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UNITED STATESDISTRICT COURT
FOR THE DISTRICT OF COLUMBIA

KAY PATTESON and GARY
PATTESON,

Plaintiffs,
V. Civil Action No. 10-1760 (JEB)
JOHN R. MALONEY, M.D.,

Defendant.

MEMORANDUM OPINION

In 2008,Plaintiff Kay Patteson’s doctor diagnosed her with tardive dyskina
movement disorder characterized by repetitive, involuntary movements and alablar
muscular tics Pattesorthen brought thisuit againsher former psychiatrist, Defendant John
Maloney, M.D., who had prescribed Seroquah-antipsychotic drugto treat Patteson’s
insomnia in 2006. Shdaims thathe Seroquetaused her tardivdyskinesia.To establish that
causal link Pateson relies on expert testimony both framedicalresearchers and from her own
treating physicias.

Maloney now moves texcludeall testimonylinking Seroquel to tardive dyskinesible
argueghat Patteson’s expert testimony is unreliable under Heldala of Evidence 702 arttie
testimonyshould thuse excluded In essence, Maloney contends thatexigert'sstudy—
which shows no link between Seroquel and tardive dyskindsiacientifically more rigorous
thanthat of Patteson’s expert§he Court, however, finds that the science linking Seroquel to

tardive dyskinesia isufficiently reliable under Rule 70® be admitted- and that Maloney
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argument goe® the weighof the testimony, not to its admissibilityThe Courtherefore denies
the Motion.
l. Background

Patteson first sought treatment from Maloney on or about May 30, Z¥¥#Patteson v.

AstraZeneca, LRPatteson)l 876 F.Supp. 2d 27, 30 (D.D.C. 2012At the time,shecomplained of

“depression, anxiousness, chronic insomnia, and serious alcohol abuse/deperideridaldney
eventuallyprescribed Seroquel to address Patteson’s insoraeid.

Seroquel is a second-generation antipsychotic. Antipsychotics are typically ussat t
psychoses; for example, Seroquel itself is approved for the treatment of schizophrengland bi
mania, as well as bipolar depression, bipolar maintenance, and major depressive digmide 30-

31. Seroquel, howeves notcurrently approved for the treatment of insomnia, although such off-

label prescription does noecessarilyconstitute negligenceSeeid. at 31;seegenerallyOrtho

Pharm. Corp. v. Cosprophatr, Inc., 32 F.3d 690, 692 (2d Cir. 199BA(permitsdoctors to

prescribe drugs for ‘offabel’ uses’); James MBeck & Elizabeth D Azari, EDA, Off-Label Use,

and Informed Consent: Debunking Myths and Misconceptions, 53 Food & Drug L.J. 71, 76-77

(1998) (“Courts have repeatedly recognized the propriety dab#tuse,and several states
statutorily recognize off-label use in various contexts.”) (footnote omitted).

“Secondgeneration” antipsychimis were engineered to trgagychoses with a lower risk of
certain side effectsuch as the risk of movement disorders like tardive dyskin€sgeMot., Exh. 2
(Deposition of Dr. Thor W. Rak) at 15:23-16:10. Whether segamgration antipsychotics actually
carry a lower (or no) risk of those side effects is a mattersafarch and debatenong the medical
community. _Compar®pp, Exh. A (Affidavit of Dr. Robert Rosenheck) at 8 (side effects of second-
generation antipsychotics are more or less the safiestgeneration antipsychotipwith Rak Dep

at 123:23-124:15 (Seroquel cannot be shown to cause tardive dyskinesia). Nevertheles$'sSeroque



FDA-approved label includes warnings for many ofstheside effects, including a warning
concerning the risk of tardive dyskinesia, a “syndrome of paignirreversible, involuntary
dyskinetic movements.SeeRak Dep at 11:6-9.

In April 2007, around 10 months after she began taking Seroquel, Patteson began
experiencing difficultywalking. SeePattesor, 876 F. Supp. 2d at 31n January and February of
2008, Patteson’s doctors determined that tardive dyskinesia was most likelysiee forher
symptomsand that Seroquel could be the cauSeeid. at 3:32. Pattesorsubsequentlgued
Maloney in D.C. Superior Court in 201&eeid. at 32. She alleged that he hadproperly
managed her course of treatmand that her tardive dyskinesia was a side effect of the
Seroquel.SeeAmended Compl. 11 46-48.The casavas removedo federal court, andial is
currentlyscheduled for October 2013.

