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UNITED STATES DISTRICT COURT
WESTERN DISTRICT OF KENTUCKY
LOUISVILLE DIVISION
CIVIL ACTION NO. 3:11-CV-00456TBR

BRIAN SADLER and MICHELLE SADLER, Plaintiffs
Individually and on behalf of their Minor Child, B.S.

V.

ADVANCED BIONICS, LLC Defendant

MEMORANDUM OPINION AND ORDER
This matter is before the Court upon Bedant Advanced Bionics, LLCMlotion
to Limit the Testimony oPlaintiffs’ Expert Tom Green.(ECFNo. 117.) Plaintiffs Brian
and Michelle Sadler, individually and on behalf of their minor child B.S., have responded,
(ECF No. 137), and Defendant has repliecHCE No. 160). This matter is now ripe for
adjudication. For the reasons that follow, Defamtts Motion will besustained in part and
denied in part.

l.
The admissibility of expert testimony is governed fgd. R. Evid. 702, which

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 testimay is based on sufficient facts or data;

(c) the testimony is the product of reliable principles and
methods; and
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(d) the expert has reliably applied the principles and methods
to the facts of the case.

In Daubert v. Merrell Dow Pharm., Inc.“the Supreme Court tblished a general
gatekeeping obligation for trial courts to exclude from trial expert testimoaty ish
unreliable and irrelevant. Conwood Co. v. U.S. Tobacco C290 F.3d 768, 792 (6th Cir.
2002) (alteration and internal quotation marks omittedptigg Hardyman v. Norfolk &

W. Ry. Cq. 243 F.3d 255, 260 (6th Cir. 2001) (applyiBgubert 509 U.S. 579, 597
(1993); Kumho Tire Co. v. Carmichaeb26 U.S. 137, 1448 (1999))). The Court must
determine whether evidence proffered under Fed. R. E@d8."both rests on a reliable
foundation and is relevant to the task at handdaubert 509 U.S. at 597. A key
consideration is “whether the reasoning or methodology underlying the testirmony i
sufficiently valid.” Id. at 59293. The Supreme Court advises that the inquiry is “a
flexible one,” and that “[t]he focus . . . must be solely on principles and methodology, not
on the conclusions they generatdd. at 59495. A testifying expert must “employ[] in
the courtroom the same level of intellectual rigbat characterizes the practice of an

expert in the relevant field. Kumho Tire 526 U.S. at 152.

Despite that there is no “definitive checklist or test” for meeting the standard of
Fed. R. Evid.702, Daubert laid out a number of factors that typically “bear on the
inquiry,” including: whether the theory or method in question “can be (and has been)
tested,” whether it “has been subjected to peer review and publicationienliehas a
“known or potential ratef error,” and whether the theory or technique enjoys “general
acceptance” in the “relevant scientific community.Dauber{ 509 U.S. at 5934.
Although Daubertaddressed scientific evidence, the Supreme Cowtmto Tire Co. v.

Carmichaelheld that arial court may consider theaubertfactors for all types of expert
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evidence.Kumho Tire 526 U.S. at 150. Thus, timubertfactors are nonexhaustive and
may not be pertinent in cases where “the relevant reliability concerns . . . foaus upo
personaknowledge or experience.ld.; see also First Tenn. Bank Nat'| Ass’'n v. Barreto

268 F.3d 319, 335 (6th Cir. 2001).

The Court need not necessarily hold Daubert hearing to determine the
admissibility of expert testimony but, nonetheless, must ensure that the disgtitedrig
is both relevant and reliableSee Clay v. Ford Motor Co215 F.3d 663, 667 (6th Cir.
2000). Generally, “a trial judge . . . ha[s] considerable leeway in deciding whether
particular expert testimony is reliableKkumho Tire 526 U.S. at 152accord Conwood
290 F.3d at 792Jahn v. Equine Servs., PSZ33 F.3d 382, 388 (6th Cir. 2000), and his
decision whether to admit expert testimony is reviewed for abuse of discest@Kmho
Tire, 526 U.S. at 142Newell Rubbermaid676 F.3d at 527Hardyman 243 F.3d at 258;
see also Tamraz v. Lincoln Electric C620 F.3d 665, 672 (6th Cir. 2010) (“Rule 702, we
recognize, does not require anything approaching absolute certainty. And evigere
person sees speculation, we acknowledgethan may see knowledge, which is why the
district court enjoys broad discretion over where to draw the line.” (intertaions
omitted)).

.

Plaintiffs’ expert Tom Green holds a bachelor of science in metallurgy an
materials engineering, as wed a mastes degree irengineering administration. His field
of expertise is hermeticity, in which he has over thyedars’ experience. SeeECF No.
118 at 5358.) Green also professes substantial experience in hermeticity testing and

failure analysis in the context of microelectronic packing. Green submittenteathran
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page experteportdetailing his opinionsgn this matter. $eeECFNo. 118.) He has bae

deposed previously in other cases but has never testified at trial.

