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IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF ARIZONA

John D’Agnese and Barbara D'Agnese, | No. CV-12-00749-PHX-JAT
Plaintiffs, ORDER
V.

Novartis Pharmaceuticals Corporation,

Defendant.

Pending before the Court are: (1)f&sdant’s Motion for Summary Judgment on

Specific Medical Causation (Doc. 110)) Refendant’s Motion for Summary Judgmel
on Inadequate Warnings and Remaining i@ta{Doc. 112); and (3) Defendant’'s Motio
for Summary Judgment on Ri#ifs’ Punitive Damages Claim (Doc. 114). The CoJ
now rules on the Motions.

. BACKGROUND'

The Court previously set forth tiBackground of this case as follows:

This case is part of “Wave [II” of a multidistrict
litigation in the United States Birict Court for the Middle
District of Tennessee (the “MDL Court”). In their Second
Amended Complaint (Doc. 1), Prdiffs allege that Defendant
Novartis Pharmaceuticals Corporation (“Defendant” or

' The Parties use the acronyms “BONBRONJ,” and “BIONJ” to refer to
bisphosphonate-related osteonecrosis of the jAccordingly, the Court has also use
the terms interchangealtlyroughout this Order.
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“NPC”) produces and maeks the drugs Aredia® and
Zometa®.

Plaintiffs allege that Aredia® and Zometa® are
classified as bisphosphonatesmd are prescribed for the
management of metastatic diseas the bone and other bone
diseases and conditions. Plaintiffs allege that Aredia® was
the first generation version ddometa®. Plaintiffs further
allege that these drugs causel recipitate osteonecrosis of
the jaw or maxilla bone. Plaintiffsllege that osteonecrosis is
bone death of an area of thene, which is a permanently
disfiguring and painful conditim which can result in the
complete loss of the patient’s jaw bone.

Plaintiff John D’Agnese (“Mr. D’Agnese”) used
Aredia® and Zometa® to eéat multiple myeloma bone
disease, a disease that Mr.AQhese was diagnosed with in
1995. Mr. D’Agnese was alsogscribed chemotherapy with
corticosteroids, radiation treatments, and two stem cell
implants to treat the multiple rejoma. Plaintiffs allege that
Mr. D’Agnese suffered osteonecr®®f the jaw (*ONJ”) [] as
a result of taking Aredia® and Awta®. Plaintiffs assert that
Mr. D’Agnese was given fortgeven doses of Aredia® from
December 3, 1998 to May 28002 and forty-two doses of
Zometa® from June 28, 20@a@ October 11, 2005.

After completion of pretriaproceedings, this case was
transferred from the MDL Court to this Court.

(Doc. 139);D’Agnese v. Novartis Pharmaceuticals Corp013 WL 321773, at *1 (D.
Ariz. Jan. 28, 2013).
In their Second Amended @plaint, Plaintiffs assert the following claims again
Defendant: (1) Strict Liability (Count I); {2Negligence—Negligent Manufacture (Cour
I); (3) Negligence—Failure to Warn (Couitk); (4) Breach of Expess Warranty (Count
IV); (5) Breach of Implied Warranty (Coul); and (6) Loss of Consortium (Count VI).
Defendant now moves for summary judgm (1) on all of Plaintiffs’ claims
based on Plaintiffs’ inability tprove specific medical causai; (2) on all of Plaintiffs’

inadequate warning claims; arfd) on all of Plaintiffs’ clams for punitive damages

It
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Plaintiffs filed responses to the Rkiens for Summary digment. In their
Responses, Plaintiffs suppdineir arguments with referencesthe “Declaration of John
J. Vecchione, Esq. In Support of Pldiisti Opposition to Defendant’s Motions tg
exclude Plaintiffs’ Experts anfdr Summary Judgent in theD’AgneseCase.” (Doc. 36)
(the “Vecchione Declaration”). This Declatiis nine pages andelexhibits attached
to it exceed 1,500 pages. Although this “[deation” is not contemplated by the Court’
local rules as responsive &Motion for Summary Judgmehtt is in the Court’'s Record
and, to the extent it was cited by Pldistiin their Response$o the Motions for
Summary Judgment, the Court has considéred ruling on theMotions for Summary

Judgment.

Plaintiffs also filed “Plaintiffs’ Resp@es to Counter-Statement of Undispute

Facts in Opposition to Defendant’'s Statematyndisputed Facts in Support of Motio
for Summary Judgment in thB’Agnese Case.” (Doc. 126) (“Plaintiffs’ Counter-
Statement of Facts”). Plaintiff€ounter-Statement of Factsaghty-five pages and is in
the Court's Record. This docemt is not referenced or aitdo in any of Plaintiffs’
Responses to the Motiofer Summary Judgment.

