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UNITED STATE DISTRICT COURT
EASTERN DISTRICT OF TENNESSEE
AT KNOXVILLE

IRENE JENKINS,
Plaintiff,

No. 3:11€V-342

V. (CAMPBELL/SHIRLEY)

NOVARTIS PHARMECEUTICALS CORP.,
Defendant.

~— N e

SANDRA THORN,
Plaintiff,

No. 3:11€V-373

V. (CAMPBELL/SHIRLEY)

NOVARTIS PHARMECEUTICALS CORP.,
Defendant.

~ O

MEMORANDUM AND ORDER

These cases are before the undersigned pursuant to 28 U.S.C. § 636, the Rules of this

Court, and the orders of the District Judgéow before the Court is Novartis Pharmaceuticals
Corporation’s_Daubeiitiotion to Exclude Testimony of Plaintiffs’ Experts .0Robert Fletcher,
Dr. Keith Skubitz, Dr. James Vogel, Professor Wayne Ray, Dr. Suzanne Parisiam, Rath&rt
Marx. Ths Daubert motion ha been filed in both of the cases captioned aboviéhis
Memorandum and Order, however, addesske testimonyof Dr. James Vogel. Dr. Vogel is
only expected to offer testimony on behalf of Plaintiff Thorn.

On June 14, 2012, the parties appeared before the Court to addsessotion. The

parties and the Court agreed that the Court would decid@ahbertchallerge to the testimony

of James M. Vogelon the papers. The parties have submitted their materials on this issue to the

Court, and the Court has completed its revieWor the reasons stated below, Novartis’s
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objection andcchallenge talames M. Vogel, M.Dwill be GRANTED IN PART andDENIED

IN PART .

BACKGROUND

Both Plaintiff Jenkins and Plaintiff Thorn (“the Plaintiffsnderwent treatment for
cancer in the late 1990s and early 200Bsintiffs were prescribed Aredia by their physicians.
It is undisputed that Novartis was in the business of manufacturing, marketindgudrsdr
promoting, testing, labeling, and selling Aredidhe Plaintiffs allege thathey suffered from
osteonecrosis of the jagaused by Arediaand they argue that Novartis should be held liable for
their personal injuries under theories of strict liability and negligerdevartis disputes both
general causation and specific causation.

The parties agree that Aredia is a bisphosphonate and the principal phagmatolo
action of Aredia is inhibition of bone resorptioisphosphonateare approved by theéood and
Drug Administration (“FDA”) for prevention and treatment of osteoporo8idia and Zometa
are ‘FDA-approved intravenous bisphosphonate drugs typically preschfpeshcologists to
preventbone pain, fracture and other skeletal complications in patients with cancdrathat
metastasized tbone! [MDL No. 3:06-MD-1760, Doc. 4695 at 2].

At the time of his initial report in these cases, James M. Vogel, M.D., {¥&gel”), had
been a practicing physician in the field of hematology and medical oncolotiyrtgtfive years.

In his report, Dr. Vogel estimates that he is visited by eighty to one hundredtpaier week.

Dr. Vogel primarily sees patients with ‘&b tumors,” predominately of breast and lung

! Plaintiff Jenkins currently has a pending motion to amend her ComplEtiet motion requests leave to add an
allegation that she was also prescribed and took ZorRdgntiff Thorn’s ComplainfDoc. 1] does not allege use of
Zometa, nor has she moved to amend her Compiathis case
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etiologies, as well as patients with hematologic malignancies involving multiple myeloma
lymphoma, and leukemia. In this case, Dr. Vogel was retained by Rldintfn’s counsel and
asked tointer alia: exdain his experience prescribing bisphosphonate gprgside an opinion

as to whether or not bisphosphonate drugs cause ONJ; review internal Novartis docathents a
provide an opinion as to whether hematologists and medical oncologists wernafariined of

the risk of ONJ in patients prescribed bisphosphonates; and discuss measures ifoy sedlic
preventing ONJ in bisphosphonate patients.

