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UNITED STATES DISTRICT COURT
FOR THE NORTHERN DISTRICT OF ALABAMA
NORTHEASTERN DIVISION

KEVIN DRAKE, and DOR OTHY )
DRAKE, as Guardian for Kevin )
Drake,

Plaintiffs ,

V. Case No.:5:15CV-0150#MHH
ORTHO-MCcNEIL -JANSSEN

PHARMACEUTICALS , INC., a
Pennsylvania  Corporation  f/k/a )
JANSSEN PHARMACEUTICA )
INC.; and JOHNSON & JOHNSON, )
a New Jersey Corporation, )

)
)

N N N N N N N N

Defendants

MEMORANDUM OPINION AND ORDER

Plaintiff Kevin Drakeand his mother and legal guardiddgrothy Drake,
bring this products liability action based on injurigesat Mr. Drake allegedly
incurredbecause he todRisperdal aprescriptiondrug manufactured bgefendant
Ortho-McNeil-JanssenPharmaceuticals, Inc. f/k/a Janssen Pharmaceutica, Inc.
(“Janssen”)  The plaintiffs contend that Janssen and its parent company,
defendant Johnson & Johnsdmew that Risperdal was unreasonably dangerous
andfailed to adequately wambout thedangersof the drug The defadants arge

that the plaintiffs’ claimns fail as a matter of lavbecause the plaintiffsannot

Dockets.Justia.com


https://dockets.justia.com/docket/alabama/alndce/5:2015cv01507/156361/
https://docs.justia.com/cases/federal/district-courts/alabama/alndce/5:2015cv01507/156361/58/
https://dockets.justia.com/

establish causationThe Court agreesBecausehe plaintiffs have not identified a
disputedquestion ofmaterial fact regardingcausation the Courtfinds that the
defendants are entitled to judgment as a matter of langeands the defendants’
motion for summary judgment.
l. SUMMARY JUDGMENT STANDARD

“The court shall gransummaryjudgmentif the movant shows that there is
no genuine dispute as to any material fact and the movant is entitled to judgment as
a matter of law.” Fed. R. Civ. P. 56(a). To demonstrate that there is a genuine
dispute as to a material fact that preclusi@smaryjudgment a party opposing a
motion for summaryjudgmentmust cite “to particular parts of materials in the
record, including depositions, documents, electronically stored information,
affidavits or declarations, stipulations (including those made for purposée of t
motion only), admissions, interrogatory answers, or other materials.” Fed. R. Civ.
P. 56(c)(1)(A). “The court need consider only the cited materials, butyit ma
consider other materials in the record.” Fed. R. Civ. P. 56(c)(3). When
considering aunmaryjudgmentmotion, the Court must view the evidence in the
record in the light most favorable to the Amioving party and draw reasonable
inferences in favor of the nemoving party. White v. Beltram Edge Tool Supply,

Inc., 789 F.3d 1188, 1191 (11thrC2015).



I. RELEVANT FACTUAL AND PROCEDURAL BACKGROUND

A. Risperdal and Gynecomastia

Janssen manufactures atidtributes Risperdahn antipsychotic medication
usedto treat schizophrenia. (Doc.4M, p. 2; Doc. 4011, p. 2)' Risperdal comes
in two forms: aRisperdalpill and a longactinginjection calledRisperdalConsa.
(SeeDoc. 443, p. 20. In 1993, the United Statézod and Drug Administration
better known as the FDAgpproved Risperdal for the treatment of psychosis in
adults. §eeDoc. 40-10, p. 2 Doc. 4611, p. 3. In 2007, the FDA approved
Risperdal for the treatment of schizophrenia in adolesdemts agesthirteen to
seventeengarsold. (Doc. 4011, p. 2).