Plaintiffs’ Counter-Statement of Factbegins with thefollowing “General

Response,” to Defendant’s Maons for Summary Judgment:

This case involves claims d@h Novartis’ bisphosphonate
drugs Aredia ® and Zometa® caua new type of devastating
jaw disease: bisphosphonatéiiced osteonecrosis of the jaw
(“BIONJ”). Documents referenced herein are attached to the
Declaration of John J. Vecchione in tli#Agnese case
(“Vecchione D’Agnese Decl.”) (Docket No. 36) filed
contemporaneously herewith and are incorporated by
reference. Plaintiffs alsoincorporate by reference the
oppositions filed from time to timby the Plaintiffs’ Steering

2 SeeLRCiv 56.1 (solely contemplating aomtroverting statement of facts an
additional facts that establish genuine issue of materitdct or otherwise preclude
judgment and stating that a separate statemwfefacts “should include only those fact
the Court needs to decide the motion.”).
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Committee (“PSC”) in MDL-1760n opposition to Novartis’
various motions for summary judgment regarding causation
and warnings, includingwithout limitation : Plaintiffs’
Response to Novartis’ Statement of Undisputed Facts in
Support of Novartis’ Motion for Summary Judgment on the
Adequacy of Aredia® and Zometa® Warningiled on
7/1/2009 (DE 2616) and asrecected 7/13/2009 (DE 2639);
Plaintiffs’ Opposition to Nwartis' Motion for Summary
Judgment on the Adequacgf Aredia® and Zometa®
Warnings filed on 7/1/2009 (DE 2614); Plaintiffs’
Memorandum In OppositionTo Novartis' Motion For
Summary Judgment Based On Failure Of General Causation
Proof Under Daubertfiled on 7/2/2009(DE 2633) and as
corrected 7/3/2009 (DE 2639nd the Second Declaration of
Robert Germany file on 6/28/2009 (DE 2465). Plaintiffs also
incorporate by reference the statements of fact in the other
Valad & Vecchione cases where applicable. FN1.

FN1 For example Plaintiffs adopt the prior
responses on whether Novartis’ drugs cause
ONJ and Novartis’ asserted list of “risk
factors”. SeeDeposition of Wayne Ray, Ph.D.,
Vol. I, 172:13-17 (biphosphonates only risk
factor for ONJ); 174:4-7 (dental extractions
only cause ONJ in bisphosphonate users);
219:13-220:11 (cancer not a risk factor);
268:19-269:15 (you take away the
bisphosphonate you take away the risk) (Feb.
20, 2009) (attachetb the Vecchiond’Agnese
Decl. as Exhibit 32and Deposition of Wayne
Ray, Ph.D., Vol. I, 505:20-506:18
(corticosteroids not a truesk factor) (Feb. 21,
2009) (attached to the Vecchiorn&@Agnese
Decl. as Exhibit 33).

Plaintiffs adopt by referemcthe Opposition Statement
of Facts Filed by the PSC in Response to Motions for
Summary Judgment or to excludase wide experts as to all
Wave |-A cases, Wave |I-B aas Wave I-C, and Wave Il
cases. Similarly, again for emphasis avithout limitation ,
the Second Declaration of Robert Germany is explicitly
incorporated herein.
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(Doc. 126 at 2-3) (emphasis added).

Aside from the Vecchione Declaratiompne of the other documents referenced

are in this Court’s Record. It is entirely Uger to the Court why Plaintiffs believe the

may “incorporate by reference” numerous otdecuments that are not in this Court

Record in this cas. Plaintiffs appear to expectehCourt to locate and then scour

various other documents not in the Recardl to attempt to determine why they a

relevant to the issues in the D’Agnese cas®] to guess at whydli may apply to this

case. There is no authority for this typeimdorporation. The Court can see no other

purpose to incorporating all other respongesther motions for summary judgmen

oppositions to statements of facts in suppddther motions for summary judgment, and

other declarations filed in support of responses to summary judgment filed in other
that are not before this Court, except to asefthe issues that atarrently before this
Court. This is completely unacceptakdedd has served no other purpose than

needlessly complicate the Coarability to rule on thenotions pending before it.

Further, this Court has preusly informed Plaintiffsthat such incorporation by

reference is not permitted:

Plaintiffs filed one Response to Defendaribaubert
motions regarding Dr. MarxpDr. Fletcher, Dr. Ray, Dr.
Skubitz, and Dr. Vogel. In th&esponse, Plaintiffs attempt
to “incorporate by reference” “the entirety of tiEubert
opposition briefs and all exhibifded in [the MDL case] in
the ‘Wave |-A’ cases, filed orSeptember 1, 2010, in the
‘Wave |-B’ cases, filed on Noweber 22, 2010n the ‘Wave
I-C’ cases, filed on June 20, 2011 in the ‘Wave II' cases, filed
on November 30, 2011 in éhWave ‘llI' cases filed on
September 16, 2012 in the Wave ‘IV’ cases, and oppose
[Defendant’s] current motion texclude these witnesses for
those and the following reasons(Doc. 104 at 2). Plaintiffs
have not attached any dahese “oppositions” to their

? According to Plaintiffsown representations, they haaempted to incorporatg

by referencewithout limitation 2085 pages that are nottims Court's Record. (Doc.
169).
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Response. Plaintiffs rely on @eral Rule of Civil Procedure
10(c) for this “incorporaon by reference.”

