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UNITED STATES DISTRICT COURT
WESTERN DISTRICT OF KENTUCKY
AT LOUISVILLE

CIVIL ACTION NO. 3:09-CV-354-H
RONNA DALTON and
JOHN DALTON,

PLAINTIFFS

V.

ANIMAS CORPORATION, DEFENDANT

MEMORANDUM OPINION AND ORDER

Plaintiffs, Ronna and John Dalton (collectivélye Daltons”), brought this diversity action
against Animas Corporation, alleging various tat eontract claims, as Was Kentucky statutory
violations. This action arises from injurieBs. Dalton suffered when the Animas infusion pump
she used somehow dispensed an overdose ofrinstiie circumstances of the injurious overdose
are disputed. Nevertheless, Defendant has moved for summary judgment on all For the.
reasons that follow, the motion is sustained in part and denied in part.

l.

Animas Corporation is a Delaware corporation that manufactures external insulin infusion
pumps, including the Animas Model 2020 infusipump (the “2020 Pump”). The 2020 Pump
automatically injects precise doses of insulin ferttieatment of diabetes. Insulin leaves the pump’s
cartridge and is delivered to the user wihihg and a needle attahto the body. The pump
software controls the timing amtbsage of the infusions. After an insulin cartridge is empty, the
user must replace the cartridge, which typicatlgurs once every three days. When doing so, the

user is required to perform a “Rewind/AlignifAe” operation (the “Prime Operation”). The
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purpose of the Prime Operation is to remove anfy@in the system that may result from replacing

the insulin cartridge. To perform the Prime Operation, the user must press and physically hold
down the pump’s “OK” button until insulin is seenahing from the tube. During this process, the
user is warned to always remove the tubing from her body.

Mrs. Dalton used the 2020 Pump without incit®r nearly one year. On April 21, 2008,

Mrs. Dalton received a low cartridge warning. Although she does not have a specific memory of
doing so, Mrs. Dalton believes that she would hapéaced the insulin cartridge and performed the
Prime Operation. The software confirms thigwing that Mrs. Dalton changed the cartridge and
performed the Prime Operation at 10:00 p.m. that evening.

Mrs. Dalton went to bed that night in her bedroom, which is separate from her husband’s.
During the night, Mr. Dalton wokhis wife to inform her the Replace Battery Alarm on her 2020
Pump was sounding. The software indicates tthatalarm sounded at 4:42 a.m. Mrs. Dalton
testified that she got out of bed, went to thelen and changed the pump’s battery. At5:05 a.m.,
the software reflects that the battery was chanlyld. Dalton testified that she did not do anything
else at that time, because she would be waking up in a few hours to take a shower, which would
require her to disconnect. At 5:08 a.me 8020 Pump sounded an alarm because a Prime
Operation was not performed following the batteplaeement. The software registered that Mrs.
Dalton began the process at 5:09 a.m. 540 a.m., an Empty Cartridge Alarm sounded;
approximately 125.5 units of insulin was dispensed into Mrs. Dalton’s body.

Plaintiffs filed this action against Defendaciaiming that a defect in Mrs. Dalton’s 2020
Pump caused an over-infusion, resulting in personai@gto Mrs. Dalton. Plaintiffs have asserted

claims based on strict liability, negligence, breach of express and implied warranty, violations of the



Kentucky Consumer Protection Act, loss of consortium, and punitive damages.
.

Summary judgement is appropriate where “the pleadings, depositions, answers to
interrogatories, and admissions on file, together with the affidavits, if any, show that there is no
genuine issue as to any material fact and that the moving party is entitled to a judgment as a matter
of law.” Fed. R. Civ. P. 56(c). Summary judgmisrdappropriate “against a party who fails to make
a showing sufficient to establish the existencaroklement essential to that party’s case, and on
which that party will bear the burden of proof at tri@élotex Corp. v. Catretd77 U.S. 317, 322
(1986). In assessing a summary judgment ongtthe court must examine any pleadings,
depositions, answers to interrogatories, admissionsffidevits in the light most favorable to the
non-moving party. Fed. R. Civ. P. 56(c).