Antipsychotic medicationslike Risperdal have ben associated with
gynecomastia. (Doc. 403, pp. 5, 7, 14.1; Doc. 4017, p. 2;see alsdoc. 4610,
p. 9; Doc. 4611, p. 33; Doc. 442, p. 25). Gynecomastis the benign
enlargement of breasissue in males. (Doc. 41B, p. 3. Gynecomastia may
occur during normal physiological development in puberty, and in some cases, it
may persist after puberty. (Doc.-43, p. 3). In a study of adult males seeking

treatment for gynecomastia, 25% of patients had “persistent gynecomastia due to

! The generic form of Risperdal is risfpme. (SeeDoc. 40610, p. 2). At times, Mr.
Drake took risperidone rather than RisperdalSegqDoc. 446). For purposes of this
memorandum opinion, the Court does not distinguish between Risperdal and risperidone.
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puberty” another 25% had idiopathic gynecomastia, meaning that no cause for the
condition could be identified, 1P0% of patients had gynecomastia “related to
drugs or medication,” and the remaining patients had gynecomastia caused by
various diseases and disorders.o¢D40G13, p. 3). Gynecomastias distinctfrom
pseudegynecomastia, which is breast enlargement due to fat deposit
overweight males. The two conditions maydiiéereniatedonly with a physical

exam. (Doc. 4013, pp. 45; Doc. 447, pp. 7, D; Doc 448, p. 3.

B. Mr. Drake’s Risperdal Use

Mr. Drake suffers from schizophrenigDoc. 442, p. 4 Doc. 443, p. 9.
Dr. Steven Taylodiagnosedschizophrenia itMr. Drake in1999when Mr. Drake
was seventeeryears old. $eeDoc. 443, pp. 13, 24. Dr. Taylor prescribed
Risperdal in 1999 to treat Mr. Drake’s schizophrenf{®oc. 443, p. 29. That
same yearDr. Trevor Lindsay a psychiatrist in Huntsvillehegan treatingMr.
Drake, and heontinued to treat Mr. Drake until 201{Doc. 443, pp. 4, 1).

Dr. Lindsay confirmed Mr. Drake’s diagnosis of schizophrgmigswitched
Mr. Drake’smedicationfrom Risperdato Clozarilin September 1999(Doc. 44
3, pp. 13, 245, 27.? Weight gain and hyperprolactinenase known sideffects

of Clozaril. Qoc. 443, p. 24). Dr. Lindsay also prescribed Haldol and Zyprexa to

2 Dr. Lindsay switched Mr. Drake’s medicatioin September 1999 because the
Risperdal “didn’t seem to be working right . . . .” (Doc. 44-3, p. 27).
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treat Mr. Drake’s schizophrenia. D@c. 443, p. 27). Weight gain and
hyperprolactinemia are known side effects of Zyprexa. (Do€3, 43 28). In
2001, when Mr. Drake was nineteen years old, Dr. Lindsay switelie®rakes
medicaton back to Risperdal (Doc. 443, p. 3Q. When Dr. Lindsay prescribed
Risperdal for Mr. Drake, Dr. Lindsay took into account the fact@mspperdaimay
elevate prolactin levels. (Doc. @ p. 18). Prolactin is a hormone that induces
lactation, but it “does not have a direct growtimulating effect on the breast
glandular tissue.” (Doc. 403, pp. #8). “Adult men with high levels of prolactin
[] may exhibit gynecomastia,” (Doc. 418, p. 8), but elevated prolactin levels do
not necessarily lead to gynecomastaad there are multiple potential causes for
prolactin elevation. (Doc. 48, p. 5). Dr. Lindsay maintainedvir. Drakeés
treatment witRisperdathrough 2011 (Doc. 443, p. 4.3

Mr. Drakechanged psychiatrists in 204hd began seeirigr. Rachel Pope
(SeeDoc. 443, p. 11; Doc. 446, pp. 2026). Mr. Drake continued taking
Risperdal through September 2014Se¢ Doc. 445, pp. 2626). Sometime
between September and December 2, Pope discontinued Mr. Drake’s
Risperdal prescriptiorand insteadprescribed Abilify and Zyprexa to treat Mr.

Drake’s schizophrenia.SeeDoc. 445, pp. 1626; Doc. 442, p.34).