Defendant moves to exclude Green’s testimony on four grounds: (1) Green opines
on regulatory matters beyond his expertise; (2) Green offers inadmissitdengle
opinions characterizqn Defendant’s conduct as “negligent” and “reckfessd Green
improperly offers legal conclusions; (3) Green discusses irrelevatiens that ardoth
unrelated to the Astro Seal feedthru at issue here and unsupported by saeitdice;
and (4) Green seeks to impose requirements different, fowmn addition t¢ FDA
requirementsyhich are preemptednd, therefore, irrelevant.ECF No. 117, at1.) The
Court will address each in turn.

A.

Defendant first argues that Green should be precluded from testifying about
Defendant’s compliance with FDA regulations because such testimony would be beyond
the scope oGGreen’sexpertise, would not be helpful to the jury, would not be relevant, and
would be unfairly prejudicial. ECFNo. 11%#1, at 3.) In his expert report, Green opines
that Defendant’s hermeticity testing is flawed for several reas@eeECFNo. 118, at 5
6.) He states that the universally accepted test designed to determine theea#estor
hermeticity of a seal is “MiBETD 883, Test Method 1014.”ECF No. 118, at 5.) He
concludes that Defendant represented to the FDA that it was in full complighcthis
standardwhen, in fact, Defendant did not comply with this staddandthuscould not
detect for hermeticity failure during production. His report goes on to detail & som
length how and why Defendant’s testing ilconsistent withFDA requirements and

industry standards.S€eECFNo. 118, at 10-15.)
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In support of its position, Defendant points to Green’s deposition testimony in
which Green testifiedhat he does not consider himself an expert on FDA regulations.
(SeeECF No. 1181, at 25.) Because Green admittedly has never worked for the FDA,
never taken coursesor training on FDA regulations, and, essentially, has had no
involvement with FDA regulations prior to this litigation, Defendant insists Graen’s
proposed testimony in this regard must be excluded under Fed. R. EvlikcHise Green
lacks the knowledge, skill, experience, training, or education to opine on Defendant
compliance with FDA regulations. ECF No. 1171, at 5.) Additionally, Defendant
maintainsthat Green should be precluded from basing his opinions dbefgndant’s
compliance with FDA regulations on a summary or parapigasf FDA documents,
arguingthat such testimony would not assist the trier of fact as required by F&didR
702. ECFNo. 117-1, at5.)

The Court is not persuaded that Green lacks sufficient knowledge and expertise to
render his proposed expert opinion relative to FDA regulations. For one, the Court reads
Green’s expert report as focusing on Defendant’s tegirogedures-namely, whether
those procedures deviated from the industry standard and whether Defendant
misrepresented its testing procedures to the FC¥&eECFNo. 118, at 1a11.) The Court
agrees with Plaintiffs that, based on Green’s extensive experience in tHishielis
qualified to testify relative to FDA regulations in the limited mannexhich he proposes
to. Green’s references to FDA regulations relate to deviations from the indtsstdard
and other engineering aspects of FDA tagjans He does nbpropose to testifyhat
Defendant committed FDA violationper se but rather to “give the limited FDA

regulatory context needed to understand his opinions on engineerlBGF No. 137, at
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8.) To the extent Green’s ultimate opinion focuses on whether Defendant followed
industry testing standards and protocols (as opposed to an ultimate opinion that Defendant
committed FDA violations), the Court finds Green is amply qualified bydusation and
professional knowledge and experience to render such an opinion.

Furthermorethe Court finds Defendant’s objection to Green’s reliance on FDA
documentation without merit. Green’s expert report makes clear that his opar®ns
based on his technical assessments and go well beyond simple reliance ogBi#ores
or documentatin. Green proposes to opine that Defendant failed to conduct testing as it
said it would, that Defendant poorly designed and implemented their manufacturing
process flowthat Defendant conducted untimely and substandard failure analysis testing,
and that Defendant improperly relied on a theorized cause of moisture in devices that
should have been readily disprovemhus, these opinions appear to be based not upon
FDA regulations or documentation, buather upon Green’s experience, education,
training, and professional knowledge. Furthermore, the Court is persuaded that Green’s
proposed testimony woulassist the trier of fact so as to warramtlusionunder Fed. R.

Evid. 702.

Therefoe, having considered Green’s expert repadrriculum vitag deposition
testimony, and proposed expert opinions, the Court finds Defendant’s first argument
without merit. These issues, at best, go more appropriately to the weight ofsGreen
testimony andare proper matters for creegamination; they do not render Green

unqualified or his proposed testimony unreliable.
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B.