Plaintiffs brought the followig claims: Count | (Strict lability), Count Il (Negligence),
Count 1ll (Breach of Express and Implied Wantyg, Count IV (Violation of the Kentucky
Consumer Protection Act, KRS § 367.170) (“KCPACount V (Damages), Count VI (Loss of
Consortium) and Count VIl (Punitive Damage).v&al claims alleged in the Complaint warrant
dismissal. The Court will address each count individually.

.

In Kentucky, a plaintiff may preaail on a strict products liability claim when he or she meets
the requirements of Restatement (Second) ofsT®102A, which “imposes strict liability on one
who sells any product in a defective condition unreasonably dangerous to the user or consumer.”
Leslie v. Cincinnati Sub-Zero Products, In@61 S.W.2d 799, 803 (Ky. Ct. App. 1998)(internal

citation omitted). Accordingly, a plaintiff hasalburden of showing an identifiable, unreasonably



dangerous defectSee Gray v. General Motors Corfi33 F.Supp. 2d 530, 533 (E.D. Ky. 2011),
aff'd, 312 F.3d 240 (6th Cir. 2002). Kentucky law is clear that evidence that merely surmises or
speculates as to a defect is not sufficibfilwestern V.W. Corp. v. Ringleéy03 S.W.2d 745, 747
(Ky. 1973).

Additionally, the plaintiff must establisbausation, that the product was a “substantial
factor” in bringing about the alleged hari@ee Bailey v. N. Am. Refractories (8% S.W.3d 868,
873 (Ky. Ct. App. 2001). Circumstantial evidence may be used to establish legal causation if such
evidence is “sufficient to tilt the balae from possibility to probability.Morales v. Am. Honda
Motor Co., Inc, 151 F.3d 500, 507 (6th Cir. 1998).

Arecent Sixth Circuit case further distilled fhlaintiff’'s burden in a product liability action.
See Siegel v. Dynamic Cooking Systems, 20d.2 WL 4459915 (6th Cir. Sept. 26, 2012). In that
case, experts could not determine whether eatiee oven design or frommanufacturing defect
caused the gas leak leading to the explosion. Afedrtine District Court granted a directed verdict
in favor of the manufacturer. Theurt held that the plaintiff did not meet her burden of establishing
a manufacturing defect through circumstantial evidence because she failed to eliminate other
probable causes of the injury. She undermined her manufacturing defect claim by introducing
evidence of a design deféctThe Sixth Circuit reversed, holding that “a Plaintiff like Siegel can
prove a product liability claim using the fact oétimalfunction if she eliminates those causes for
which the manufacturer would not be liablil” at *11 (citingPerkins v. Trailco Mfg. & Sales Co.

613 S.W.2d 855, 857-58 (Ky. 1981)).

1 The law distinguishes between two types of defects: (1) a manufacturing defect, which is a deviation from a product’s
design that creates an unreasonable risk of hW&mght v. General Elec. Co242 S.W.3d 674, 682 (Ky. Ct. App. 2007);

and (2) a design defect, which is a defect that “exists when a product is built in accordance with its intended
specifications, but the design itself is inherently d@éfemr poses unreasonable dangers to consumers.” 6348UR.

2d Products Liability§ 869 (2012).



Since the manufacturing and design defects vberté attributed to the defendant, the
plaintiff could proceed with two theories of liity against that defendant. The Court reasoned that
“[a] plaintiff is not required to show precisehpw a product is defective, but simply must show
whetherit was defective.ld. A plaintiff can accomplish this by “ruling out other theories of
causation: ‘[W]here an injury may as reasonablyaliebuted to a cause that will excuse the
defendant as to a cause that will subjetd no liability, no reovery can be had.’In re Beverly
Hills Fire Lit., 695 F.2d 207, 218 (6th Cir. 1982)(quot®gtton’s Adm'r v. Louisville & N.R. Co.