3 At times, Mr. Drake refusd to take medication by mouth. (Doc-24p. 15). When
that happened)r. Lindsaywould prescribe Risperdal Consta, the injectable form of Risperdal.
(Doc. 44-3, p. 38see alsdoc. 44-2, p. 15).
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Ms. Drake does not rememHer. Lindsaydiscussinghe risks and benefits
of Risperdal, but she relied on Dr. Lindsay and other psychiatrists to prescribe the
medication that would provide the best treatment Nor Drake’s synptoms.
(Doc. 442, pp. 2324). Ms. Drake testified thdter son’s behavior improved when
he was on Risperdaland the medication helped control his symptoms of
schizophrenia (Doc. 442, pp. 27, 30.

C. Mr. Drake’s Injuries

According to the plaintiffshecauseMr. Draketook Risperdal he developed
enlarged breastand experiencedexcessive weighgain (Doc. 441, p. 9)7 In
August 2006,more than fiveyears after he first prescribed Risperdal for Mr.
Drake, Dr. Lindsay noted inMr. Drake’s recordsthat Mr. Drake had‘large
breasts.” Doc. 536). Still, Dr. Lindsay did not diagnose Mr. Drake with
gynecomastia, and no other physician Hasnally diagnosed him with the
condition. Doc. 441, p. 10; Doc. 44, p. 12; Doc. 448, pp. 24, 39. Ms. Drake
has acknowledgethat she “is unaware of a physician who has diagnosed Kevin

Drake with gynecomastia.” (Doc. 44 p. 10, #12). No doct@nd no other health

* The plaintiffs also contend that Risperdal caused Mr. Drake to suffer urinary
incontinence and fecal incontinence. (Doc:144. 9. In respaose to the defendants’ motion
for summary jidgment, the plaintiffs dighot raise arguments or cite eviden@garding those
alleged injuries (SeeDoc. 49; Doc. 53). Accordingly, the plaintiffs have abandonggbir
claims based on Mr. Drake’s alleged urinary and fecal incontinence, and the defesn@an
entitled to summary judgment as to those claifiseResolution Trust Corp. v. Dunmar Corp.

43 F.3d 587, 599 (11th Cir. 199%grt denied 516 U.S. 817 (1995) (“[G]rounds alleged in the
complaint but not relied upon in summary judgment are deemed abandoned.”).

6



care provider has told Ms. Drake that Risperdal caused Mr. Drake to eqgerie
excessive weight gain. (Doc.-24p. 14).

In the summer of 2014, a social worker noticed that Mr. Drake had large
breastsandtold Ms. Drake that her son should be tested for gynecomagiae
Doc. 441, p. 9; Doc. 442, pp. 89). The social wordr stated thaRisperdal could
be the cause of Mr. Drake’s large breagfSeeDoc. 441, p. 9. Medical staff at
Wellstone Behavioral Care and Dr. Chimata, Mr. Drake’s family care doctor,
ordered lab work to tedfr. Drake’shormone levels. oc. 442, pp. 89, 11, 20).

The lab results showed that Mr. Drake had three times the normal levitleof
hormone prolactinin his blood. (Doc. 42, pp. 9, 11° After receiving the
results, a nurse from Wellstone tdis. Drake that Dr. Pope said'We’ve got to
stop this. The drug is what's causing thatDo¢. 442, p. 11). Dr. Popethen took
Mr. Drakeoff of Risperdal (SeeDoc. 442, p. 11 seealsoDoc. 445, pp. 1626).°
Wellstone tested Mr. Drake’s hormone lewagainsix to seven monthafter he

stopped taking Risperdal, aht prolactinevels were lower (Doc. 442, p. 1).

®> Ms. Drake did not identify the hormone tested in Mr. Drake’s bl¢sskDoc. 442, pp.
9, 11), and the plaintiffs did not cite medical records showing the results of Mr. Draets bl
tess. SeeDoc. 49; Doc. 58). Viewing the evidence in the light most favorable to the
plaintiffs, the @urt infers that the hormorbkatMs. Drake describeds prolactin, a hormoniat
may become elevated wiRisperdaluseand that has been associatgth gynecomastia (See
Doc. 40-13, p. 8).