First, Federal Rule of Civil Procedure 10(c) does not
apply to arguments in certamotions being incorporated by
reference into new motions. fRar, Federal Rule of Civil
Procedure 10(c) allows statementpieadingsto be adopted
by reference in any other pleadings or motionsSee
Fed.R.Civ.P. 10(c); Fed.R.Civ.lP(@) (defining pleadings as a
complaint, answer t@a complaint, answeto a counterclaim
designated as a counterclaim, amswer to a crossclaim, a
third-party complaint, an an®w to a third-party complaint
and a reply to an answer).

Second, this attempt todarporate various documents
by reference that include arguntemelated and unrelated to
the current issues before tlimurt circumvents this Court’s
local rules governing page limits.

Finally, this Court is not gag to dig through various
documents (copies of which hamet even been provided by
Plaintiffs) in order to determe what arguments in those
other oppositions Plaintiffdoelieve may or may not be
relevant to the issuesurrently before the Court. It is
Plaintiffs obligation to opposBefendant’s arguments and not
this Court’s obligation to attenhpo ascertain what arguments
from other motions Plaintiffs malge trying to make again.
See Orr v. Bank of Americ285 F.3d 764, 775 (9th Cir.
2002) (internal quotation atted) (“Judges need not paw
over the files without assetce from the parties.”))ndep.
Towers of Wash. v. Washingt@§0 F.3d 925, 929 (9th Cir.
2003) (“[JJudges araot like pigs, hunting for truffles buried
in briefs.””) (citation omitted).

If Plaintiffs required a pagextension to respond to
Defendant’s argument on tlcerrent Motions pending before
the Court, they could have edthfiled separate responses to
each Daubert Motion or could have requested a page
extension from the Court. Phiffs chose to do neither and
erroneously relied on Federal RaeCivil Procedure 10(c) to
incorporate arguments in variowsher oppositions that are
not in this Court's recordby reference into the current

-6 -
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Response.

Accordingly, the Court hasot considered any of the
oppositions that Plaintiffs tempted to “incorporate by
reference” that were filed in the MDL.

(Doc. 139 at 21-22 n.4).
While the Court recognizes that the aboumted Order was filed after Plaintiffs

filed their Counter-Statement of Facts, ie thver six months since the Court issued th
Order, Plaintiffs made no attempt to suppleimihe Record or clarify their filings. Ag
the Court has previously stated, it isaiRtiffs obligation to oppose Defendant’s
arguments and not this Court’s obligationatibempt to ascertaiwhat arguments from
other motions in other cases Plaintiffs ngytrying to reiterate in this cas&ee Orr v.
Bank of America285 F.3d 764, 775 (9tGir. 2002) (internal quation omitted) (“Judges
need not paw over thiEles without assistancéom the parties.”))indep. Towers of
Wash. v. Washingtor850 F.3d 925, 929 (9th Cir0@3) (“[JJudges are not like pigs
hunting for truffles buried ifriefs.”) (citation omitted).

Accordingly, the Court has not consideragly responses, statements of fact,
evidence that is not in its Record.

Il. LEGAL STANDARD

Summary judgment is appropriate wh&he movant shows that there is n
genuine dispute as to any madéfact and the movant entitled to judgment as a matte
of law.” Fed. R. Civ. P. 56(a). “A party serting that a fact cannot be or is genuing
disputed must support that aggm by . . . citing to particar parts of materials in the
record, including depositions, documents, etattally stored information, affidavits, of
declarations, stipulations . . . admissions, igatory answers, or other materials,” or k
“showing that materials cited do not establish the absence or presence of a g
dispute, or that an adverse party cannot predadmissible evidence support the fact.”

Id. at 56(c)(1)(A)&(B). Thussummary judgment is mandated “against a party who f
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to make a showing sufficient to establish thestence of an element essential to th
party’s case, and on whichathparty will bear the burden of proof at trial Celotex
Corp. v. Catrett477 U.S. 317, 322 (1986).

Initially, the movant bears ¢hburden of pointing out tilhe Court the basis for the
motion and the elements of the causesadion upon which the non-movant will b
unable to establish a genuine issue of material flactat 323. The bueh then shifts to
the non-movant to establish tegistence of material factd. The non-movant “must do
more than simply show thatedte is some metaphysical doastto the material facts” by
“com([ing] forward with ‘specific facts showinthat there is a genugnissue for trial.”
Matsushita Elec. Indus. Ce. Zenith Radio Corp475 U.S. 574, 58@7 (1986) (quoting
Fed. R. Civ. P. 56(e) (1963) (amended 201@)dispute about a fact is “genuine” if th
evidence is such that a reasbieajury could return a verdidor the nonmoving party.
Anderson v. Liberty Lobby, Inc477 U.S. 242, 221 (1986). In the summary judgmer
context, the Court construes all disputedtdain the light most favorable to the nor
moving party. Ellison v. Robertsgr357 F.3d 1072, 107®th Cir. 2004)

[ll.  DEFENDANT'S MOTION FOR SUMMARY JUDGMENT ON

INADEQUATE WARNINGS AND REMAINING CLAIMS (DOC.
112)