181 S.W. 938, 940 (1916)). In sum, a plaintiff may present two or more potential theories
explaining the defect in a products liability action,lsng as each theory is attributable to the
defendant.

Plaintiffs bring their strict liability claim under three theories: a manufacturing defect (the
“stuck button theory”) and two design defects (iieme limit theory,” and the “change of battery
theory”). The Court will address each individually.

A.

Plaintiffs’ experts maintain that a manufacturing defect is one possible cause of the over-
infusion of insulin. Specifically, according toethstuck button theory,” the pump’s “OK” button
stuck during the Prime Operation, causing the device to dispense the entire cartridge of insulin.
Plaintiffs have failed, however, to offany evidence of this beyond speculati@ge Siegel v. Ky.

Farm Bureau Mut. Ins. Cp2010 WL 3000746, at *4 (W.D. Ky July 26, 2010)(“Kentucky common

2Citing the recenSBiegelcase, Defendant argues that Plaintiffs may not use an expert’s opinion to infer causation
unless Plaintiffs eliminate all other reasonable explanatior the accident. However, this opinion is consistent
with the recenSiegelcase. There are no proffered alternative extians for the over-infusion that would absolve
Defendant of its liability. Defendant maintains that anra#tve cause for Mrs. Dalton’s injury is that she did not
follow known warnings by failing to disconnect from the pump during the Prime Operation. However, in that
circumstance, a prime limit would have prevented the ovesiof. As will be discussed, a reasonable jury could
find the 2020 Pump to be unreasonably dangerous despitiérdatives to disconnect the pump during the Prime
Operation because it lacked a prime limit feature.



law and applicable Sixth Circuwseise law are clear: the finder atf cannot be asked to speculate,
suppose, or surmise that there was a manufacturing defeeg”gls@®3 AM. JUR. 2d Products

Liability 8 6 (2012)(“When the plaintiff relies upon circumstantial evidence, however, he or she has
the burden of establishing circumstances from which the facts necessary to prove the claim may be
inferred without resort to conjecture and speculation, and the circumstances proved must point
reasonably to the desired conclusion.”)

Plaintiffs’ experts have had ample opportunitgxamine Mrs. Dalton’s pump and have not
proffered any evidence of a stuck key. Mr. MiehKlimowicz, Plaintiffs’ electrical engineer
expert, manipulated the pump and was unable teaéethe “stuck key theory.” He testified that
he pressed the button over thirty times andever did stick. Absent actual evidence, or
circumstantial evidence that rises about meexgjation, that the pump had a defective, stuck
button, Plaintiffs cannot pursue their products liability claim under the “stuck button theory.”

B.

Plaintiffs also assert that the 2020 Pump was defectively designed. A product may be
defective if it was designed “accordit@yan unreasonably dangerous desidaries v. Hutchinson
Mfg., Inc, 502 S.W.2d 66, 69 (Ky. 1973). “The makendd required to design the best possible
product or one as good as others make or a better product than the one he has, so long as it is
reasonably safe.Sturm, Rudger & Co. v. Bloy®86 S.W.2d 19, 21-22 (Ky. 1979). Thus the
inquiry in a design defect case is “whether thedpct creates such a risk of an accident of the
general nature of the one in question that dmarily prudent company engaged in the manufacture
of such a product would nbave put it on the marketMontgomery Elevator Co. v. McCullough

676 S.W.2d 776, 780 (Ky. 1980)(internal quotation omitte¢fljn Kentucky, in order to prove a



product is ‘unreasonably dangerous’ as designed, a plaintiff is required to produce competent
evidence ‘of a feasible alternative desigrdt would have prevented the injuryCummins v. BIC
USA, Inc, 835 F.Supp.2d 322, 326 (W.D. Ky. 2011)(quofliyota Motor Corp. v. Gregory. 36
S.W.3d 35, 42 (Ky. 2004)).
1.

