRlHf fails to state a failureetwarn claim under the LPLA.
First, Defendants contend that Plaintiff’'s Petition does not state a failure-to-warn claim because
the Petition “says nothing about the adequafdhe warnings provided to Mr. Jenkin’s
prescribing physician” and “does not even mam{iPlaintiff's] treating physician’s name.”

(Rec. Doc. 8-1 at 9). Second, Defendants atigaePlaintiff does nattate a failure-to-warn
claim because Plaintiff's Petition fails to alleipat Plaintiff's “tre@ing physician would not
have prescribed [Plaintiff] Abilify had he or sheceived a different warning.” (Rec. Doc. 8-1 at
10).

B. Plaintiff's Opposition (Rec. Doc. 14)

Plaintiff opposes Defendants’ Motion to Dissj arguing that his allegations sufficiently
state a design defect and a failure-to-waamm under the LPLA. Regarding Plaintiff's
defective design claim, Plaifftcites the district court ihahaye v. Astrazeneca
Pharmaceuticals, which recognized that “much ofdlevidence in pharmaceutical products
liability cases may be in the defendant’s possessind thus, without éhbenefit of discovery,
stating more specific allegations may be nearlgassible at this stage(Rec. Doc. 14 at 4)
(quoting 2015 U.S. Dist. LEXIS 55528, %it2-13 (M.D. La. April 28, 2015)).

In response to Defendants’ assertion thatfiifafailed to plead a failure-to-warn claim
because he did not identify his prescribing physiciRlaintiff argues that his reference to “health
care providers” in his Petition shaube read to include his predxng physician.” (Rec. Doc.

14 at 7). Plaintiff further argues that he “does not have to include the identity of his treating

physician in the complaint.” (Rec. Doc. 14 at 7) (citiradpaye, 2015 U.S. Dist. LEXIS 55528,



at *14). If the Court finds, however, that tlakegation is unclear, Rintiff requests leave of
Court to amend his petition to name his présng physician. (Rec. Doc. 14 at 8).

Looking to the second failure-to-warn elemd?igintiff contends that “Defendants’
argument that Plaintiff must show that but flee warning, the treatinghysician would not have
prescribed Abilify, is inaccurate in that it addses only part of the LPLA provisions as to what
constitutes an inadequate warning.” (Rec. Odcat 8). Rather, Plaintiff avers that he “must
show that with an adequate warning, the physigianld either have declined to use the product,
or have used it in such a manner (e.g. moimgptests) as to prewnt danger (Tardive
Dyskinesia).” (Rec. Doc. 14 at 9). Here, Plaintiff contends he alleged that had Defendants given
adequate warnings, he would not have contrat&dive Dyskinesia, which means that either
his physician would not have prescribed the druthat his physician would have properly
monitored him during treatment. (Rec. Doc. 14 at 9).

C. Defendants’ Reply (Rec. Doc. 22)

Defendants reply with leave of Court. Defentdadispute Plaintiff @assertion that he can
satisfy the element of defective design clainder the LPLA by alleging “the defendants failed
to consider an alternative design of said roafilbn that would not cause Tardive Dyskinesia.”
(Rec. Doc. 22 at 2) (internal quotations omitteBefendants argue that this is insufficient
because the allegation “says nothing about whetlsafer alternative design actually existed at
the time [Plaintiff] took Abilify” and because #&itiff's Petition “says nothing about whether the
risk of tardive dyskinesia outweighed the burdens of adopting the tifiekalternative.”

(Rec. Doc. 22 at 2). Defendants contend that Plaintiff's reliantalmaye is not persuasive
becausd.ahaye is an “outlier” and “[flearal courts in Louisiana routinely dismiss product

liability claims involving prescription drugs amdedical devices wheras here, the plaintiff



fails to allege the existence afsafer alternative design.” (Rec. Doc. 22 at 3).

