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LORNA G. SCHOFIELD District Judge:

Plaintiffs Chaim Aron, Cérie Perez and Arquimedes Ponce each sued Defendants
Bristol-Myers Squibb Co., AstraZeneca LP, and AstraZeneca Pharmaceuticals LP under Texas
law, alleging that they develogeliabetic ketoacidosis as a result of taking Farxiga, an FDA-
approved prescription medication for the treatnwénype 2 diabetes. Defendants filed a
consolidated motion to dismiss Plaintiffs’ A&mded Complaints (the “Complaints”) under
Federal Rule of Civil Procedure 12(6). Defendants’ motion is denied.

l. BACKGROUND

The following alleged facts are drawn from the Complaiatel are accepted as true for
the purpose of this motion. The facts are carsty and all reasonable@nences are drawn, in
favor of Plaintiff aghe non-moving partySee Trs. of Upstate N.Y. Eng’rs Pension Fund v. Ivy

Asset Mgmt.843 F.3d 561, 566 (2d Cir. 2016).

1 As Plaintiffs could have moved to amend @@mplaints to include the facts alleged in the
Amended Master Long Form Complaint (thedder Complaint” or together, with the
individual Complaints, the “Complaints”), atige Court likely would have granted such a
motion, the alleged facts also are drawn ftbmAmended Master Long Form Complaint.
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A. Farxiga

On January 8, 2014, the Food and Drug Adstration (“FDA”) approved Farxiga
(dapagliflozin) for the treatment of type 2 diadmet Farxiga belongs to a class of drugs called
“gliflozins” that are referred to as “Sodiu@lucose Cotransporterighibitors” or “SGLT2
inhibitors.” Farxiga is indicad for only one use -- loweringdad glucose in adults who have
type 2 diabetes.

The Complaints allege that, although Fgaxis indicated only for lowering blood
glucose in adults who have type 2 diabetes, “Defendants haketethand continue to market
Farxiga to both healthcare professionals @dingictly to consumeror off label purposes,
including but not limited to weht loss and reduced blood pressuredr example, in a January
13, 2014, press release, Defendants stated thatlihical trials, Faxiga helped improve
glycemic control, and offereddditional benefits ofveight and blood pressure reductions.”
Other advertisements stated “Farxiga may lyelplose weight, and may even lower systolic
blood pressure”; “lose weight -- @verage 3%”; “significant wght reduction with 10mg dose”;
and “THE ONLY SGLT2 inhibitor wth efficacy and safety data avé years; lowers Alc; with
secondary benefit of weight loss.” The Conisallege that Defedants conducted clinical
trials of Farxiga’s effectiveness for weight l@s®l cholesterol driction so as to promote the
drug for those off-label uses and asked prescripimgicians to recruit patients for those clinical
trials, which made them aware of the drug’spauted off-label uses. Each Complaint also
alleges, upon information and belief, that Defendants informed each Plaintiff’'s physician
(through marketing materials and direct commumices) that Farxiga could be used for these

off-label purposes.



At the time that the FDA approved Farxig@rxiga’s label did not include any warnings,
precautions or adverse event reports related t@ticaketoacidosis or acute kidney injury. The
label stated only that Farxighould not be used to trgagople suffering from diabetic
ketoacidosis and identified generic “kidney prob$d as a possible side effect. The Complaints
allege, however, that Defendants knew or shbakk known that taking Farxiga was associated
with significant risks of deueping those conditions. The Cotamts allege that Defendants
failed to warn Plaintiffs’ physicians and the msdicommunity of those risks. The Complaints
refer to a number of studies, including gnéblished in 2013 and two published in 2014, each of
which suggested an associatiommzEen SGLT2 inhibitors and diabic ketoacidosis, but did not
directly address Farxiga. The Complaintgtar allege that Defelants “conduct[ed] regular
literature searches” as part of their pharovagilance programs and therefore knew or should
have known of those and other studies publishexhdg as 2012 showing that SGLT2 inhibitors
like Farxiga are associated withabetic ketoacidosis, atikidney injury and renal failure. The
Complaints also allege thBefendants knew or shalihave known that Farxiga, “by its very
mechanism of action causes dehydration and teminiresis,” which can cause acute kidney
injury, including renal failure. In support tifis allegation, the Conhgints refer to the 2012
medical review of Farxiga-competitor, Invokana,ieth‘disclosed a nearly three-fold increase
... in acute renal failure fgatients taking the higher dose of Invokana compared to those
taking placebo, even in patients whdgdney function was normal.”