Novartis challenged Dr. Vogel's testimony its Motion to Exclude Testimony of
Plaintiffs’ Experts Dr. Robert Fleter, Dr. Keith Skubitz, Dr. James Vogel, Professor Wayne
Ray, Dr. Suzanne Parisian, and Dr. Robert Marx. [Doc. 42 in Case NeC8:=B#12, Doc. 26 in
Case No. 3:1CV-373]. After briefing on this challenge was compldtee parties reached an
agreemenpartially resolving thechallenges to Dr. Vogel's testimony. Tharties stated their
agreement as:

a. Based upon plaintiffs’ agreement, Dr. Vogel wontat present opinion testimony
that:
i. Pretreatment dental screenings could prevent ONJ;
il. Aredia labels violate FDA regulations;
iii. Novartis had an improper intent, motive, or “state of mind” during
relevant events.

b. The Court will take undeadvisement Dr. Vogel's opinion that the August 2004
Zometa label was inadequate because it did not say that ONJ may occur
“spontaneously,” as opposed to following an invasive dental procedure.
[Novartis] asserts that Dr. Vogel has not disclosed this opinion in his expert
report. Plaintiff Thorn asserts that Dr. Vogel has disclosed this opinion. ifPlaint
will submit the transcript of Dr. Vogel's expert testimony from Bredie trial,

Dr. Vogd'’s expert report, and an explanation of the opinion Dr. Vodehds to
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assert at the trial ithorn. If the Court finds that this opinion was not disclosed
in Dr. Vogel's expert report, plaintiffs must supplement his expert report éerd of
Dr. Vogel for a limited deposition.

[Doc. 99 in 3:11CV-342 at 3; Doc. 103 in 3:1CV-373 at 3(emphasis added) Thus, the

Court now turns to the remaining, pending issues, as agreed upon by the parties above.

Il. ANALYSIS

The issues before the Court involve application of both the Federal Rules of Evidence

and the Feder&ules of Civil Procedure. The Court will apply each in turn.

A. Federal Rule of Evidence 702

Federal Rule of Evidence 702 governs the admission of expert testimony. It provides:

If scientific, technical, or other specialized knowledge will assist
the trier of fact to understand the evidence or to determine a fact in
issue, a witness qualified as an expert by knowledge, skill,
experience, training, or education, may testify thereto in the form
of an opinion or otherwise, if (1) the testimony is based upon
sufficient facts or data, (2) the testimony is the product of reliable
principles and methods, and (3) the witness has applied the
principles and methods reliably to the facts of the case.

Fed. R. Evid. 702.

The Court finds that Dr. Vogel is qualified tdfer testimony regarding his experience
prescribing bisphosphonates and treating ONJ. His expertise as a medicaspleciarzing in
hematology and his experience in these areas is more than sufficient, angbpleans & be no
dispute on this poin As the parties’ agreemengflects, Dr. Vogel's expertise is limited with

regard to certain topics. The Court finds that the parties’ agreement thab@el Will not

testify as tgoretreatment dental screenings @MJ prevention measuréyredia ldbels violaing

2 Novartis further agreed to defer its challenge to Dr. Vogel’s opiniorsdig) irrelevant scientific and/or medical
articles published after Plaintiff Thorn ceased pamidronate theraibyriah
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FDA regulationspr Novartis’s intent, motive, or “state of mind” during relevant eveistsvelk
supported.

Accordingly, to the extent the Motion to Exclude objects to Dr. Vogel's testimony
pursuant to Rule 702 of the Federal Rules ofdEnce, it will beGRANTED as to the three
lines of testimony discussed abowvepretreatment dental screenings a<OBlJ prevention
measureAredia labels violahg FDA regulationspor Novartis’s intent- andit will be DENIED
as to the other proposed testiny.

B. Disclosure of theOpinion Relating to Labeling and the Term “Spontaneous”

Novartis argues thddr. Vogelfailed to disclosean opinion which can be summarized as:
Failure to use the term “spontaneousi the bisphosphonate label rendered the Zifeta
label inadequatePlaintiff Thorn maintainshat this opinion was timely disclosed

Rule 26 of the Federal Rules of Civil Procedure governs expert disclosures. Rule 26
requires that expert like Dr. Vogel provide a written report that includ@s:a“complete
statement of all opinions the witness will express and the basis and reastmenfp(ii) the
facts or data considered by the witness in forming them; (iii) any exhibits thatemiséd to
summarize or support them; (iv) the witnasglalifications, including a list of all publications
authored in the previous 10 years; (v) a list of all other cases in which, during the peevious
years, the witness testified as an expert at trial or by deposition; and (vi) raesta@ the
compensatio to be paid for the study and testimony in the case.”