Plaintiffs argue under the “prime limit theoryiiat the 2020 Pump was defectively designed
because it did not include a prime limit, a feathed limits the amount of insulin dispensed during
a Prime Operation. Thus, theoretically, the primd fieature prevents an over-infusion. Plaintiffs’
experts assert that the prime limit feature would have prevented Mrs. Dalton’s injuries.

Defendant argues that Plaintiffs have failegrtove that the absence of a prime limit caused
this incident or that another design would have prevented Mrs. Dalton’s injubefendant
contends that Plaintiffs have offered nothing beyond a theoretical possibility that an unspecified
prime limit would have avoided Mrs. Dalton’s injesi. Plaintiffs counter that the 2020 Pump was
unreasonably dangerous because a mere warndghigctmnnect while priming did not eliminate the
possibility of impaired users improperly using ttevice. Diabetics are prone to experience bouts
of hypoglycemia that can impair cognitive abilitilaintiff proffers other insulin pumps on the
market featuring a prime limit and notes that the 2020 Pump had the capacity to install such

technology. Because the 2020 Pump lacked such a feature, Plaintiffs argue that it is defective.

3 Defendant argues that the Plaintiffs’ experts’ inabilitgetermine what the prime limit should have been renders this
theory irrelevant. Plaintiffs’ experts do not agree eadree on what the prime limit should be, each suggesting a limit
somewhere between 5 and 30 units of insulin. Defendat¢ids that a 30-unit prime limit would likely have resulted

in injuries to Mrs. Dalton; thus a prime limit feature wibulot have prevented the incident. However, the Court finds

the Plaintiffs argument is not so specific. Plaintiffaggiy argue that the 2020 Pump is defectively designed because

it altogether lacked a prime limit. The experts meaglgroximated a prime limit amount. Therefore the “prime limit
theory” suggests that the maximum delivery of insulin that can be expelled during a Prime Operation can be set
according to the pump’s length of tubing and/or the sperédeds of the user. The Court will focus on whedlpgime

limit, rather than & unitprime limit or a30 unitprime limit, would have prevented Mrs. Dalton’s injuries.
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The Court finds that Plaintiffs’ prime limit thepestablishes that a different design both was
feasible and might have prevented Mrs. Dalton’s injuries. As Defendant has argued, users are
cautioned to disconnect during the Prime Openain the 2020 Pump user guide, during user
training and in warnings displayed on the pump itself. Mrs. Dalton underwent three hours of
training on the use of the 2020 Pump and statdtie knew to disconnect the pump from her body
during the Prime OperatidnNotwithstanding this evidencer@asonable jury might still find the
2020 Pump to be defective because Defendantftolanticipate users who may mistakenly stay
attached during the Prime Operation.

It is reasonably foreseeable that a user may be in a hypoglycemic state during the Prime
Operation and not beognizant of the risk associated with staying connected to the pGep.
Ostendorf v. Clark Equipment Gd22 S.W.3d 530, 535 (Ky. 2003)(stating “it is the legal duty of
a manufacturer to use reasonable care to protastsidoreseeable dangers”). Diabetics are prone
to experience hypoglycemic episod&gury could conclude that Dendant’s warnings and training
were insufficient to make the 2020 Pump safatfointended users. Therefore, Defendant should
have anticipated misuse of their product given that such a user’'s memory and cognitive ability may,
at times, be impaired. A prime limit would prevent an impaired or incoherent user from over-
infusing oneself when inadvertently attached migithe Prime Operation. A reasonable jury could
find, therefore, that Defendant should have anticipated such misuse and designed the device with
a prime limit feature, and that the 2020 Pump was unreasonably dangerous for lacking such a

feature.

4 The Court notes that Mrs. Dalton has received previtraining on a different insulin pump manufactured by
Medtronic, but these three hours focusethprily on features in Animas’ 2020 Pump.

8



2.

Plaintiffs additionally argue that the 2020 Pump is defective because it requires a Prime
Operation following a battery change, thus exposing users to a medically unnecessary Prime
Operation. Defendant counters that a Prime @ijmar is necessary following a battery change to
reinitiate the force sensor and cartridge position and ensure no conditions have changed that may
have introduced air into the system.