® Mr. Drake currently takes Abilify to treat his schizophrenia. (Doc. 44-2) p. 4



Ms. Drake testified that she noticed that her son had developed larger breasts
several years before the social worker raised a conbatis. Drakeattributed
Mr. Drake’s enlarged breasts “weight gain.” Doc. 442, p.9). The plaintiffs
attribute Mr. Drake’s weight gain to his Risperdal,seeDoc. 441, p. 9, butno
physician hastold Ms. Drake that her son gained weight because he took
Risperdal,(Doc. 442, p. 14). Ms. Drake testified that she can’t say that Risperdal
“was the sole reason that [Mr. Drake] gained weighDdd. 442, p. 31).

Mr. Drakewas overweight before Dr. Lindsay prescribed Risperdal to treat
Mr. Drake’s schizophrenia (Doc. 443, p. 28, 3). Mr. Drake gained weight
betweenAugust and December 2000 while was taking Zyprexa.D6c. 443, p.

29). Accordingly, Dr. Lindsay encouraged him to eat less and lose weiBlotc. (
44-3, p. 29.

Mr. Drake continued to gain weight after Dr. Lindsay prescribed Risperdal
for him in 2001. Between Augu&?, 2001 and Marc7, 2002,Mr. Drake’s
weight increased from 260 to 300 pounds. (Doe34g. 30 32). Mr. Drakethen
lost weight between 2002va@ 2006while taking Risperdal, ande weighed 270
pounds on August 23, 200&nd 264 pounds on May 9, 200@oc. 443, p. 39.

Mr. Drake gained weight again after 2006ile still on Risperdaland he weighed

286 pounds on August 12, 20130€. 447,p. 9. Mr. Drake gaiedweight after



he stopped taking Risperdal in 201@n December 30, 2018yr. Pope noted that
Mr. Drake hadyained significant weight(Doc. 445, p. 18)

D. Risperdal’s Label

Risperdal’'sand Risperdal ConstaFEDA-approvedabek warnthat the drug

“elevates prolactin levels that “the elevation persists during chronic
administratiori’ and that gynecomastia has “been repoitegbatients receiving
prolactinelevating compounds (Doc. 4010, p. 4 Doc. 4011, p. 12; Doc. 442,
pp. 13 68. Risperdal’slabelalsostates that “the clinical significance of elevated
serum prolactin levels is unknown for most patients.” (Doel@0p. 4. The
labek identify gynecomastia as a rare adverse ewssociated with the drug
(Doc. 4610, p 9; Doc. 4011, p.24; Doc. 4012, mp. 25, 8Q. Risperdal’'s2007
label statesthat in clinical trials involving 1,885 children and adolescents,
“‘gynecomastia was reported in 2.3% of Rispetdzdted patients.” (Doc. 401,
p. 33). The 2007 label warns that “Risperdal is associated with higher levels of
prolactin elevation that other antipsychotic agents.” (Docl1lH40p. 12).
Risperdal’'sand Risperdal Consta’labek identify weight gain and increased
appetite as commonly observadverse events in clinical trials of the drudpoc.
40-20, p. 6; Doc. 4411, pp. 2, 18, 21, 2Doc. 4612, pp. 2, 28, 5173, 8).

Dr. Lindsay reviewed the information in Risperdal’s labedoreprescribing

the medication. (Doc. 43, p. 1§. Dr. Lindsay was familiar witland relied upon



the information contained in the label when he prescribed Risperdal for Mr. Drake.
(Doc. 443, pp. 16 1819). Considering the information available to him, Dr.
Lindsay prescribed Risperdal for Mr. Drake because he believed thdtutys
benefits outweighed the riskor Mr. Drake. Doc. 443, pp. 1617,19).
. ANALYSIS