In this case the parties do not dispute the timeliness of Dr. Vogel's first,rdpopert
Report of James M. Vogel, M.D.,” nor do they dispute the timeliness of Dr. ¢oggtond
report, “RebuttaReport of James M. Vogel, M.D.” Instead, Defendant argues that the opinion

regarding the use of the term “spontaneansZometa labelingvas not included in either of the
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reports. The Plaintiffs disputbe Defendant’'s position, and counsel for tharfifés directed
the Court to page forty of Dr. Vogel's first report, specifically to 1 fb)(c

The Court has reviewed tlportions of paragraph forty cited to the Court, and the Court
has further reviewed the entirety of paragraph forty and paradoagrone. The Court finds
that these paragraphs do not disclose an opinion that failing to use the term “spohtandbes
bisphosphonate label rendered the label inadequate.

In addition, the Court has reviewed the transcript of Dr. Vogel's tesinmn Brodie v.
Novartis No. 4:10CV-138 (E.D. Mo.), offered at trial on January 26, 2012. The Court initially
finds that none of the attorneys who made an appearance in the trial transdBpidierare
counsel of record in either of the cases pending before the undersigned. tibomatte Court
finds that Dr. Vogel's brief reference that the 2004 Zometa label “didn’tmmfior terms of
spontaneous development of ONJ” was the subject of an objection sustained by the Court but
later allowed by theBrodie court. [Vogel Tr. at 226; 31]. The Courbhas considered the
testimony provided ifBrodie, but the Court finds that this opinion does not constitute sufficient
disclosure in this case.

Accordingly, the Court finds th&Zometa labeling opiniomnelating to using or failing to
usethe term “spontaneous” i8004 Zometa labeling wds not sufficiently disclosed in Dr.
Vogel's expert reports. The Court, therefore, finds that Novartis’s requeshéh@otirt order
supplementation is wethken, and iis GRANTED. The Court finds that iPlaintiff Thorn

plans to use this opinion, Dr. Vogel must supplemenéxpert reportvith regard tathis opinion



on or beforeApril 1, 2013, and Plaintiff Vogel must offeDr. Vogel for alimited supplemental

deposition on obefore June 28, 2013

llI. CONCLUSION

In sum, the Court finds that James M. Vogel, MiBwell-qualified to testify in this case
to matters within his knowledge and experienéte will be precluded from offergitestimony
on petreatment dental screenings asCidJ prevention measurdéyredia labels violahg FDA
regulations, orNovartis’s intent. Moreover, if Plaintiffs plan to offer the use of the term
“spontaneous” irR004 Zometa labeling, then they must sigpent Dr. Vogel's disclosures and
allow a deposition consistent with the Court’s instructions above.

Accordingly, and for the reasons more fully stated above, the Motion to Exclude
Testimony of Plaintiffs’ Experts Dr. Robert Fletcher, Dr. Keith Skubidz, James Vogel,
Professor Wayne Ray, Dr. Suzanne Parisian, and Dr. Robert[Macx 42 in Case No. 3:11
CV-342, Doc. 26 in Case No. 3:1@V-373]is GRANTED IN PART andDENIED IN PART,
as stated above, with regardite testimony ofames M. Vogel, M.D.

IT IS SO ORDERED.

ENTER:

s/ C. Clifford Shirley, Jr.
United States Magistrate Judge

® However, as geviously noted Plaintiff Thorn has, and her exparts her counsélave, repeateglistated that she
took only Aredia and not ZometaSde e.g, Ex. 3 fromOct. 4, 2012hrg. (showing Ms. Thorn took only Aredia);
Ltr. dated Jan. 18, 2012 from Sid Gildeatounsel for Plaintiff Thorn (stating “Ms. Thorn . . . received inignt
Aredia infusions . . .)]. They have also failed to dispute Novartis’s assertion of the s&eee[g.Novartis’'s
Supp. Memo., Doc. 72 in No. 3:41V-373 (“Plaintiff Thorn assgs that she was only treated with Aredia . .]..")
Accordingly, while the Court herein is ruling on the legal Badibertissues presented, the Court is at a loss as to
understand ultimate relevance of Dr. Vogel's testimony regardintiiglmn Zometa-a drug that Plaintiff Thorn
did not use-in theThorncase.
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