The Complaints allege, upon informatiamdabelief, that as early as 2009 Defendants
received adverse event reports involving pasieviio developed diabeti®toacidosis while

taking Farxiga; Defendants failed to make accuaatdor timely reports to the FDA of adverse



events of diabetic ketoacidosis; and Defendamssepresented the nature of adverse events
when they did report them to the FDA.

On December 4, 2015, the FDA issued a sahdt stating that senty-three adverse
events related to SGLT2 inhibig including Farxiga, had beesported to the agency between
March 2013 and May 2015. The FDA also mandatébel change for Farxiga and other FDA-
approved SGLT2 inhibitors to include a warningp&at the risks of too much acid in the blood.”
On June 14, 2016, the FDA issued another salety -- about dapagliflozin -- and required
Defendants to change Farxiga’s label to waroualthe risk of acute 8iney injury associated
with taking Farxiga.

B. Plaintiffs Aron, Perez and Ponce

Chaim Aron is a resident of Harris Countgxas. In or around July 2015, Aron’s
physician prescribed, and Aron began taking, Farkigtreat his typ2 diabetes and induce
weight loss and/or lower hidood pressure. On Februa8y2016, Plaintiff was admitted to
critical care for symptoms afyspnea, coughing, nausea and diegs, diagnosed with diabetic
ketoacidosis and hospitalized for four dayie Aron Complaint alleges that Defendants failed
to warn Aron’s prescribing physician or Aron of the risk of diabetic kétoacs associated with
taking Farxiga, and that Aronould not have taken it had Defemtsdisclosed that risk.

Cherie Perez is a resident of Bexar Cgumexas. In or around June 2015, Perez’'s
physician prescribed, and Peregae taking, Farxiga to treathtype 2 diabetes, to induce
weight loss and/or lower herdadd pressure. On July 7, 2015, Perez was admitted to the hospital
for severe euglycemic diabetic ketoacidosis seykis and hospitalizedrffour days. The Perez
Complaint alleges that Defendants failed to wRenez’s physician or Perez about the risk of

taking Farxiga, and that Perapuld not have taken it had [2mdants disclosed that risk.



Arquimedes Ponce is a resident of Haiounty, Texas. In or around March 2015,
Ponce was diagnosed with type 2 diabetes agstpbed Farxiga. Ponce’s physician prescribed
Farxiga to treat Ponce’s type 2 diabetesiaddce weight loss. On March 7, 2015, Ponce was
admitted to the hospital for severe euglycemabdiic ketoacidosis and acute renal failure and
hospitalized for nine days. The Ponce Complalieiges that Defendants failed to warn Ponce’s
physician or Ponce of the risks associated veiking Farxiga, and that Ponce would not have
taken it had Defendantisclosed those risks.

1. STANDARD

On a motion to dismiss, a court accepts as &l well-pleaded factual allegations and
draws all reasonable inferenaadavor of the non-moving partyrs. of Upstate N.Y. Eng'rs
Pension Fund843 F.3d at 566, but gives “no effecieégal conclusions couched as factual
allegations,”Stadnick v. Vivint Solar, Inc861 F.3d 31, 35 (2d Cir. 2017). To withstand a
motion to dismiss, a pleading “must contain sufficictual matter, acceptes true, to ‘state a
claim to relief that is plausible on its face Ashcroft v. Igbgl556 U.S. 662, 678 (2009)
(quotingBell Atl. Corp. v. Twomb|\550 U.S. 544, 570 (2007)). Kfeadbare recitals of the
elements of a cause of action, supported byeroenclusory statements, do not sufficéd”

“The Twomblyplausibility standard . . . does not prewarplaintiff from pleading facts alleged
upon information and belief where the facts areytiarly within the possession and control of
the defendant, or where the beiebased on factual informati that makes the inference of
culpability plausible.” Arista Records, LLC v. Dog 804 F.3d 110, 120 (2d Cir. 2010) (internal
citations and quotation marks omittedgcord Kelly Compton v. Sessioih. 17 Civ. 5581,
2017 WL 5903360, at *3 (S.D.N.Wov. 28, 2017). The complaint must include “something

more . . . than . . . a statement of facts thately creates a suspicion [of] a legally cognizable



right of action.” Twombly 550 U.S. at 555 (quoting 5 Wright & Miller, Fed. Prac. & Proc.
8§ 1216 (3d ed. 2004) (alterations in original and internal quotation marks omitted)).