Defendants re-urge their position that PlditstiPetition does not ate a failure-to-warn
claim. First, Defendants argtigat Plaintiff must allege thdis treating physician was not
adequately warned and that BT “cannot satisfy this elemeny alleging that the defendants
failed to adequately warn ‘health care prov&igenerally.” (Rec. Doc. 22 at 6). Second,
Defendants argue that Plaintiff's “bald claihat had the defendamsovided additional
warnings or instructions, hgould not have contractedrdive dyskinesia is likewise
insufficient” because the pleadin@stiard dictates that conclusory allegations are not sufficient.
(Rec. Doc. 22 at 6)

l1l. LAW& ANALYSIS
A. The Standard

The Federal Rules of Civil Procedure pérandefendant to seek a dismissal of a
complaint based on the "failure to state analapon which relief can be granted.” Fed. R. Civ.
P. 12(b)(6). A district court must construetiin the light most favorable to the nonmoving
party. The court must accept as true all fdailagations contained in the complairishcroft
v. Igbal, 556 U.S. 662, 678 (2009). "To survive a raotto dismiss, a complaint must contain
sufficient factual matter, acceptedtage, to 'state a claim to relidfat is plausible on its face.’
A claim has facial plausibility when the plaiffifpleads factual content that allows the court to
draw the reasonable inference that the defeinddiable for te misconduct alleged.ld.

(citation omitted). Dismissal sppropriate only if the compldifails to plead "enough facts to
state a claim to relief that is plausible on its fadgell Atlantic Corporation et al. v. William

Twombly, 550 U.S. 544, 570 (2007).



B. LPLA

The Louisiana Products Liability Act ("LPLA™"establishes the exclusive theories of
liability for manufacturers for damagaused by their products.” La. R.S. § 9:2800.52.
Accordingly, "[a] claimant may not recover frommanufacturer for damage caused by a product
on the basis of any theory of liabilitihat is not set forth in [it].I'd. "Under the LPLA, recovery
is not available against a manufacturehé manufacturer did not produce the offending
product."Demahy v. Schwarz Pharma, Inc., 702 F.3d 177, 182 (5th Cir. 2012).

Under the LPLA, "a plaintiff must establigbur elements: (1) that the defendant is a
manufacturer of the product;)(that the claimant's damage was proximately caused by a
characteristic of the produdB) that this chacteristic made the product ‘unreasonably
dangerous'; and (4) that the claimant's damage arose from a reasonably anticipated use of the
product by the claimant or someone elS&ahl v. Novartis Pharm. Corp., 283 F.3d 254, 260-61
(5th Cir. 2002) (citing k. REv. STAT. § 9:2800.54). The plaintiffdars the burden of proving all
elements. La.Rev.Stat. § 9:2800.54(D). As tathlirel element, a product can be “unreasonably
dangerous” (i) in construction composition; (i) in design; if) for failure to provide an
adequate warning; and (iv) for failure tonform to an express wanty. La.Rev.Stat. §
9:2800.54(B). Here, Plaintiff contds that Abilify is “unreasonably dangerous” for its defective
design and for its failure to prale an adequate warning.

C. Defective Design

To assert a design defect aiinder the LPLA, a plaintiff mugtstablish that, at the time
the product left the manufacturecentrol, (1) “[t]here exisi& an alternative design for the
product that was capable of pesing the claimant’s damagefié (2) that the danger of the

damage outweighed the burden oa thanufacturer of adopting taéiernative design.” La. R.S.



8 9:2800.56.See Roman v. W. Mfg. Inc., 691 F.3d 686, 700-01 (5th Cir. 20123robson v.
Wyeth, LLC, No. 10-823, 2012 WL 3575293, at *6 (E.D. La. Aug. 20, 2012) (Brown, J.).