Patteson plans to cdhiree experts to prove that Seroquel caused her tardive dyskinesia:
Dr. RobertRosenheck, a medical professor and reseafatrarYale University School of
Medicine will testify generally thathe link ists and Drs.StevenLo and SudeshnBose, who
have been Patteson’s treating physiciavi testify both that Seroquel can cause tardive
dyskinesia generallgind thathe drug did, in fact, cause Patteson’s conditi®aeJoint Pretrial
Statement (JPSt 12. Rosenheck will base his testimony on a study of second-generation

antipsychoticshathe ceauthored and thataspublished in the New England Journal of

Medicine, as well asn other published medical studi€deeRosenhecliff. at 4 Lo andBose
will rely on their differential diagnoseof Patteson asell as medical literatur® establish
causation SeeOpp.,Exh. B (Affi davitof Dr. Steven L9, 1 14, 15, 21 Exh. D (Deposition of
Dr. Sudeshn®ose)at 14:7-15:16 JPS at 12 “Differential diagnosisis the medical term for a
diagnosis madby determining the potential causes of an ailmenttla@deliminating causes to

reveal the most likely culpritSeelLo Aff., § 15.
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Maloney now movegn limine to excludeall testimonyrelaing to causationHe
contends that, under Federal Rule of Evidence 702, Patteson’s expert testiommeyiable and
should not be admitted. Maloney argues, at bqtthat Patteson’s expert studies are
inadmissiblebecauséis own expert studies abetter —thatis, Maloney’s studieare based on
soundeiscientificmethodology.Defendantilsomaintainsthat, because Pattes@anexperts have
not diagnosed other patients with Seroquel-induced tardive dyskinesia, such a diagnasid mus
beacceptedvithin the medical community anslinherentlyunreliable. At a minimum, Maloney
asserts that the Court should hold a pretrial hearing to detetimeiadmissibility of the
causation testimony.

Because Patteson must prove causation to prevail anddk@l-malpractice claim,
excludingevidenceof causation would, practically speaking, dmtcase.

. Legal Standard
A district court has “broad discretion in determining whether to admit or exelxjolert

testimony.” United Stategx rel. Miller v. Bill H arbert Int’l Constr., In¢.608 F.3d 871, 895

(D.C. Cir. 2010) (quotingynited States v. Gatlin@6 F.3d 1511, 1523 (D.Cir. 1996).

Federal Rule of Evidence 702, which governs the admissibilgyditestimony provides:

A witness who is qualified as an expert by knowledge, skill,
experience, training, or education may testify in the form of an
opinion or otherwise if:

(a) the expert’s scientific, technical, or other specialized
knowledge will help the trier of fact to understand the
evidence or to determine a fact in issue;

(b) the testimony is based on sufficient facts or data;

(c) the testimony is the product of reliable principles and
methods; and

(d) the expert has reliably applied the principles and
methods to the facts of the case.

Under Rule 702frial courtsact as gatekeepengio may admit expert testimoronly if it is both

relevant and reliableSeeDaubert v. Merrell Dow Pharminc.,, 509 U.S. 579, 589 (1993).
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Here, Defendant concedes, farrposes of his Mgtion, that Plaintiff' sexperts are wglified and
thatthe testimony is relevant. The only issue, themhether the testimony is reliable.
The trial judge has “considerable leeway in deciding in a particular case lygmabout

determining whether particular expestimay is reliable.” Kumho Tire Co. v. Carmichael,

526 U.S. 137, 152 (199%ee als®aubert 509 U.S. at 588 (noting “the liberal thrust of the

FederalRules and their general approach of relaxing the traditlmaralers tcdopinion’
testimony” in context of expert testimoniternal quotation marks omitted)

In Daubertthe Suprem€ourt outlined fouusefulfactors forevaluatingthe reliability of
scientific testimonyunder Rule 702: “(1) whether the theory or technique can be and has been
tested; (2) whether the theory or technique has been subjected to peer review andpuliBrat
the method’s known or potential rate of error; and (4) whether the theory or technagie fi

general acceptance in the relevant scientific communiyrbrosini v. Labarraque, 101 F.3d

129, 134(D.C. Cir. 1996) €iting Daubert, 509 U.S. at 593-P4This “test of reliability is

‘flexible,” and_Daubers list of specific factors neither necessarily exclusively applies to all
experts or in every ca8eKumho, 526 U.S. at 141. Rath#ére gatekeeping inquiry is tied to the

factsof each caseSeeDaubert 509 U.S. at 591.