Defendant argues that the Court shogicnt summary judgment on all of

Plaintiffs’ claims because: (1) Defendantmed about the association between ONJ &
Aredia® /Zometa® in 2003 wdn the first association bed@n bisphosphonates and ON
was discovered, (2) Mr. D’'Agnese was warrgdhe risk of ONJ and signed a writte
informed consent to continueceiving Zometa® despite beimnformed of the risk; and
(3) Plaintiffs cannot prove proximate use because Mr. D’Agnese’s prescribin
oncologist still prescribes Zometa® to myeloma patients like Mr. D’Agnese in the 9

manner, dosage, and frequency as lkesgibed Zometa® to Mr. D’Agnese.
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A. FACTUAL BACKGROUND
1. Mr. D’Agnese’sPrescriptions
In this case, Mr. D’Agnese began tagiAredia® in 1996. (Doc. 116 at T 15;
Doc. 126 at § 15). On August 22, 2002, BtAgnese’s former oncologist, Dr. Curley

noted that Mr. D’Agnese continued using Aredia® because of “the known incidenge o

increased bone events in patients who atetalong Aredia® with multiple myeloma.”
(Doc. 116 at 1 16; Doc.26 at | 16; Doc. 117-5).Dr. Olshan, MrD’Agnese’s current

oncologist, first saw Mr. DAgnese on May 16, 2002 and, at that time, switched Mr.

D’Agnese from Aredia® to Zometa® therapgDoc. 116 at § 17; Doc. 126 at 1 17). D
Olshan performed an oral @xination on Mr. D’Agnese oMay 16, 2002. (Doc. 116 af
1 19 Doc. 126 at { 19).
2. Defendant’'sWarnings
Prior to September 2003, Defendand diot provide any waings regarding a
connection between bisphogptates and ONJ. In September 2003, NPC informed
FDA that it was revising the Adverse Reactions section of the Aredia® and Zom|
labeling to includehe language that:
Cases of osteonecrosis (primarily of the jaws) have been

reported since market introductioQsteonecrosis of the jaws
has other well documented multiptesk factors. It is not

* In their Counter-Statement of FacBaintiffs frequently claim that many of

Defendant’s supported facts ddesputed.” However, Plaintifférequently do not cite to
any evidence supporting their contention tlixfendant’'s facts are disputed. O

summary judgment, a plaintiff must do more tleamply claim that a fact is disputed.
Rather, a plaintiff has the burden ofnumg forward with evidence from which a

reasonable jury could retuanverdict in their favor.See, e.g.Matsushita Elec. Indus.
Co. v. Zenith Radio Corp475 U.S. 574, 58@7 (1986) (The non-ovant “must do more
than simply show that there is some rpétgical doubt as to the material facts”
“com([ing] forward with ‘specific facts showinthat there is a genuine issue for trial.”
(quoting Fed. R. Civ. P. 56(e) (1963) (amded 2010)). As suclip the extent that
Defendant stated facts that were supporteevigience in the Recohd Plaintiffs failed

to dispute those facts with controvertiegidence the Court has accepted Defendanf
facts as true.

-9-
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possible to determine if these events are related to Zometa®

or other bisphosphonates, tmwncomitant drugs or other
therapies (e.g. chemotherapydicherapy, corticosteroid), to
patient’'s underlying diseasegr to other co-morbid risk
factors (e.g. anemia, infectiomre-existing oral disease).

Doc. 116 at 104.

In February 2004, the Zometa® labehs revised to include language th
“Although casualty cannot be wemined, it is prudent to avoid dental surgery
recovery may be prolonged.” (Doc. 1167at08). On September 24, 2004, the packe

insert for Zometa® was revised to inckudhe following three paragraphs in the

precautions section regarding the potential risk of ONJ:

At
AS

\ge

(Doc. 116 at 1 110).
On September 24, 2004, NPC sent a ‘iD&boctor’ letter to more than 17,200

Osteonecrosis of the ja(®ONJ) has been reported in
patients with cancer receiving treatment regimens including
bisphosphonates. Many of these patients were also receiving
chemotherapy and corticostersidThe majority of reported
cases have been associated vdéntal procedures such as
tooth extraction. Many had signs of local infection including
osteomyelitis.

A dental examination with appropriate preventative
dentistry should be consigst prior to treatment with
bisphosphonates in patients with concomitant risk factors
(e.g., cancer, chemotherapy, rtcaosteroids, poor oral
hygiene).

While on treatment, these patients should avoid
invasive dental procedures if possible. For patients who
develop ONJ while on bisphosplaia therapy, dental surgery
may exacerbate the condition. rHoatients requiring dental
procedures, there are no dateailable to suggest whether
discontinuation of bisphosphondreatment reduces the risk
of ONJ. Clinical judgment othe treating physician should
guide the management plaof each patient based on
individual benefit/risk assessment.

-10 -
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hematologists, urologists, oral surgeons ancologists, based on the American Medig
Association membership listotifying them of the label change. The letter alert
prescribing physicians to the change ie thometa® label and reiterated its pertine
language including:
Precautions: Osteonecrosis ofie jaw (ONJ) has been
reported in patients with cancer receiving treatment regiments
including bisphosphonates ...A dental examination with
appropriate preventative historyashd be considered prior to
treatment with bisphosphonatespatients with concomitant
risk factors (e.g. cancer, cherhetapy, corticosteroids, poor

oral hygiene). While on treatment, these patients should avoid
invasive dental procedures if possible.