The Court is “mindful that much of tlevidence in pharmaceutical products liability
cases may be in the defendant’s possessionhasdwithout the benefdf discovery, stating
more specific allegations may be nearly impossablihis stage,” but Plaiiff's bare allegations
nevertheless fail to state a claiqpon which relief can be grantetlahaye, 2014 WL 6609456,
at *5. Plaintiff alleges in his Petition thite manufacture of Abilify was “unreasonably
dangerous in design” and that t{g§ defendants failed to consideralternative ‘design’ of said
medication that would not cause Tardive Dyskinés{&ec. Doc. 1-1 a#). Construing these
facts as true, Plaintiff's defa@ge design claim would not be &thed to relief under the LPLA
because Plaintiff fails to plead that an alsgive design existed that could have prevented
Plaintiff's injuries. It is not sufficient undereéh_PLA to allege that Defendants failed to
consider an alternative design. While the Court so®t agree with Defendants that it is
necessary at this early stage Riaintiff to plead specifics about the alternative design, finding
that such a requirement would place a near-sajixde burden on Plaintiffs in pharmaceutical
litigation, Plaintiff must nevertheds allege that an alternativestg existed that would not have
caused Plaintiff's injuries. Plaintiff fia to meet this pleading threshold.

Plaintiff's Petition also fails to address thecond element of dedtive design and allege
“that the danger of the damage outweighedotirelen on the manufactrof developing the
alternative design.” La. R.S. § 9:2800.56. Ag#ie, Court recognizes that Plaintiff may be
unable to assert specific alleges without the benefit of dcovery, but Plaintiff fails to
articulate even a bald claim that correspaiodbie second element of defective design.

Accordingly, the Court will grant Defendants’ Man to Dismiss on Plaintiff's defective design



claim.
D. Failure-to-Warn

“To maintain a failure-to-warn claim, agtiff must demonséate that ‘the product
possessed a characteristic that may cause daamadgbe manufacturer failed to use reasonable
care to provide an adequate wagbf such characteristic and @anger to users and handlers of
the product.” Sahl v. Novartis Pharm. Corp., 283 F.3d 254, 261 (5th Cir. 2002) (quoting La.
R.S. § 9:2800.57). “Importantly, such a claim requtree plaintiff to show both: (1) inadequacy
of the warning providednd (2) that the inadequate warningsme cause of his injuries.”
Brocato v. Deputy Orthopaedics, 2015 WL 854150, at *6 (E.D. La. Feb. 25, 2015) (Shushan,
M.J.). In cases involving prescription drpigpduct liability, Louisana applies the “learned
intermediary doctrine” to failure-to-warn claimStahl, 283 F.3d at 265. Courts employ a two-
pronged test when the learned intermediary doets applicable: (1) éhplaintiff must show
that the defendant failed to warn (or inadequatedyned) the physician afrisk associated with
the product that is not otherwikeown to the physician, and (2)ththis failure to warn the
physician was both a cause in fact and tloxiprate cause of the plaintiff's injuryjid. at 265-
66. “In order to demonstrate causation, ‘therglimust show thaa proper warning would
have changed the decision of the treating physician, i.e. that but for the inadequate warning, the
treating physician would not have usadprescribed the product.’Eschete ex rel. Eschetev.
Roy, 554 F. Supp. 2d 638, 633-34 (E.D. La. 2008) (qudteguson v. Proctor & Gamble
Pharmaceuticals, Inc. 353 F. Supp. 2d 674, 679 (E.D. La. 2004)).