At the end of the day, the basic question posed byDatitbertand Rule 702 is this: Is
the proposed expert testimony “gro{ed] in the methods and procedures of sciémacel likely
to aid the jury, or is it merestibjective belief or unsupported speculatidiable to waylay the
finder of fact?Id. at 590.

1.  Analysis
In this case, Patteson must offer two types of causation evidence, both oavéhich

required to satisfy Rule 702 and Daubdfirst,shemust provegeneralkcausation-that is, that




Seroquel, irfact, can cause tardivlyskinesia. Second, she must prepecificcausation-that
is, that Seroquel causeértardive dyskinesia. The Cowrill consider each separately.

A. General Causation

Maloney argues despiteSeroquel’s=DA-approved label warning thatcan cause

tardive dyskinesiand aNew England Journal of Medicirgrticle to the same effeetthat “[n]o

scientific methodology has attributed Seroquel to causing tardive dysKinediat. at 4. He
further maintainghat the study he will proffer a clinical trial conducted by AstraZeneacahich
manufactures and sells Serogquelses a more rigorous methodol@y hencés more reliable
than the studies Patteson will off@eeSupp. to Mot. to Preclude 810. While a jury may
ultimately agree with this second argumehe sole question for the Court is whetRatteson’s
studies are sufficiently reliable under Rule 702 Bradbertto be admissible- notwhether
Patteson’s studies trump Maloney’s. In so determining, the Couxaithine each Daubert
factor in turn.
1. Ability To Be Tested

Patteson satisfies the filBaubertfactor—i.e., whether her theory can be and has been
tested. Thelink between Seroquel and tardive dyskinesia has been tested by studying
populations of patients taking the draigd the relative frequency of tardive dyskinesithose
populations compared to populations taking other medications. One such st@lnita
Antipsychotic Trials for Intervention Effectiveness — or CATIE study — weaslacted in part by
one of P#eson’s expert witnessesale University School of MedicinBrofessor Dr.
Rosenheck SeeRosenheck Aff. at 4. That study involved almost 2,000 patients in at least 57
sites across thenited StatesSeeid. at 58. The study compared bdthe effectiveness and the

sideeffects of multiple antipsychotic drugs, including firahd second-generation



antipsychotics.Seeid. The data, according to Rosenheck, “to a reasonable degree of medical
and scientific probability establish a causalreection between quetiapine [the active ingredient
in Seroquel] and the development of TD [tardiysldnesia].” Id. at 11. In other words, the link
between Seroquel and tardive dyskinesia has been tested, and@ideakshble stugt shows
that itexists.
2. Subjected to Peer Review and Publication
The CATIE studyalso satisfies the second factor, which asks if the theory was subjected

to peer review and publication. That study was peer reviewed and publishetNewtltengland

Journal of Medicine, one of the top-ranked medical journals it/tiked Statesas well as in

Archives of General Psychiatrihe American Journal of Psychiatry, ahi@alth Affairs Seeid.

at 4. A similar study, published in tBeitish Journal of Psychiatrylso found a link between

Seroquel and tardive dyskinesi@eeid. at 10. The rigors of peer review and publication, then,
suggest that evidence linking Seroquel to tardive dyskinesia is reliable.
3. Known or Potential Rate of Error
As Maloneyconcedesthe thirdDaubertfactor— whether the theory has a known or
potential rate of error — is not useful in this case, which involves a géaedagienerally
acceptedjnedical phenomenamather than a testing methodology lfikegerprintingor DNA
testing
4. General Acceptance Within the Scientific Community
The final factor looks at whether the theory enjoys general acceptancetivéhin
scientific community. Heralthough Defendant’grimary experDr. Thor Rak’s contrary
position shows that the medical community is not unanimous in agreeing on a céshéte is
sufficient acceptance for admissibilityTo begin with, Seroquel’s own FDA-approved label