(Doc. 116 at T111).

3. Warnings about ONJ to Mr. D’Agnese and his Oncologist
On March 1, 2005, Dr. Olgim informed Mr. D’Agnese of potential side effects

Zometa®, including ONJ, and recommended atD’Agnese see his dentist every si
months or sooner as needgd@oc. 116 at 7 40). Mr. D’Agrse testified that he did no
recall this conversation. (Dod26 at § 40). Likewise, ollarch 1, 2005, Dr. Olshan
presented Mr. D’Agnese with a written infoeoh consent form disclosing that ONJ was
risk of continuing with Zometa® therapyDoc. 116 at 1 41, 43). Mr. D’Agnese sign€g
the form. (Doc. 116 at § 41 Mr. D’Agnese identified ls signature on the form, bu
does not remember signing it. (Doc. 126 at f 41). On December 16, 2005
D’Agnese made it clear that he wantedctmtinue receiving Zoeta® therapy despite
being informed of the riskf ONJ multiple times over the preceding months. (Doc. 1
at 1 49; Doc. 126 at 1 49). In 2005, Dmés tentatively diagnosed Mr. D’Agnese wit
BRONJ. (Doc. 36-18 at 2). Despite the risks, to thiday, Dr. Olshan continues tc

> In their Motion for Summg Judgment on CausatioBefendant disputes thaf

Mr. D’Agnese ever had BIONJ. However,rfthe purposes of éhCourt’s ruling on
Defendant’s Motion for Summary Judgmentloadequate Warnings, the Court assum
that Mr. D’Agnese had BIONJ in 2005.

-11 -
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prescribe Zometa® to multipilmyeloma patients. (Doc. 1% 11 22, 32). In 2010, Dr
Olshan encouraged Mr. D’Agnese to resEometa® at the same dosage and frequel
that he was on previously. (Doc. 116 at { 56).

Defendant asserts that summary judgmerappropriate on Plaintiffs’ claims for
strict liability (Count 1), negligence—né&gent manufacture (Count Il), negligence—
failure to warn (Count Ill), andbreach of implied warranty @int V) because each o
these claims is premised @efendant’s alleged failure wwarn Mr. D’Agnese about the
risks of using Aredia® and Zometa®. (Ddd3 n.1l). In Response, Plaintiffs do n¢
address this argument and, thde not dispute Defendant’®mtention that Counts I, I,
1, and V of Plaintiffs’ Complaint are premisenh Defendant’s alleged failure to warn.

“To establish a prima facie case of proguliability, at a minimum, the plaintiff
must show that the produrs in a defective conditionnal unreasonably dangerous, th
defective condition [existed] at the time theguct left the defendant’s control, and th
defective condition is the proximateusz of the plaintiff's injury.” Gebhardt v. Mentor
Corp, 191 F.R.D. 180, 18D. Ariz. 1999) (citingGosewisch v. American Honda Motg

® During oral argument, Plaintiffscounsel argued for the first time tha
Pennsylvania law, and not Arizona law, shoajiply to issues regding the adequacy of
the warnings regarding the prescriptionsAoédia® to Mr. D’Agnese. Aside from this
conclusory assertion at oral argument, PI&Estid not raise this issue in their summa
judgment briefing, and did not raise it iretbver six months since briefing was compleg

until oral argument. As sucthe Court has no case lawfacts supporting this argument
and Defendant has noeén given an adequate opporturtityrespond to the argument.

Moreover, although Defendant relied engireln Arizona law inmoving for summary
judgment, and cited to variousizona cases to support ip@sition, Plaintiff raised no
opposition to this reliage in its responsive brief. Becaubés argument was raised aftg
full briefing on the motions for summary judgniemd, in a conclusorgtatement at oral
argument, the Court will not consider &ee Vigilant Ins. v. Sunbeam Coi231 F.R.D.

582, 593 (D. Ariz. 2005) (citingdolman v. Indiana211 F.3d 399, 40 (7th Cir. 2000));

see also In re Pacific Pictures Cora79 F.3d 1121, 1130 (9t@ir. 2012). The Court
further notes that Plaintiffs’ counsel freaquily made arguments at oral argument a
stated “this isn’t in my papers either.” ist entirely unclear to the Court why Plaintiffs
counsel views oral argument as a timestgpplement fully briefed motions, but, &
discussed above, sushpplementation is not appropriate.

-12 -
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Co., Inc, 737 P.2d 376, 379 (19873uperseded on other grounds BAyiz. Rev. Stat.
812-2506)). “Failure to prove any enf these elements is fatalld. (citing Gosewisch
191 F.R.D. at 379).

“Three types of defects can result am unreasonably dangerous product: (1)
design defect$,(2) manufacturing defects, and (Bformational defects encompassing
instructions and warnings.ld. (citing Gosewisch191 F.R.D. at 379)).