Defendant next argues that Green’s characterizations of Defendant’s conduct as
“negligent,” “reckless,” “irresponsible,” and the dikshould be excluded @&sadmissible
personal opinionghatare not the proper subject of expert testimamg alsobecause an
expert may not express a legal conclusiddCKNo. 1171, at 6.) Plaintiffs recognize that
experts may not offer purely legapinions, but assethat there is nothing improper about
Green using the factual term “defective EGFNo. 137, at 10.) To this epRBlaintiffs cite
the Sixth Circuit’s recent decision lbnited States v. Layn which the court held that a
witness may testify using terms that have a legal meaning so long as that teStdoemy
not involve terms with a separate, distinct and specialized meaning in the larerdiffe
from that present in the vernacular.” 612 F.3d 440, 448 (6th Cir. 2010) (quuribed
States v. Sheffeyy/ F.3d 1419, 1426 (6th Cir.1995)). Because “[tlhe word ‘defective’ in
law does not have a meaning separate and distinct from its common usage, flaintif
insist that undekay the Court should not exclude use of ttatn (ECF No. 137, at 10
11.)

The Court finds that théerms “defect” and “defectivetan have adistinct and
specialized legal meaning in the context of products liability. To thete®teen proposes
to opine that the product in question was “defective,” the Court finds that such an opinion
is tantamount to an ultimate legal conclusion and shioeleixcludeds such The Court is
not, however, prepared to grant Defendant a blanket exclusion of the words “defect” or
“defective” in any context. While products liability frequently speaks tdefects” and
“defective products,these terms are seldoased in jury instructions.Further,because

“defect” and “defectivealsohave acommon and universal meanjnge Court does not
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believe an expert referring to a product as being defective means thesegp#tion
necessarily willbe prejudicial or will confuse the juryT'herefore, Greemay use thse
termsgenerally in expressinigis opinion. Consistent with the foregoing, any objection to
the use of those terms may be appropriately raised and addaessaldif necessary

The Courtfurtherfinds that any testimony by Green that Defendant was “reckless”
or “negligent,” or acted “recklessly” or “negligently,” to the extehat testimony
expresses a purely legal conclusimlikewise inadmissible. Additionally, because the
term “reckless” carriea distinct legal meaning arelsoconnotesan inadmissible personal
opinion beyond the propaccope ofan experts testimony, Green is precluded from using
the characterizations “reckless” or “recklessly” at tri8keln re Baycol Prods. Litig.532
F. Supp. 2d 1029, 1054 (D. Minn. 2007) (finding that an expert “may not infuse his
personal views as to whether [thefehdant] acted. .recklessly). Further, these phrases
carry some personal opinion of intent, to which the expert cannot ofieeJohnson v.
Baker, 2009 WL 3486000, at *5 (W.D. Ky. Oct. 23, 2009) (Russell, C.J.) (civogdhull
v. Cnty. of Kent2006 WL 2228986, at *6 (W.D. Mich. Aug. 3, 200&)nited States V.
Libby, 461 F. Supp. 2d 3, 7 (D.D.C. 200§)A party’s state of mind . . . is not within the
knowledge of any exper).* Plaintiff avers that Green will not be asked whether

Defendant was “negligent,” ddefendant’scontention with that term may be mootSeg

! Furthermore, sithis Courthaspreviously recognized, “Various courts have excluded expert testimony
on issues relating to state of mind in civil case&d (citing Halcomb v. Washington Metro. Area Transit
Auth, 526 F. Supp. 2d 24 (D.D.C. 200%poodhul] 2006 WL 2228986, at *@yleds v. City of Memphis
2005 WL 5988642, at *2 (W.D. Tenn. Feb. 10, 200&5cord CMtTrading, Inc. v. Quantum Air, Inc98
F.3d 887, 890 (6th Cir. 1996) (“[An expert's] opinion regarding whether théepantendedto enter a
[contractual] relationship was not admissible. The intent of the partiesisse within the competence of
the jury and expert opinion testimony will not assist the jury, withimtbkaning of Federal Rule of Evidence
701 ... ."),abrogated on other grounds by Morales v. Am. Honda Motoy I5d. F.3d 500 (6th Cir. 1998).
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ECFNo. 137, at 11.) To the extent it need be addressed here, the Court similarly finds
that the term“negligent” has a distinct legal meaning, and whether Defendant acted
“negligently” sounds of the sort of subjective personal opinion not befitting expert
testimony. As such, Green is precluded from using the characterizategiggent” or
“negligently” at trial.

Finally, the Court agrees with Plaintiffs thals an expert in hermeticity and the
Mil -STD standard, Green moperlyqualified to opineas to whether Defendant complied
with that standard. However, testimony characterizing Defendant a&spamsible”
appears to be the sort pérsonal opinion testimony that would exceed the proper bounds
of Green’s expert opinionSeeln re Baycol Prods. Litig.532 F. Supp. 2d at 10%finding
that an expert “may not infuse his personal views as to whether [the defendant] acted . . .
irrespasibly”). To the extent Green proposes to testify at trial Defiendant’'s actions
were “irresponsiblé or something similar, such testimomyll be excludedAny further
objection thereto may be properbised and addressed, if necessary, at trial.