The parties’ memoranda of law assume Tetas law governs the Complaints’ claims,
which are asserted exclusively under common [g&]Juch implied consent is. . sufficient to
establish the applicable choice of lawftikona Advisers Ltd. v. ChugB46 F.3d 22, 31 (2d Cir.
2017) (quotin@Arch Ins. Co. v. Precision Stone, In884 F.3d 33, 39 (2d Cir. 2009)). Second
Circuit law -- not Texas or Fifit Circuit law -- governs procedalrquestions, including pleading
requirements and federal preemptidesiano v. Warner-Lambert & Ca167 F.3d 85, 91 (2d
Cir. 2006) (“[E]ven in the transfer context, aucoof appeals must develop its own circuit law on
federal questions . . . ."aff'd sub nom. Warner-Lambert Co. v. Kesh2 U.S. 440 (2008)).

1. DISCUSSION

The Complaints assert causes of action uiégas law based on Bamdants’ failure to
warn of the risks of diabetiketoacidosis and acute kidney injunegligent testing and gross
negligence. The Perez Complaint also alleges a cause of action under Texas law of loss of
consortium.

A. FailuretoWarn Claims

The Complaints allege that Defendants aablé in strict liadity and negligence for
failing to warn Plaintiffs about the dangers asatad with taking Farxiga specifically, the risk
of developing diabetic ketoacisis. Defendants argue that thetaims fail because Farxiga’'s
warnings were adequate as a matter of law utidefexas statutory safe harbor for warnings
approved by the FDA, Texas Civil Practice &®medies Code (“CPRC”) § 82.007, and that the

Complaints do not allege facts sufficient to estdiblthat an exception to the statute applies.

2 In letters dated December 2017, and December 20, 2017, Plaintiffshdrew their negligent
design claim.



Defendants’ motion to dismiss the failure to warn claims is denied because the Complaints plead
sufficient facts to support an exc¢em to the statutory safe harbor.

CPRC § 82.007 creates a rebuttable presumpliat a manufacturer or distributor,
among others, is not liable for failure to warthe warnings provided were those approved by
the FDA2 A plaintiff can rebut the presumption byoping that one of fivestatutory exceptions
applies. Two exceptions are relevant here:

(1) the defendant, before or after pre-magproval or licesing of the product,

withheld from or misrepresented teethinited States Food and Drug Administration

required information that was material aetevant to the perfamance of the product
and was causally related to the claimant’s injury;

(3)(A) the defendant recommended, promoteddvertised the pharmaceutical product
for an indication not approved by the UnitStates Food and Dg Administration;

(B) the product was used as recomuhed, promoted, or advertised; and

(C) the claimant’s injury was causallylated to the recommended, promoted, or
advertised use of the product... CPRC 8§ 82.007(1), (3).

State law governs whether the exceptionGRRC § 82.007 are to be treated as an
element of a failure to warn claim, which mbst pleaded and proved, or as an affirmative
defense, which is germane omlfter a defendant invokes i§ee Desianci67 F.3d at 96
(looking to Michigan law to conctie that the fraud exception in a Michigan statute similar to
CPRC § 82.007 is not an element, but a defaarstherefore is not preempted by federal law).

Under Texas law, “[a] plaintiff mat sufficiently plead at least onéthe statutory exceptions to

3 Section 82.007(a)(1) s&, in relevant part:
In a products liability action alleging thai injury was caused by a failure to provide
adequate warnings or information witlgeed to a pharmaceutical product, there is a
rebuttable presumption that the defendant éertiants . . . are not liable with respect to
the allegations involvindailure to provide adequate warnings or information if: (1) the
warnings or information that accompantéé product in its disibution were those
approved by the United Statesdel and Drug Administration . . . .
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Section 82.007(a) to state aich and avoid dismissal.Murthy v. Abbott LahsNo. 4:11 Civ.
105, 2012 WL 6020157, at *3 (S.D. Tex. Dec. 3, 2042¥0rd Lucas v. Abbott LahdNo. 3:12
Civ. 3654, 2013 WL 2905488, at *3, *5 (N.D. Tex. Jurg 2013) (holdinghat plaintiffs
adequately pleaded an extiep to the presumption afon-liability in 8§ 82.007)Gonzalez v.
Bayer Healthcare Pharm., In©©30 F. Supp. 2d 808, 821 (S.D. Tex. 2013) (granting leave to
replead to enable plaintiff to meet the requirements of § 82.007).