The plaintiffs assert claimagainst the defendantsxder Alabamaaw for
negligence, breach of express warranggrict product liability, fraudulent
concealment, failure to warn, and negligent misrepresentati@oc. 1). To
prevail on each of those claimbgetplaintiffs must prove that Risperdal caused Mr.
Drake’s injuries SeeUniv. of Texas Southwestern Med. Ctr. v. Nassad U.S.
338, 346 (2013)“Causation . .is a standard requirement of any tort claim?)
(citations omitted) Lemley v. Wilson 178 So. 3d 834, 842 (Ala. 2015)
(“Proximate cause is an essential element of [] negligence claims . ) . .”
(quotation omitted);Wyeth, Inc. v. Weekd59 So. 3d 649, 656 (Ala. 2014)
(identifying causation as an element of fraudulent misrepresentattbproducts
liability claims); Ala. Pattern Jury Instr. Civ8818.05, 28.0032.0607, 32.15,

32.1718 (3d ed.2017 (identifying causationas an elemenf negligencepreach
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of express warranty, products liability, failure to warn, fraudut@ricealment,
and fraudulent misrepresentaticaims).’

In apharmaceuticgbroducs liability case such as this on& plaintiff must
prove both general and specif@ausation. SeeKilpatrick v. Breg, Inc. 613 F.3d
1329, 1334 n.4 (11th Cir. 201(yeealso McClain v. Metabolife Int’l, Ing.401
F.3d 1233, 1237 (11th Cir. 2005) (“Plaintiffs must prove the toxicity of the
ephedrine/caffeine combination and that it had a toxic effect on them causing the
injuries that they suffered . . . .(applying Alaama law) General causation
requires proof that the drug at isssecapable of causintpe type of injuriegshe
plaintiff suffered Chapman v. Procter & Gamble Distributing, LL.Z66 F.3d
1296, 1303 (11th Cir. 2014McClain, 401 F.3d at 1239. p®cific causation
requires proof that the drug cadgbe plaintiff's specificinjuries. Chapman 766
F.3dat 1303 McClain, 401 F.3d at 1239

Due to the complex nature dlfie claims, &pert testimony generallys
required to establish general daspecific causation in produdiability cases.
McClain, 401 F.3d at 1237 (“This type of proof requires expert testimony’);
see alsoGarrison v. Novartis Pharma. Cor80 F.Supp. 3d 1325, 1339 (M.D.

Ala. 2014) (granting summary judgment in favortioé defendant in an AEMLD

" Because this action is before the Court on the basis of diversity jurisdictEe?g
U.S.C. 81332;see alsdDoc. 1, p. 3), Alabama substantive law appli€ge, e.g., Erie Railroad
Co. v. Tompkins304 U.S. 64 (1938).

11



case because the plaintiff “lacks admissible expert testimony to show specific
causatiof); Sutherland v. Matrixx Initiatives, Inc2006 WL 6617000, 14 (N.D.
Ala. 2006) (“[WI]ithout an expert to connect a toxin to an injury, there is no toxic
tort.”).

To support their claims, the plaintiffs redy expert reportby and testimony
from Dr. David A. Kessler, the former commissioner of Bi2A, who has te#ied
in other cases involving Risperdal.SéeDocs. 49 & 529). In those cases, Dr.
Kessler opined that the defendants misrepresented the risk of gynecomastia for
children and adolescents takifRjsperdal. Doc. 443, p. 39.2 Dr. Kessler's
report and deposition testimony froather casesmight be sufficient to raise a
guestion of fact regarding general causati@egDoc. 533, p. 7, 1.7), but his
report and testimony containo evidenceregardingthe causeof Mr. Drake’s
alleged injuries Dr. Kessler has not examined Mr. Drake.

The plaintiffs’ evidence concerning specific causation is threadbHnere
IS no evidence that Mr. Drake has been diagnosed with gynecomisistiddrake
admits that she is not awao# such a diagnosis(Doc. 441, p. 10, #12). Dr.
Lindsay testified that he did not make such a diagngBiec. 443, p. 39).