warns of tardive dyskinesia as a potential side effeeRak Dep at 116-12:15, 13:7-15.In
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addition, copious medical literature points to the fact that both Seroquel and othanfirst
seconédgeneration antipsychotics can cause tardive dyskin&aal o Aff., 1 21 (collecting
studies). Perhapshe most ptentevidence that the medical comnity generally understands
that Seroquel can cause tardive dyskinesia is the factdhreg of Maloney’s own expertsas
well as Maloney himselh his deposition -admit the link exists SeeMaloney Depat176:17-
177:9 Opp.,Exh. E Or. Brent G.PettyReport)at 1, Exh. F (Dr. JeffreyLieberman Repoytat 5
The Courtaccordingly finds that the causal link between Seroquel and tardive dyskinesia is
sufficiently accepted by the mediceabmmunity to beeliable.
*

Having considered thfactors the Court concludes thtte relevant theory has been
tested, peer reviewed, aadfficiently acceptedy the medical community. As the Court noted
in Dauberfthe Federal Rules have a “liberal thrust” and take ¢feméral approach of relaxing

the traditionabarriers tdopinion’ testimony.” Daubert, 509 U.S. at 588 (internal quotation

marks omitted) Instead;[v] igorous cros&xamination” andpresentation of contrary
evidence” ar¢he “appropriate means of attackisigaky but admissible evedce” Id. at 596.
So it is here.Pattesois proposed testimony is reliable, aie jury may decide fatself whose
scientific evidence is more persuasive.

B. Specific Causation

Although Maloneychallengeshe reliability of the testimony ddrs. Lo and Bose,
Patteson’s experts on specific causatimmever actually contests the reliability of theiethod
for determining specific causatiotiat is, thedoctors’process of reaching differential
diagnosis. Instead, Maloney points to thed that Lo and Bose have not diagnosed any other

patients with Seroquel-induced tardiveskiynesiaand that neither could identify a study linking



Seroquel to tardive dyskinesia where Seroquel was thawedycation administeretd patients.
Although those arguments may be useful on cross-examination, they are not enough to bar
testimony on specific causation under Rule 702Rawbert

All that Rule 702 and Daubert requigethat themethodused to arrive at scientific
conclusion be reliabland reliably applied SeeDaubert 509 U.S. at 595. Pertinent evidence
based on scientifically valid principtewill generallysatisfy trat demand Id. at 597.

Here, the method used to determine that Seroquel caused Patteson’s tardiveidyskine
wasdifferential diagnosis. According to Lo, differential diagnosis involves “teatoyn of a list
of possible and/or most likely causes for a patient’s signs and symptoms, basédewn his
medical history, examination findings, and ancillary testing Aff., { 15. The doctor then
eliminatesoptions from the list untilhe most likely cause is found. Picture a whiteddéied
with possible medical culprits for a patient’s symptenfiamiliar to fans of the medical
televisiondramaHouse — and thewatcheachbeingmethodically crossed off the ligtrough
testing and deduction until a single diagnosis remains.

“M ost circuits have held that a reliable differential diagnosis satB&abertand
provides a valid foundation for admitting an expert opinion. The circuits reason that a
differential diagnosis is a tested methamtpl, has been subjected to peer review/publication,
does not frequently lead to incorrect results, and is generally accepted indibalme

community.” Turner v. lowa Fire Equip. Co., 229 F.3d 1202, 1208 (8th Cir. 2000) (citing

Westberry v. Gislaved Gummi AB, 178 F.3d 257, 262-63 (4th Cir. 1999)).

Given the prevalence and reliability of differential diagnoses, the CourtlloW a
testimony from Patteson’s treating physiciansaating that, in their opinion and according to

their differential diagnoses, Seroquel caused Patteson’s tardive dyskinesia.



C. PretrialHearing

Finally, because the Court believes that Plaintiffs’ expert testimony ebesalg ¢the
admissibility bar on causation, there is no reason to hold a pieaudderthearing.
V. Conclusion

For the aforementioned reasons, the Court will d@efendans Motion to Preclude
Testimony Regarding Seroquel-Induced Tardive Dyskinesiseparate Order consistent with

this Opinion will be issued this day.

/s/ James E. Boasberg
JAMES E. BOASBERG
United States District Judge

Date: September 12013

10



