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MEMORANDUM OPINION

This matter is befa the court on Defendaiyeth Pharmaceuticals, Inc.’s
Motion for Summary Judgment. (Doc. 9B)aintiff Michael Allain, as executor of
the estate of Robert Earl Dreher, Sr., sued Defendant Wyeth Pharmaceuticals for
failure to warn, failure to provide medication guides to Mr. Dreher’s pharmacy,
and “off-label” promotion of the drug Gdarone, alleging each of these actions
contributed to Mr. Dreher’s wrongful death. On June 29, 2015, this court dismissed
all Mr. Allain’s claims against Wyeth except for the claim regarding théab#
promotion of Cordarone. (Doc. 58).

As explainednore fully below, the court now finds no genuine dispute as to
any material facin this caseand Wyeth is entitled to judgment as a matter of law.

Therefore, the court will enter summary judgmienfiavor of Wyeth and against
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Mr. Allain regarding hi®only remaining claim.
l. FACTUAL BACKGROUND

Mr. Allain has not responded to Wyeth’s motion for summary judgment.
Therefore, whenever Allain has failed to dispute one of Wyeth'’s facts by not
responding to the motion, the court will review Wyeth'’s cited evidence, and, if it in
fact fairly supports Wyeth’s factual assertion, it will accept Wyeth's fact as true.

In 1985, Wyeth Pharmaceuticals received FDA approval to begin
manufacturing and selling Cordarone in the United Stébes:. 34 at 8).
Cordarone is a prescription drug approved as a “drug of last resort” for patients
suffering from lifethreatening ventricular fibrillation or ventricular tachycardia
and is only to be used in situations where the patient’s condition would notaespon
to other available drugs and therapigd. at 3-4). Wyeth was the sole
manufacturer of Cordarone from 1985 uttigé FDA granted other companies
approval to begin manufacturing and selling generic versions in (1998t 10).
SandoZ’harmaceutical€orporationthenproduced a generic versiomhich is the
bioequivalent of Cordaron&nown by the drug’s chemical name, amiodarone
hydrochloride(ld. at 11).

In 1985, the same year that the FDA approved Cordarone, Wyeth began
aggressively marketing theuwtdy. Although Wyeth was aware of the serious side

effects of Cordarone and that Cordarone was approved only as a “drug of last



resort,” it nevertheless promoted Cordarone for-falffel” use—i.e. for a purpose
other than that approved by the FIXA. at 9). According to Mr. Allain,Wyeth’s
marketing campaign misled “an entire generation of physi¢iahsand Wyeth'’s
promotional activities “would have greatly affected” Mr. Dreher’s physicians’
decisions to prescribgeneric versions of Cordarone to NDreher. (d. at 12.

In February of 201IMr. Dreher’s physician, Dr. Macy Smith, prescribed
him a ninetyday course of generic amiodarone tablets manufactured by Sandoz to
treat Mr. Dreher’s atrial fibrillation(ld. at 11).Becaus Mr. Dreher suffered from
atrial fibrillation, not ventricular fibrillation, and because his condition was not life
threatening, his use of the drug was considered|adk|.”

Dr. Smith is a member of the American College of Cardiology, the
governing bard in the United States for cardiologyd relies upon the
organization’s guidelines concerning how to treat atrial fibrillation patiddts.

97-1 at21-22).He also testified thahbse guidelines recommend tfé-labeluse
of amiodarone to treatch patients, especiallyhenthose patients have a
structural abnormality, like Mr. Drehéiad (Id.at 22). Dr. Smith further testified
that he prescribed the amiodardm®wing the risks involved and understanding
that it was for the purpose of an-tdibel use (Id. at 23).
From February 2011 to January 2012, Mr. Dreher experienced many of the

symptoms associated with amiodarone use, including shortness of breath,



wheezing, trouble breathing, coughing, and tiredn&ssc. 34 at 1617). Mr.
Dreher’scondition continued to deteriorate, and, on February 15, 2012, Mr. Dreher
passed away at the age of eighty f@ld. at 17).Mr. Allain alleges that Mr.

Dreher died as a result of taking amiodardfere specifically, Mr. Allain argues
Wyeth’s promotion bCordarone’s “offlabel” use “was a producing and

proximate cause” of Mr. Dreher’s death. (Doc. 34 at 13).

[I.  STANDARD OF REVIEW

When a district court reviews a motion for summary judgment, it must
determine two things: whethemyagenuine issues of material fact exist, and
whether the moving party is entitled to judgment as a matter oS=ied. R.
Civ. P. 56.

The court must “view the evidence presented through the prism of the
substantive evidentiary burden” to determinesthler the nofmoving party
presented sufficient evidence on which a jury could reasonably find for the
nonmoving partyAnderson v. Liberty Lobby, Inc., 477 U.S. 242, 255 (1986). The
courtmust not weighhe evidence and makeedibility determinations bacise
these decisions belong to a juBgeid. at 254.