The plaintiffs’ evidence that Mr. Drake h#ldreetimes the normal levedf

the hormonerolactinin his bloodis a start, but the association between elevated

® The defendants object to the plaintiffs’ reliance on Dr. Kessler's reportesiimadny.
(Doc. 56, pp. 8-12). These objections are moot.
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levels of prolactin andynecomastidalls short of proof of specific causatio(Gee
Doc. 442, mp. 9, 11). Association does not establish causation. (Dod 3i(. 5);
see also Kilpatrick v. Breg, In613 F.3d 1329, 1338 (11th Cir. 2010) (““Showing

an association is far removed from proving causation.”) (quotationatdter and
emphasis in original omitted)The plaintiffs have notintroducel evidencethat
contradics the defendants’ expésttestimonythat elevated prolactin levels do not
necessarily lead to gynecomastidog. 448, p. 5;see alsdoc. 49; Doc. 53).
Rather, the plaintiffs argue that if Mr. Drake’s elevated prolactin leaeked
“testosterone level drops leading to es&nogexpression|, then] the drug could
theoreticallycause gynecomastia.’D@c. 49, p. 26) (citingt4-8, p. 9 (emphasis
added). But there is no evidence in the record regarding Mr. Drake’s testosterone
or estrogen levels, anevidence thatRisperdal could theoretically cause
gynecomastia is not sufficient to raise deésputed question of material fact
concerning specific causatiorseeTidwel v. Upjohn Co, 626 So. 2d 1297301
(Ala. 1993) (“On issues of medical causation a showing ofgiigbcause, rather
than possible cause, must be made.In the absence of medicalr expert
evidence,a fact findermust speculate about the cause of Mr. Drake’s enlarged
breasts, and a verdict may not rest on speculation.

The plaintiffs argue thahey can carry their burden of probkecausdahey

can establish thaRispedal may cause weight gain, which can lead to pseudo
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gynecomastia. (Dod49, p. 2). The argument is unavailinfpr a number of
reasons. Firstevidence indicateshat Mr. Drake was overweight beforBr.
Lindsay prescribedRisperdalin February 200land there is no medical expert
evidence to suggest that Risperdal caldedDrake’sweight gain. (SeeDoc. 44

3, pp- 28, 3D In fact, evidence in the record suggests that other medications
potentiallycould have caused Mr. Drake’s weight gain: Dr. Lindsay testified that
Mr. Drake gained excessive weight while taking Zyprexa in 2808 Mr. Drake
gained weight in 2014 after he stopped taking Risper{abc. 443, p.29; Doc.

44-5, p. 1§. Besides, proof that a drug may cause weight gain still is proof of
general causation; the evidence does not bridge the specific causation gap.

Ms. Drake’s testimony that a nurse at Wellstone told her that Dr. Pope said
Risperdal “6 what’s causing thatioes notallow herto avoid summary judgment
(SeeDoc. 442, p. 13. Dr. Pope’s alleged statementhich is hearsay within
hearsayis ambiguous. It is not clear fromdMDrake’s testimonyvhetherDr.
Popes purported statementeans that Dr. Pope believidthtthe drugwas causing
Mr. Drake’s enlarged breasts his elevated prolactin levelsBecause Dr. Pope
allegedly made the statement after receiving the teesiflthelab tess on Mr.
Drake’s hormone levels, the Court cannot infer from the hearsay statement that Dr.
Pope believethatRisperdal caused Mr. Drake’s enlarged breastspposed to his

elevated prolactin levels
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Based on theecord before the @urt, there is no evidence from which a
factfinder could reasonably inféhat Mr. Drake’s useof Risperdal caused his
enlarged breaster weight gain Becawse the plaintiffs have not identified
sufficient evidence taaise a genuine issue of material fact regarding specific
causationthe Court will granthe defendantsmotion for summary judgment
IV. CONCLUSION

For the reasons discussed above, the CARANTS the defendants
motion for summary judgment. DOc. 3§. The plaintiffs’ claims against the
defendants arBISMISSED WITH PREJUDICE .

DONE andORDERED this March 22, 2018

Wadit S Hosol_

MADELINE HUGHES HAIKALA
UNITED STATES DISTRICT JUDGE
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