In this case, Defendant argues that rRifis have failed to establish a genuine
issue of material fact: J1lthat Aredia® and Zometa®ere unreasonably dangerous
because Plaintiffs cannot show that Defendant’'s warnings wereguatt under either
strict liability or negigence theories and (&)at, even if the waings were inadequate

that such inadequate warnings were the ipnate cause of Mr. D’Agnese’s injury. Thg

D

Court will address each of these arguments in turn.
B. LEGAL STANDARD AND ANALYSIS

Under Arizona law, when a negligencaiot is based on aifare-to-warn theory,
the plaintiff is required to “prove that a m#acturer or distributodid not warn of a
particular risk for reasons wdh fell below the acceptable sdard of care, i.e., what g
reasonably prudent manufacturer wolldve known and warned about.Powers v.
Taser Int'l, Inc, 174 P.3d 777, 783 (Axi Ct. App. 2007) (internal citation omitted).
Unlike a negligence claim bas®n a failure-to-warn theorg, strict liability claim based
on a failure-to-warn theory is “not concednavith the standard of due care or the
reasonableness of a manufacturer's condudt’ (internal citation omitted). Rather
under Arizona law, when a strict liability ahaiis based on a failmt®-warn theory, the

plaintiff is required to prove:

’ “A prescription drug or medical deviég not reasonably safdue to defective
design if the foreseeable risks of haposed by the drug or medical device are
sufficiently great in relation tds foreseeable therapeuticiedits that reasonable health
care providers, knowing of such foreseeatés and therapeutic benefits, would not
prescribe the drug or medicaluwilee for any class of patients.Gebhardi 191 F.R.D. at
185 (quoting Restatement (Third) Torts § 6(c)).
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that the defendant did not adeqiytearn of a particular risk
that was known or knowablén light of the generally
recognized and prevailing &t scientific and medical
knowledge available at ¢h time of manufacture and
distribution.  Thus, in strict liability, as opposed to
negligence, the reasonableness of defendant’s failure to warn
Is immaterial

Id. (emphasis in originaljinternal citation omitted).

Further, under Arizona law, “the theoof liability underimplied warranty has
been merged intthe doctrine of strict liability,” andthus, Plaintiffs’ breach of implied
warranty claim has merged witheir strict liability claim. Scheller v. Wilson Certified
Foods, Inc. 559 P.2d 1074, 1076 (&. Ct. App. 1976)Gebhardt v. Mentor Corp191
F.R.D. 180, 185 (D. Ariz. 1999).

Defendant argues that dannot be liable under gtti liability or negligence
theories of failure to warbecause Defendant specificallsarned about the associatio
between ONJ and Aredia® /Zometa® in 2003asn as a possible association was fi
discovered and a duty to provide such a warning even arguably arose.

Defendant next argues that, even if warnings were inadequate at any tim
Plaintiffs cannot carry their burden of pmog proximate cause ithis case because Mr

D’Agnese’s oncologist, Dr. Olshan, warneanhof the risk of ON while obtaining his

written informed consent to continue raceg Zometa® despite that risk, and M.

D’Agnese expressly accepted that risk idesrto receive the benefits of Zometa®.
“Ordinarily, what constitutes the proxingatause of any injury is a question (

fact. However, the jury is not entitled to keaa decision absermt proper evidentiary

foundation.” Gebhardt 191 F.R.D. at 185 (citinGosewisch737 P.2d at 380).

To prove causation, it is Plaintiffs lolan to present evidence that, if Defendg
had issued a proper warning, Mr. D’Agneseudonot have taken &dia® or Zometa®.
Golonka 65 P.3d at 955-96&ee Southwest Pet Products ImcKoch Industries, Inc.
273 F.Supp.2d 1041, 1060 (D. Ariz. 2003) (stgtihat, to make out a prima facie case
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strict products liability based on an infaation defect, plaintiff must establish that
defendant’s failure to warn caused PIldfigtiinjuries). In Arizona, there is heeding
presumption used in strict lidiby information defect cases dh allows “the fact-finder to

presume that the person injdrby product use would havedded an adequate warning

if given.” Golonka 65 P.3d at 967. However, the heeding presumption is rebuttablelanc

if the manufacturer introduces evidence thauld permit reasonadlminds to conclude

that the injured party would hdnave heeded an adequate warning, the presumptign is

destroyed as a matter of law and the existemec®n-existence of thpresumed fact mus|

be determined as if the presunmptinad never operated in the cakk.at 971-72.

—h

Defendant further argues that Pldistiare unable to carry their burden ¢
establishing proximate cause because MrAddese’'s prescribing oncologist still
prescribes Zometa® to myeloma patients e D’Agnese today in the same manneér
and dosage and frequency as hespribed it to Mr. D’Agnese.

