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INTRODUCTION 

 The jury got this case right.  A cochlear implant must be leak-proof to be safe and 

effective in fulfilling its sole purpose.  The HiRes90k was defective and in violation of federal 

law, FDA regulations and Advanced Bionics‘ pre-market approval. 

 In January 2003, an Advanced Bionics engineer warned the company that AstroSeal 

feedthrus were ―vulnerable to a potential leak!‖  (Plf. Ex. 56).  When the company began using 

the feedthrus anyway, its Vice President of Quality Assurance prepared a presentation to the 

company, in which he discussed systemic Quality problems including a ―total deficiency in 

implant life testing.‖  (Plf. Ex. 63).  In October 2004, Advanced Bionics engineers were e-

mailing corporate officers about leaks in their devices.  Within weeks, they started writing 

memoranda to the file expressing their concerns.  (Plf. Ex. 142).  By February 2005, the 

company‘s President was spending Saturday nights emailing the CEOs about the alarming rate of 

device failure.  (Plf. Ex. 139).  Yet Advanced Bionics continued manufacturing, selling, and 

shipping these devices. 

 Advanced Bionics received a pre-market approval for its HiRes90k devices with a PA&E 

feedthru.  The pre-market approval expressly barred the company from switching critical 

components.  (Plf. Ex. 119).  It is undisputed that the feedthru is a critical component.  Despite 

this, Advanced Bionics switched to the unapproved AstroSeal feedthru to avoid losing 

manufacturing time and market share to its competitors, in violation of its Pre-Market Approval. 

 Before Advanced Bionics began selling AstroSeal devices, engineers warned corporate 

executives that the AstroSeal feedthru was vulnerable to leaks.  Despite the risk posed by 

untested feedthrus and federal regulations requiring testing, the company did not test the 

AstroSeal Devices in actual or simulated use conditions.  As a result, Advanced Bionics allowed 
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leaking devices to be implanted in Deaf children, including babies as young as six months old.  

Tran. Vol. 5 at 131:14-19.   

 The jury found Advanced Bionics recklessly disregarded its patients‘ rights by failing to 

test AstroSeal feedthrus in actual or simulated use conditions and by producing devices 

containing those feedthrus in violation of its Pre-Market Approval.  The jury found, based on 

clear and convincing evidence, that Advanced Bionics‘ actions were outrageous and performed 

with a reckless disregard to the safety of patients like Breanna.  Based on the harm it caused 

Breanna and the reprehensibility of its conduct, the jury awarded actual and punitive damages.   

FACTUAL BACKGROUND 

A. Advanced Bionics knew its actions would hurt thousands of Deaf men, 

women, children and infants. 

 

 1.   Advanced Bionics knew its devices leaked. 

 

 On October 6, 2004, more than fifteen months before Breanna‘s implant, the designer of 

the HiRes90k sat down to send an e-mail to his boss.  "It has long been my belief that the 

hermeticity of our devices has been handled poorly," Mr. Kuzma wrote, "and current attempts to 

solve the problem are not only inadequate, but based on a number of wrong assumptions."  He 

continued, "I have tried in the past to address these concerns but have been unable to break 

through an impenetrable wall of resistance."  Mr. Kuzma emphasized his concern:  "This is so 

important that I cannot just sit still and watch what is going on."  (Plf. Ex. 136) 

 Throughout the next month, engineers and technical support personnel tried to break 

through that "impenetrable wall of resistance."  Phil Segel, the Director of Technical Services, 

wrote an e-mail to the Regulatory Vice President with the subject line, "Zyglo Intrusion into 

numerous HiRes90K devices."  Mr. Segel, addressing these failed leak tests, wrote, "[T]o my 

thinking this calls into question what we have been telling our customers--that is to say that our 
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current situation is in no way related to external moisture getting into the device." (Plf. Ex. 181).  

Despite Mr. Segel‘s warning that devices were leaking, the company continued producing them. 