The Complaints do not plead adequately “fraud-on-the-FDA” exception under
8 82.007(b)(1). Where, as here, the Complgtaad allegations sounding in fraud, they must
meet the heightened pleading standarBexferal Rule of Civil Procedure 9(b$ee, e.g.

MLSMK Inv. Co. v. J.P. Morgan Chase & G&1 F. App’x 17, 18 (2d Cir. 2011) (summary
order) (noting that alleg@ns that sound in fraud must beatled with particalrity); 5 Wright

& Miller, suprag 1297 (“Even when a plaintiff is not kiag a fraud claim, courts will require
particularity in the pleading if the causeaattion is premised on fraudulent conduct.”). To
satisfy Rule 9(b), a complaint “must (1) specify the statements that the plaintiff contends were
fraudulent, (2) identify the speaker, (3) state ehand when the statements were made, and (4)
explain why the statements were frauduleniriited States ex rel. Ladas v. Exelis,.]i&24

F.3d 16, 25 (2d Cir. 2016) (internal quotation marks omitted).

Although the Complaints describe in soméaddhe false and misleading adverse event
reports that Defendants allegedly submitted ®oRBA, the Complaints do not identify which
statements were allegedly falseimmwhat reports they were inmed. Plaintiffs seek to have
these omissions excused by disclosing in theinorandum of law that the allegations are based
on actual adverse event reports, which are subject to the Protea®ei®this case. Plaintiffs

do not cite any law to support the proposition Rale 9(b)’s requirements are relaxed in these



circumstances. The parties could have agreettheo€ourt could havelalved, an exception to
the Protective Order, and the Complaints coulehzeen filed with r@actions if the legal
requirements for sealing were satisfied. Twmplaints do not plead adequately the fraud
exception in § 82.007(b)(1).

The Complaints do, however, plead adequataty‘off-label” marketing exception in
§ 82.007(b)(3). “Section 82.007(b)(3) requires pl#itm plead facts establishing that: (A)
[Defendants] promoted [Farxipto plaintiff's prescribing pisician for an indication not
approved by the FDA (an ‘off-labelise); (B) plaintiff used [Fargg] for that off-label use; and
(C) the off-label promotion causdite prescribing physician to pie the drug to plaintiff for
that off-label use.”Murthy, 2012 WL 6020157, at *3Here, the Complaints allege that
Defendants promoted Farxiga for off-label ysesluding promoting wight loss and reducing
blood pressure and that Plaintiffs were presatiand used Farxiga tieeat type 2 diabetes,
induce weight loss and/or lower blood pressuresubstance, the Complaints allege that
although Plaintiffs suffered from and were prescribadkiga to treat type 2 diabetes, they were
prescribed Farxiga specificalbecause Defendants promoted the product to treat Plaintiffs’
other conditions (i.e., off-label ugescluding hypertension and obesity.

Defendants argue that as long as Farxiga pvascribed and used for an FDA-approved
purpose -- to treat type 2 diabetes -- the ettaepn CPRC 8§ 82.007(b)(3) imavailable, even if
it also was marketed, prescribed and useauooff-label purpose. That argument is

unpersuasive. First, 8 82.007(b)(3) requirey ¢imht the “claimans injury was causally

4 Defendants argue that the fraud exceptionesmpted by federal law. That issue requires
consideration of conflictingetisions of the Fifth Circuitoncerning § 82.007 and the Second
Circuit concerning a simitaMichigan statute CompareLofton v. McNeil Consumer & Specialty
Pharm, 672 F.3d 372, 380 (5th Cir. 201&jth Desiang 467 F.3d at 95. Because, as explained,
Plaintiffs have not pleaded tfie@ud exception with sufficient pactlarity, this Opinion does not
address the preemption issue.