Arizona courts follow the leaed intermediary doctrineRiper v. Bear Med. Sys.
Inc.,883 P.2d 407, 415 (Azi Ct. App. 1993). Under thedrned intermediary doctrine,

manufacturer of a prescription drug has a datwarn physicians,ra not consumers, of

-

the risks associatadgith the drug. Piper, 883 P.2d at 416. 3. To succeed on a failure
to-warn claim, a plaintiff must establistausation by submitting evidence that the
medical outcome would have been differentlifferent warnings had been provided {o
the physician, i.e., that the provider woulok have recommended the product, or that the
patient would not have suffered the injuri€See Gebhardt v. Mentor Coyd.91 F.R.D.
180, 184-5 (D. Ariz. 1999). Wm a prescriber is aware thfe risks assoated with a
prescription medication and chooses to pres¢hbemedication in spite of these risks, or
would not have modified the decision everaltiernate warnings kdabeen provided, the
plaintiff has failed to establish that the maamitirer’s failure to wian was the proximate
cause of the plaintiff's alleged injurySee id. Motus v. Pfizer, In¢.358 F.3d 659, 661
(9th Cir. 2004) (“a product diect claim based on insuffent warnings cannot survive

summary judgment if stronger warnings wa not have alteredhe conduct of the
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prescribing physician.”) It is Plaintiffs’ bden to establish proof that stronger warnin
would have changed Mr. D’Agse’s medical treatmenMotus 358 F.3d at 661.
Defendant argues that Plaintiffs cannatv@ that the an inadjuate warning was
the proximate cause of Mr. D’Agnese’s injury in this chseause they have failed t
provide any testimony that, iflifferent warnings had beeprovided to Plaintiffs’
prescribing physicians—namely Dr. Curlepd Dr. Olshan—the providers would ng
have recommended Aredia® and/or Zometa®that Mr. D’Agnese would not have
suffered his injuries. The Couagrees that Plaintiffs havailed to establish proof that
stronger warnings would have changed Mr. Ddage’s medical treatment in this case.
First, Plaintiffs have failed to estalllisa genuine issue of material fact th
Defendant’s warnings were in@guate at the time Dr. Curldyst proscribed Aredia® to
Mr. D’Agnese in 1996. Plaintiffs argueahDefendant knew that ONJ was caused
bisphosphonates in 1996 besau(l) in 1983, Dr. Jack Gotcher and Dr. W.S.S. .
published an article explaining an erpgent where rats were exposed to
bisphosphonate drug called clodronate and their findings that several of the rat
devitalized bone protruding in the oral cavities of rats treated with clodronate and (|
2005, after reports of links between OBIdd bisphosphonates, Defendant discove
what may have been six cases of ONJ in théegiraal clinical trialsof Aredia® in 1991.
Plaintiffs have not pointed to anyidence, including any testimony, suggestir
that based on one study ana possible cases of ONJ incéinical trial, Defendant’s
actions fell below the acceptable standardcafe, i.e., what a reasonably prude
manufacturer would have known and warredgbut. Likewise, Plaintiffs have no
pointed to any evidence or testiny that, in light of this @icle and six possible cases @
ONJ in the clinical trial, ONJ was a knowalrisk of using Aredia® in light of the
generally recognized and pealing best scientific and ndecal knowledge available at
the time of manufacture and distributiorAlthough Plaintiffs ague that Defendant’s
original clinical trials and testing was insafént, Plaintiffs do nopoint to any evidence

of this and, as such, it appears to be nspeculation. Moreover, Arizona Courts a
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clear that claims based on inadequate mgshcannot be based on the information now

available regarding connections between @Nd bisphosphonates, but rather must

based on what was knowable at the time animg should have allegedly been give

See Taserl74 P.3d at 783 (“it is our view thamploying the hindsight test in warning

defect cases would be tantamount to isgmb a duty on manufacturers to warn
unknowable dangers.”). Accordingly, basad the evidence presented by Plaintiffs, |
reasonable jury could find that Defendant’'smiags were inadeqtewhen Aredia® was
first prescribed to MrD’Agnese in 1996.

Even if Plaintiffs produced sufficier@vidence upon which a reasonable perg
could conclude that the warnings were inadeg in 1996, Plaintiffs’ claims also fai
because Plaintiffs have offered no evideticat warnings to B Curley would have
changed his decision to pres@&iBredia® to Mr. D’Agnese i1996. AlthoughPlaintiffs
appear to suggest that it is Defendarisrden to demonstrate that Dr. Curley
prescription decisions would havween different, it is Platiffs’ burden to demonstrate
proximate causeSee, e.gMotus 358 F.3d at 661 (finding that summary judgment w

appropriate where plaintiff failed to establiproof that strongewarnings would have

changed the medical treatmeurbvided or that such warrgs would have averted the

injury). Although Plaintiffs may be attemptifigto rely on the heding presumption to
prove that, if Dr. Curley had adequate wags from Defendant, his decision to prescril

ONJ would have been differehtDefendant has presented sufficient evidence

® Although Defendant argued that the hegdimesumption is inggicable in this
case, Plaintiffs did not address this argumeriheir responsive brief or otherwise argu
in their responsive brief thatéhheeding presuntipn would apply.