C.

Third, Defendant moves to exclude Green’s testimony as it pertaissveral
topics that Defendant asserts are not relevant, will not assist the trier of fact, amd/or
opinions based solely apse dixit (ECFNo. 1171, at 7.) Specifically, Defendant argues
that Green’s expert report includes discussion of four issues that are nantdlevthe
issues in this case: (1) a recall of certain HiRes 90K magnets; (2¢thatyfailures in the
older generation C1.2 device that were caused by a different interface ofcthetoithe
feedthrus (3) a table of purported other hermeticity problems identified in earlecate

or in other HiRes 90Ks; and (4) speculation about possible fluid exchange in and out of the
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device and whether the device contains elements that are potentially harmiilbtodty.
(ECFNo. 1171, at 7.) Plaintiffs disclaim that Green will testify as to numbers (1) and (4);
therefore, the Court need not address those issues further and instead will focus on
Defendant’s challenges tmmbers (2) and (3.

In regard to number2j, hermeticity failures in older generation C1.2 devijces
Plaintiffs insist that because this topic deals with prior leaking issues, it is dlel@ant
because it goes the issue ofiotice. ECFNo. 137, at 12.) Plaintiffs reason that if prior
models were leaking at tHecation of thefeedthry Green will explain why it would be
important to disprove leaking titat locationunder actual or simulated conditions, because
the feedthru would be the most logical place for water to enter the defdCé Np. 137,
at 12.) Defendant argues that hesza Plaintiff B.S.’s device was manufactured five years
after the last C1.2 was made, andther because the C1.2 had a different case design,
different case material, and involvedmplicationsdifferent than the Astro Seal issue,
Green’s opinion regarding prior devices is not relevant and must be exclUE&.NQ.

160, at 5-6.)

Defendant’s position is wethken and the Court has reservatiomkether,evento
the limited extent Green intends to testify in regard to number (2) for the purpose of
showng notice this evidence would be admissiblé, during the course of trial, Plaintiff
feels that Defendant opens the door to the introduction of this evidencthatr this
evidenceotherwise becomes admissible, Plaingifall approach the Coudnd seek leave

to introduce it.

2 Defendant also challenges each of the four numbered topics as based og moifgirthan thépse
dixit of the expert. $eeECF No. 1171, at 89.) Defendant does not renew this challenge in its Reflge (
ECF No. 160.) Based on the Court's review of Green's expert reporiCdhe finds this argument
unpersuasive and, as such, need not address it further here.
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In regard to number (3Plaintiffs argue that Green should be permitted to testify
regarding a table of other hermetiaggueddentified in earlier deviceandin other HiRes
90Ks, even if thosessuesare differentfrom that of B.S.’s device. HCF No. 137, at 12.)

In essence, Plaintiffaim to refute any impression Defendant might give to the jury that
Defendantmakes & good, reliable product” by showing these other, alberelated
leaking and moisture problems(SeeECF No. 137, at 12.) For purposes of proving
liability, the Court finds that this proposed testimony should be excluded on grounds of
relevancy under Fed. R. Evid. 402. Moreover, evehid testimonywere relevant, the
Court findsthat exclusion is proper under Fed. R. Evil3 becausats probative value
would be substantially outweighed by the risk of unfair prejudice, confusion of thes,ss
and misleading the jury. However, should Plaintiff feel thatthis proposed testimony
becomes admissiblt trial, Plaintiff shall approach the Court and seek leave to introduce
it.

D.

Lastly, Defendantnoves to exclude Green’s opinion that Defendant should have
used manufacturing processbferent from or in addition tothose approved by the FDA
on groundsof preemption (ECF No. 1171, at 9.) The Court addressed the issue of
preemption more fully in its Memorandum Opinion and Order entered March 8, 2013.
(ECFENo. 162.) In light ofthat Opinion, the Court finds no reason at this time to exclude
Green’s proposed expédstimonyinsofar ast goesto nonpreempted issues and Plaintiffs’
two viable parallel claims.(SeeECFNo. 162.) Any other objections to Green’s testimony

in this regard appropriately may be raised and addressed at trial.
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1.
Being otherwise sufficiently advised,
IT IS HEREBY ORDERED that Defendant’'s Motion to Limit the Testimony of
Plaintiffs’ Expert Tom Gren, (ECF No. 117), is SUSTNED IN PART and DENIED IN

PART consistent with the foregoing Opinion.

Homas B Buoset!

Thomas B. Russell, Senior Judge
United States District Court

April 1, 2013
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