The “change of battery theory” is relatedihe “prime limit theory,” in that a prime limit
would have prevented an over-infusion during imBrOperation initiated by a change of battery.
However, this theol is alsc independer from the “prime limit theory.” Plaintiffs have proffered
evidenc: of othel pumps« on the marke that did not require a prime after a battery change. The
prime thai resulte(in Mrs. Dalton’s over-infusior would not have occurrechac the 202C Pumg not
requirec a Prime Operation following a battery change. Defendant argues that requiring a Prime
Operation in this instance peated against a greater risk, the chance that the device misaligns
during a change of battery aimdroduces air into the system. Whether the Prime Operation is
necessary and, correspondingly, whether thecdegi unreasonably dangerous by requiring this
process following a battery change, is sufficiently disputed for a jury to decide.

Accordingly, the Court finds summary judgnt on Plaintiffs’ design defect claim is
inappropriate at this juncture.

V.

“A plaintiff in Kentucky can bring a dettive design claim under either a theory of

negligence or strict liability.Ostendorf,122 S.W.3d at 535. Both Plaifis’ strict liability and

negligence claims are premised on their arguinthat the product is unreasonably dangeias,



that the product created an unreasonable riske$ézable injury. However, negligence focuses on
the conduct of the manufacturer, and specificallgtiver the manufacturer used reasonable care to
protect against foreseeable dangers, while giraducts liability focuses on the defective product
itself. Id. Courts employ a risk-utility balancing tektait assesses the manufacturer’s decision to
design a product in a certain manner and whetteemanufacturer exercised reasonable care in
making the design choices it madtb.

Because the Court finds that a reasonalslegauld find that the 2020 Pump had a design
defect, a reasonable jury could@find that Animas was negligent in its design of the 2020 Pump.
See Ostendgri22 S.W.3d at 535 (holding that a pldinay bring a defeitve design claim under
a theory of negligence or strict liability and both theories are premised on the argument the product
is unreasonably dangerousge also Nichols v. Union Underwater Co., Jis€©2 S.W.2d 429, 433
(Ky. 1980)(stating the distinction between hgegnce and strict liability “is of no practical
significance so far as the standard of conduct reduf the defendant . . . is reasonable care”).
Accordingly, the negligence cause of action remakhswever, as noted above, a defective design
claim proceeds under a theory of negligemcstrict liability. At a recent conference in chambers,
counsel for Plaintiffs advised the Court thagyttplanned to primarily pursue the strict liability
claim. Though it may be possible Blaintiffs to pursue different theories for recovery in a design
defect case, the Court cautions a negligence claim duplicating the recovery available under strict
liability generally does not add anything to the case and risks jury confusion.

V.
Plaintiffs’ claims for both breach of warranty and for violation of the KCPA seem likely to

fail and do not add substantial value to their case.
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If a product is proven to be defective, a Defant may be contractually liable for a breach
of warranty. McCoy v. General Motors, Corpl7 F.Supp.2d 838, 839 (E.D. Ky. 1998). Because
the Court has not dismissed Pt#ig’ claims for design defect®)laintiffs may pursue their breach
of warranty claim. It should be noted that dgesfor this claim may be restrained given the 2020
Pump’s limited warranty. If Plaintiffs are able to prove the 2020 Pump was in fact defective,
Defendant argues that the limited warranty expressly limits their remedy to repair or replacement
of the pump.

Plaintiffs’ claim for breach of an implied wanty of fitness for a particular purpose fails
because Mrs. Dalton’s use of the 2020 Pump was not pec8BakRS § 355.2-315 (“Where the
seller at the time of contracting has reasoknimw any particular purpose for which the goods are
required . . . there is . . . an implied warrantgtttine goods shall be fit for such purpose.”). Mrs.
Dalton used the 2020 Punfgr its ordinary purpose — as arsulin delivery product. Absent an
allegation that Mrs. Dalton used the device fpagicular purpose of wth Defendant would have
reason to know, this claim must be dismissed.