related” to an off-label adverad use, not that the drug waggeribed exclusively for an off-
label use. Second, the cases on whiefendants rely are inapposite. Gooper v. Pfizer, Ing¢.
although the complaint alleged thaintiff was prescribed the dg in question for an off-label
use, the medical records attactiedhe complaint contradicteétat allegation. No. H-14 Civ.
3705, 2015 WL 2341888, at *2 (S.D. Tex. May 13, 2015)Jalckson v. Wyeth, LLGhe
complaint alleged that plaintiff's ingestion oktkdrug at issue was for an approved purpose, such
that any marketing for off-label purposes “wbllave no causal relatidmp with her claim.”
No. 2:12 Civ. 196, 2015 WL 363513, at *2 (S.D. Téan. 27, 2015). The motion to dismiss the
failure to warn claims based on CPRC § 82.007 is denied.

B. Negligent Testing

The Complaints allege that Defendants negligently failed to test Farxiga before and after
Farxiga was released onto the prgsion drug market. Defendantsve to dismiss this claim,
arguing that it is “inextricablyntertwined” with Plaintiffs’ failure to warn claim and is
insufficiently pleaded. Defend&’ motion is denied.

Under Texas law, “[a] manufacturer has a dotyest . . . [its] product. The extent of
research . .. must be commenseirgith the daners involved.” Romero v. Wyeth Pharm., Inc.
No. 03 Civ. 1367, 2012 WL 12547449, at *4 (E.D. Tex. Aug. 31, 2012) (quBtingl v.
Fibreboard Paper Prods. Corp493 F.2d 1076, 1090 (5th Cir. 1973) (alterations in original)).
Courts in Texas have recognized an indepenclmnte of action based negligent failure to
test. See, e.gRomerg 2012 WL 12547449, at *4 (holding the plaintiff sufficiently alleged
“an independent negligence cause of action baped [the defendant’s] failure to test, a claim
that does not pertain to any purportedly inageg warnings issued by [the defendant]”;

collecting casesMurthy v. Abbott Labs847 F. Supp. 2d 958, 977 (S.D. Tex. Mar. 6, 2012)
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(recognizing the plaintiff's failure to test claim distinct from its failue to warn claim, but
dismissing it for failure to plead sufficient fact®m. Tobacco Co. v. GrinngB51 S.W.2d 420,
437 (Tex. 1997) (recognizing plaintiff's negligent failucetest claim as disct from its failure
to warn claim).

Contrary to Defendants’ agsien, the Complaints suffici¢ly allege an independent
cause of action based on Defendaatigged failure to test Farxigdlhe Complaints allege that
Defendants owed and breached a duty to ®ffsirito conduct proper safety studies” and “to
take all reasonable steps necessary to enseiredtings were not unreasonably dangerous to its
consumers and users.” The Complaints furtHegalthat Defendants “fail[ed] to properly and
thoroughly test Farxiga beforeleasing the drugs to markeftfail[ed] to properly and
thoroughly analyze the data resulting from the peeketing tests of Faiga”; and “fail[ed] to
conduct sufficient post-market testing and suraatk of Farxiga.” To support these allegations,
the Complaints refer, for example, to the previously mentioned 2013 post-marketing
observational study that Defendsumitiated and terminateditivout posting any results. The
Master Complaint elaborates that, althoughstinely was terminated, Defendants collected data
but allegedly failed to analyze it.

The Master Complaint further alleges thatearly as 2009, Defendants received adverse
event reports of patients tredteith dapagliflozin who deveped diabetic ketoacidosis.
Although some of these adverse evaports characterized the adse event as “related” to the
patient’s use of Farxiga, Defendants “almost alWapsracterized these events as “unrelated.”
The Complaints likewise refer to pre-marketdsés of SGLT2 inhibitorghat suggested “the
potential for Farxiga . . . to cause kidney fegl@nd/or acute kidnagjury.” Drawing all

reasonable inferences in Plaifdi favor, the Complaints suggest that Defendants failed to test
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Farxiga adequately in light tfhese adverse event reports attter early signs -- described
above -- of an association betwdearxiga and diabetic ketoacidosisd/or acute kidney injury.
This is sufficient to defeat a motion to dismi€&ee Romer®012 WL 12547449, at *4.
C. GrossNegligence

Defendants seek to dismiss the Complaints’ gross negligence claim, arguing that “[i]t is
merely a restatement of Plaintiffs’ deficienghgence count.” Defendants’ motion to dismiss
this claim is denied.