Plaintiff's Petition alleges:

[D]efendants failed to properly wawf the dangers of developing
Tardive Dyskinesia and further failed to outline the appropriate

procedures and period tesii including administering AIMS
(Abnormal Involuntary Movementcale) test, which would alert



healthcare providers, as to thevel®pment of Tardive Dyskinesia,

a debilitating, permanent and untiagale disorder. If defendants

had properly warned of the severiy Tardive Dyskinesia, of the

importance of properly monitorg patients using Abilify to

prevent the onset of Tardive Dys&sia, and informed health care

providers of what periodic omitoring tests were necessary,

Plaintiff would not have coracted Tardive Dyskinesia.
(Rec. Doc. 1-1 at 5). The Court agrees with Plaintiff that the 12(b)(6) standard does not require
Plaintiff to identify his treatingphysician, even though such information ishm the Plaintiff's
knowledge. Further, the Court finds that “heedtie providers” includePlaintiff's treating
physician, so Plaintiff's claim satisfies the fiesdement of the intermediary doctrine because
Plaintiff alleges that Defendarfiled to properly warn healtlare providers of the risk of
developing Tardive Dyskinesia andtbke importance of monitoring.

Looking to the second element of the learned intermediary doctrine, Defendants argue
that Plaintiff fails to establish causation beam Defendants’ allegedadequate warning and
Plaintiff's alleged contraction of Tardive Dyskinesihe Court disagrees. Plaintiff claims that
“[i]f defendants had properly warned of the séyeof Tardive Dyskines, of the importance of
properly monitoring patients using Abilify to prevent the onset of Tardive Dyskinesia, and
informed health care providers of what pertoutionitoring tests were nessary, Plaintiff would
not have contracted Tardive Dyskinesia.” (R2ac. 1-1 at 5). The Court infers from these
factual allegations that “a @per warning would have changed the decision of the treating
physician,” and these factualegations thus satisfy the second element of the learned
intermediary doctrineEschete ex rel. Eschete, 554 F. Supp. 2d at 633-34.

Defendants argue that Plaffitimust provide sufficient faaial allegations as to why the

information provided to the intermediary wasadequate, what information should have been

provided, and how that information would havesedithe intermediary to act differently which



would have prevented the plaintiff'sjuny.” (Rec. Doc. 22 at 6) (quotirBBergstresser v.
Bristol-Myers Squibb Co., No. 12-1464, 2013 WL 6230489, at *8 (M.D. Pa. Dec. 2, 2013)
(Mannion, J)). The Court is not persuaded by this argument. As support for this proposition,
Defendants rely on a Pennsylvania Court wipgl the Pennsylvania learned intermediary
doctrine. The Pennsylvania Couréisalysis is therefore not insttive for this case because the
Court must apply Louisiana’s learned intermed@dogtrine. To allega failure-to-warn claim
upon which relief can be granted under the LPLAjRIff is not requiredo detail what an
adequate warning would be and how an adeqguataing would have caed Plaintiff’s treating
physician to act differently. Rintiff is merely required tallege that Defendants did not
adequately warn Plaintiffseating physician and that the irapghate warning constituted the
proximate warning of Plaintiff's injuries. As already stated, the Cds that Plaintiff's
failure-to-warn claim satisfies this standardias sufficient to survive Defendant’s 12(b)(6)
motion.
E. Amend Petition

In Plaintiff's Opposition, Plaintiff requestsave to amend his Petition to cure his
inadequate pleading by adding fadtdarification. Courts should dmarily grant a Plaintiff at
least one opportunity to amend his complaint etbsmissing the complaint with prejudice for
a failure to state a clainmHart v. Bayer Corp., 199 F.3d 239, 247 n.6 (5th Cir. 2000).
Accordingly, the Court will afford Plaintiff thirty30) days to amend his Petition to address the
factual deficiencies.

[VV. CONCLUSION
For the foregoing reasond, IS ORDERED that Defendants’ Motion to Dismiss (Rec.

Doc. 8) isSGRANTED IN PART AND DENIED IN PART . It isGRANTED as to Plaintiff's
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defective design claim. It BENIED as to Plaintiff's failure-to-warilaim. Plaintiff is granted
leave to amend his Petition within thirty (3fgys of this Ordeto remedy the factual

deficiencies identified ithis Order & Reasons.

New Orleans, Louisiana, this 2dlay of August, 2015.

W &Slor

UNITEDSTATESDISTRICT COURTJUDGE
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