The Plaintiffs’ claim based on alleged violatiaxishe KCPA must gl be dismissed. The
KCPA prohibits “[u]nfair, false, misleading, deceptive acts or practices in the conduct of any
trade or commerce,” where “unfair shall tenstrued to mean unconscionable.” KRS § 367.170.
Plaintiffs have not identifiedrey conduct of Defendant that constéd a KCPA violation. Rather,
their Complaint generally states, “Animas misegented the efficacy and safety of the Animas
2020 insulin infusion pump.” The Plaintiffs’ Response to Defendant’s Motion for Summary

Judgment does not defend their KCPA claim.
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The Court’s review of the recolis not revealed a viable claiflaintiffs have not alleged
facts upon which a reasonable jury could find DdBnt intentionally, knowingly, or in bad faith
took malign actions affecting Plaiffd. Therefore, Plaintiffs’ KCPAlaim fails as a matter of law.

VI.

In Kentucky, a claim for “loss of consortiumdsrivative of an injured plaintiff's claim.”
Norton v. Canadian Am. Tank Lin@&9009 WL 931137, at *2 (W.D. Ky. Apr. 3, 2009)(citiDgley
v. Reed87 S.W.3d 247 (Ky. 2002)). As such, Mr.l@a’s claim is entirely dependent upon the
success of his wife’s product liability claim. Givierat Plaintiffs do have remaining claims against
Defendant, summary judgment on Mr. Dalton’s lossa@ifsortium claim is inappropriate at this
time.

During a pre-trial conference with both parties, it was clear to the Court that the Plaintiffs’
main objective in trial is to pursue the produ@bility claim based on a design defect in the 2020
Pump. The negligence, breach of warranty, anddbssnsortium claims appear to be secondary.
Most likely, they will be accounted for if and whtre jury is charged ith assessing liability and
damages.

VILI.

CountV of the Complaint, entitled “Damages,” asserts a nebulous cause of action for various
types of damages. This count is dismissed amtter of law, because damages are a prayer for
relief, not a cause of action.

Defendant has also moved for summary judgment as to Plaintiffs’ claim for punitive
damages, which is set forth as a separate cause of action in Count VII. However, a claim for

punitive damages is not a separate cause of action, but a remedy potentially available for another
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cause of action.Toon v. City of Hopkinsville2011 WL 1560590, at *3 (W.D. Ky. April 14,
2011)(citingSalisbury v. Purdue Pharm., L,FL66 F. Supp. 2d 546, 548, n. 1 (E.D. Ky. 2001)).
Plaintiffs’ strongest claim is a design defect urtact liability. The claim here is that Defendant
should have done more than warn users abeudhgers of over-infusion and should have known
that no amount of training could adequately prepare users to follow safety procedures.

To proceed on a claim for punitive damages Riféérmust have some evidence from which
a reasonable jury could find malice or reckless disregard for a product user’s afetgy v.
Butcher 131 S.W.3d 357, 359 (Ky. Ct. App. 2004). Here, the evidence is that Defendant took many
actions to ensure user safety. The questiavhisther those actions were reasonably sufficient.
Thus, while the evidence may raise issues gfigence, it does not suggfeany questions as to
malice or malicious disregard. The evidence doesutamit to such an inference. Consequently,
Plaintiffs’ claim for punitive damages must be dismissed.

Being otherwise sufficiently advised,

IT IS HEREBY ORDERED that Defendant’s Motion for Summary Judgment is
GRANTED in part and Plaintiffs’ claims for a mafacturing defect (the “stuck button theory”),
under the KCPA and for punitive damages are DISMISSED WITH PREJUDICE.

The remaining claims are Count | (Strict Liability with respect to the defective design
theories), Count Il (Negligence), Count Il (BreawfhExpress Warranty) and Count VI (Loss of

Consortium).
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December 20, 2012

John G. Heyburn 11, Judge
United States District Court

cC: Counsel of Record
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