Under Texas law, a plaintiff allegirgross negligence must establish:

(1) viewed objectively from the actor’s astipoint, the act or oission complained of

must involve an extreme degree of risk, ¢gdesng the probability and magnitude of the

potential harm to others; ai(@) the actor must have actusiibjective awareness of the

risk involved, but nevertheless proceed[s¢@amscious indifference to the rights, safety,

or welfare of others.
Boerjan v. Rodriguez36 S.W.3d 307, 311 (Tex. 2014) (quotlree Lewis Constr., Inc. v.
Harrison, 70 S.W.3d 778, 785 (Tex. 2001)téaations in original).“Under the first, objective
element, an extreme risk is not a remote possilafiinjury or even digh probability of minor
harm, but rather the likelihood ofrsgus injury to the plaintiff.”Id. (internal quotation marks
omitted). “Under the subjective element, acaahreness means the defendant knew about the
peril, but its acts or omissions denstrated that it did not careld. (internal quotation marks
omitted).

Here, the Complaints sufficiently allege aioh of gross negligence. With respect to the
objective element, the Complaints plead sufficfants to support an inference that Defendants’
conduct posed an extreme degree of risk of dgwed) diabetic ketoacidosis and/or acute kidney

injury. The 2012 medical review of Farxiga-castifor Invokana, for example, “disclosed a

nearly three-fold increase . . . in acuteakfailure for patienttaking the higher dose of
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Invokana compared to those taking placebenam patients whose kidney function was
normal.” The Complaints further allege thaeasly as 2009, adverse eveeports from clinical
trials suggested an assoamtibetween Farxiga and diabdtetoacidosis andf acute kidney
injury. With respect to the subjective elemehg Complaints allege that Defendants had a
subjective awareness of these risks and eithentionally or recklessly disregarded them. The
bases for this allegation, as above, includéeba@ants’ post-market study in September 2013, for
which they collected more than two years digas well as the abowdescribed post-market
studies for which Defendants colledtdata (but did not post thesults) and early adverse event
reports, some of which were reported to Defendasitselated” to the patient’s use of Farxiga.
Construing these alleged factsdadrawing all reasonable inferescin Plaintiffs’ favor, the
Complaints plead sufficient facts support an inference that Feyx posed an extreme risk to
consumers of which Defendants were subjetyiaware, and that Defendants either
intentionally or recklessly disgarded that risk. Defendantsbtion to dismiss this claim is
denied.

D. Lossof Consortium

ThePerez Complaint alleges a claim of losgofisortium on behalf of Perez’s spouse,
Plaintiff Rodney Pearz, which Defendants seek to dismif&efendants’ motion to dismiss this
claim is denied.

Under Texas law, loss of consortium is defirzs “the mutual right of the husband and
wife to that affection, solace, comfort, commarship, society, assistance, and sexual relations
necessary to a successful marriagé/al-Mart Stores, In¢.868 S.W.2d 322, 328 (Tex. 1993)
(quotingWhittlesey v. Miller572 S.W.2d 665, 666 (Tex. 1978)). Defendants’ motion is denied

because the Perez Complaint and Master Comptagpther, sufficiently allege that, as a result
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of Defendants’ alleged tortiow®nduct, Plaintiffs’ “marital rel@gonship has been impaired and
depreciated”; Plaintiff Rodney Rez has “suffered great emotidmpain and mental anguish”;
and Plaintiff Rodney Perez has experiensedere emotional distress and economic loss
resulting from Plaintiff Cherie Pez’'s medical expenses. Thissisficient at thisearly stage of
the litigation to sustain Plaintiff Rodneyree’s derivative claim of loss of consortium.

V. CONCLUSION

Defendants’ motion to dismiss the ComplaintBEENIED. The Clerk of Court is

directed to close the motions at No. 17 MD 2776, Dkt. Nos. 53 and 74.

Dated: March 9, 2018
New York, New York

7//4/)/

LORI(A G. SCHOFIEL6
UNITED STATES DISTRICT JUDGE
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