Further, all evidence and inferences drawn from the underlying facts must be
viewed in the light most favorable to the Aamoving party.See Graham v. Sate

Farm Mut. Ins. Co., 193 F.3d 1274, 1282 (i1 Cir. 1999).The court must grant



the motiononly if no genuine issues of material fact exast if the moving party
Is entitled to judgment as a matter of |&se Fed. R. Civ. P. 56.
1. DISCUSSION

Mr. Allain’s First Amended Complaingrovidedtwo instancegotentially
showingthat Wyeth’s promotion o€ordarone’ff-label usecould have caused
Mr. Dreher’s physicians to prescribe him amiodarone fetadfél use. (Doc58 at
13-14).This court determined, at the motion to dismiss stage, those eesamwgie
barely sufficient to establish a plausible cause of achiotmotedthat while the
allegations were “somewhat vague and dubious,” the court’s role at the motion to
dismiss stage is simply to determine whether Mr. Allain’s claiphassible. (Id. at
14).Now, at the summary judgment stage, the court analyzes Mr. Allgeais in
light of thetotal body ofevidenceproperlybefore the court.

Mr. Allain providestwo incidentsthat may have been relevantstwow that
Wyeth’s promotion of the offabel use of Cordarone caused Mr. Dreher’s death.
First, Mr. Allain alleges that in 1989, 1992, and 1998, the FDA sent “violation
communications” to Wyeth regarding Wyeth'’s dissemination of false and
misleading materials to physiciar{f®oc. 34 at 19). Whil¢hese alleged
communications could perhaps indicsfgeth’s wrongful or fraudulent promotion
of CordaroneMr. Allain never submitted any actual evidence of these

communications—either as to their existence or as to how they establish that



Wyeth'’s conduct led to Mr. Dreher’s death.

Second, Mr. Allain alleged that Wyeth sponsored a Continuing Medical
Education conference in 1998 during which it distributed apgé&ge official
looking, peer revievappearing magazine” that downplayed the side effects of
Cordaone and promoted the drug for-tdbel use.ld. at 21). However, Mr.

Allain never provided any further evidence showing how this magazine or any
other conduct actually affectélde decisionmaking regardingvir. Dreher’s
amiodarone prescriptioin contrast Dr. Smith testified that he has never been
exposed to any marketimgaterialsregarding Cordarone or amiodarone.

Since Mr. Allain’s First Amended Complaint, and despite this court’s
acknowledgnent of itsdoubts regarding Mr. Allain’s ability to estedil causation
Mr. Allain has not provided any further evidence linking Wyeth’s promotion of
Cordaronés off-label usao Mr. Dreher’s death. Of the relevant incidents that Mr.
Allain cited in his First Amended Complaint, the most recent alleged event
occured in 1998, three years before Dr. Smutds licensed to practice medicine,
and 13 years before he prescribed amiodarone to Mr. Dreher.

Also, Dr. Smith testified that he has never met with any pharmaceutical or
marketing representatives regarding Coodatnor viewed any Cordarone
marketing materials. (Doc. 9 at 10). He also testifigtiat hebased his decision

to prescribe amiodaror@ hisown trainingandexperiencealong withthe



American College of Cardiology/published guidelinegDoc. 971 at 22).
Notably, Dr. Smith admitted that he decided to prescribe the medication despite his
awarenessf thedrug’sinherent risks anthatsuchuse would be offabel.

Hence, theecord reflects that Dr. Smitiksed his owmedical judgmento
determinghatthe potentialbenefits of amiodarone outweighiesirisks. Because
Mr. Allain provided no evidence to contradict Wyeth’s evidence, nothing before
the court supports hdaimthat Wyeth’s marketing ggromotionaladivity
regarding the offabel use ofCordaronedirectly orproximatelycaused Mr.
Dreher’s death.

Therefore, even if Wyeth did engage in promotional campaigven
improper or fraudulent campaigrencouraging doctors to ussordarondor off-
label purposesdvir. Allain has not provided any evidence showing how those
alleged promotional campaigns and marketmilyiencedMr. Dreher’sphysicians’
decision to prescribe the drtmhim Without such evidence, Mr. Allain cannot
establish that Wyeth'’s alleged improper promotion of Cordacong&ibuted to or
caused Mr. Dreher’s death. Wyethhgreforeentitled to judgment as a matter of
law.

V. CONCLUSION
For the reasons explained above, the court@RIANT Wyeth’s motion for

summary judgmententer SUMMARY JUDGMENT in favor of Wyeth and



acainstMr. Allain’s only remaining claim in this casandwill DIRECT the Clerk
to close the cas€osts are taxed as paid.

DONE this the27th day of February, 2018

%WJ.M

KARON OWEN BOWDRE
CHIEF UNITED STATES DISTRICT JUDGE