® Because Arizona follows ¢hlearned intermediary doctanPlaintiffs must show
that “a prescribing physiam given an adequate warginwould have ‘heeded’ the
warning by incorporating thavarning into his risk-benefit atysis in deciding whether
to prescribe a given drug.”See Ingram v. Novartis Pharmaceuticals Cprp88
F.Supp.2d 1241, 1244 (kla. 2012) (internal citation omittedkebhardt 191 F.R.D.
at 184-185 (plaintiff musestablish causation by submittiegidence that the medical
outcome would have been diféamt if different warningshad been provided to the
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overcome the heeding presumption in thisecaS$pecifically, Defendant has presents
evidence that, in 201®r. Olshan recommended that.MD’Agnese restart Zometa® a
the same dose and frequency as his origioak, years after Mr. D’Agnese developsg
ONJ and Dr. Olshan continues to proscrimmeta® to his patients. Moreover, eve
after being warned of the possible risk of ONJ, Mr. D’Agnese continued to

Zometa®'® This would permit reasonable mints conclude that Mr. D’Agnese’s
original prescribing doctor would have ndamgless prescribed Aredia® to Mr. D’Agnes
and/or that Mr. D’Agnese’s ON@ould not have been averte@hus, as a matter of law
the heeding presumption does not apply ia tase. When the éding presumption no
longer applies, Plaintiffs must presentiomnce that strongewarnings would have

changed Mr. D’Agnese’s medical treatmentwerted his ONJ. Plaintiffs have failed t

present any evidence that Defendant’'s alibg&éadequate warnings had any influeng

on Dr. Curley’s decisions to praibe Aredia® to Mr. D’Agnese.
Accordingly, on the evidexe before the Court, no reasonable juror could find t

Mr. D’Agnese’s ONJ was caused by Defendamtlegedly inadequate warnings. Th

conclusion is based on the absence of ewigence that Defendant's warnings wef

inadequate at the time that different wags would have prevented Mr. D’Agnese fro
developing ONJ, that differemtarnings would have chang#étke prescribing practices of
Mr. D’Agnese’s prescribing doctors or thdifferent warnings woul have prevented Mr.
D’Agnese’s injury, and Plaintiffs’ failure tpoint to specific sumary judgment evidence
to create a genuine issue of fact as teetwbr Defendant’s failure to warn was th
proximate cause of Mr. D’Agnese’s injuryAs such, Defendans entitled to summary
judgment on Plaintiffs’ claims for sut liability (Count [), negligence—negligent
manufacture (Count Il), negligence—failurew@arn (Count Ill), and breach of impliec

warranty (Count V).

physician).

19 Although Mr. D’Agnese does not remeettsigning the informed consent forn
provided by Dr. OlsharMr. D’Agnese does not disputieat he did sign the form.
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Defendant further argues that summarggment must be granted on Plaintiff$
claim for breach of express warranty (Coun} Bécause Plaintiffeave not provided any|
evidence that Defendant everade any express warranty M. D’Agnese, or that Mr.
D’Agnese has ever spoken with anyoresariated with Defend& or received any
written materials from Defendant prior to oluring his use of either Aredia® of
Zometa®. Under Arizona law, “[a]n expeewarranty claim requisea showing that the
seller made an affirmation &dict or promise that becartiee basis of the bargainMills
v. Bristol-Myers Squibb CoNo. CV 11-968-PHX-FIM, 201WL 3566131, at3 n.3 (D.
Ariz. Aug. 12, 2011). In Response Refendant's Motion for Summary Judgmen

K

Plaintiffs did not address Defendant’'s arguinéat Plaintiffshave not provided any
evidence of breach of aexpress warranty and did notherwise provide evidencs

indicating the presence of an express warranthigicase. Accordingly, Plaintiffs havé

U

failed to establish the existence of a mailefact on their breach of express warranty
claim and, thus, summary judgment is deahin favor of Defendant on Plaintiffs
express warranty claim (Count 1V).

Finally, Defendant arguehat it is entitled to sumnma judgment on Plaintiffs’
claim for loss of consortium (Count VI) beawse Plaintiffs have failed to establish |a

genuine issue of material fact on any of utsderlying tort claims. Indeed, because|a

v

claim for loss of consortium is derivative tie underlying tort, “all elements of the
underlying cause must be provieefore the claim can existBarnes v. Outlan964 P.2d
484, 487 (Ariz. 1998). Accordingly, becauBefendant is entitleb summary judgment
on Plaintiffs’ tort claims, Defendant is alemtitled to summary judgent on Plaintiffs’
claim for loss of consortium (Count VI).

Moreover, because the Court has ¢ednDefendant’'s Motion for Summary
Judgment on Inadequate Warnings and Reimgi@laims, the Court need not address the
remaining two motions for summary judgmant those motions are denied as moot.

IV.  CONCLUSION

Based on the foregoing,
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IT IS ORDERED that Defendant’'s Motion for Summary Judgment (
Inadequate Warnings and Remaining ClaimeqD112) is granted. The Clerk of th
Court shall enter judgment inviar of Defendant accordingly.

IT IS FURTHER ORDERED that Defendant’s Motiofior Summary Judgment
on Specific Medical Causation (Dd10) is denied as moot.

IT IS FURTHER ORDERED that Defendant’s Motioior Summary Judgment
on Plaintiffs’ Punitive Damages Clai(®oc. 114) is deied as moot.

Dated this 2nd day of July, 2013.

James A. Teilbﬂrg
Senior United States District Judge
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