 In various Quality Review meetings, the Manager of Auditory Quality "tried to convey 

the level of confidence [he had] in the data that points to feedthru leaks as a source of moisture."  

Mr. Polack, dissatisfied with the meetings, wrote a memo stating that feedthru leaks were 

causing moisture in devices.  (Plf. Ex. 88).  Despite Mr. Polack‘s warnings, the company 

continued producing leaky devices. 

 In 2004, Advanced Bionics performed a recall and then obtained FDA approval to 

resume shipment, based on the stated theory that manufacturing processes were sealing moisture 

in devices.  The recall was a sham; Advanced Bionics knew its devices were leaking before the 

recall began.  This is not speculation or attorney argument—the company‘s Director of Technical 

services admitted that Advanced Bionics knew its devices were leaking moisture in October 

2004.  (Video Dep. of Phil Segel at 21:19-22:06).  Throughout the recall, the company continued 

producing devices, showing that the ―fixes‖ it was making during the recall were meaningless.  

(Plf. Ex. 230).  Thus, when shipping resumed in November 2004, devices with the same 

problems that led to the recall were immediately sold for implantation. 

 Eleven months before Breanna‘s implant, on a Saturday night at 9 p.m., the President of 

the Auditory Division e-mailed the company's CEO, admitting that the moisture problem was not 

fixed and that "product failures continue to occur at an alarming rate."  His concern was not for 

patients; he feared only he ―was at danger of losing key accounts.‖  (Plf. Ex. 139).  Despite 

knowledge at the apex of the corporation that devices were failing, Advanced Bionics continued 

manufacturing and selling these devices. 
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 2. Breanna‘s experience—one example of the harm AB caused. 

 After Advanced Bionics continued shipping devices that fail ―at an alarming rate" for 

nearly a year, Breanna Sadler received one of its devices.  Like more than a thousand other Deaf 

patients, Breanna suffered a device failure.  A few days after Christmas she was playing with a 

new toy, one of her Christmas presents.  Suddenly, she was thrown to the ground and shocked.  

The pain was so intense that she began rubbing her head on the ground to try to stop it.  Tran. 

Vol. 6 at 16:11-23.  Because of the shocks, Breanna was thrown into convulsions and vomited.  

Id. at 17:1-19.  The shocking caused "red blotches" that "looked like electrical burns" all over 

Breanna‘s body.  4/9/13 Tran. (Brian Sadler) at 6:13-20.  When her parents replaced the device 

under medical supervision, Breanna was shocked again, as though "shocked with a cattle prod, or 

maybe a taser."  Id. at 9:1-10. 

 Breanna's suffering continued.  She experienced continuous "popping" sounds and 

burning sensations, even with the external device disconnected.  Id. at 10:22-11:4.  Once when 

the defective internal device burned her, she was rushed to the emergency room and sedated with 

Oxycodone.  Id. at 11:16-12:20.  According to Advanced Bionics‘ Vice President of Research 

and Technology, Breanna suffered a ―very unfortunate‖ and ―very severe‖ injury from the 

leaking device.  4/15/13 Tran. (Kulkarni) at 30:15-25, 37:13-15.  She endured multiple hospital 

visits, IVs, examinations and rounds of general anaesthesia.  Finally, she underwent a seven hour 

surgery to remove the leaky device. 

 For six weeks, Breanna refused to wear hearing aids or glasses.  She could not see.  She 

could not hear.  She let no one touch her, not even her parents.  She did not sleep.  She did not 

eat.  She did not play.  For six weeks, "it was like she was in a coma but she was awake."  4/9/13 

Tran. (Brian Sadler) at 10:7-21. 
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 To this day Breanna cannot put on her hearing aids without fear of another shock.  To this 

day she cries about being shocked by Advanced Bionics' defective implant.  Id. at 30:13-31:1. 

 Advanced Bionics knew this was a likely result if they continued shipping devices.  But 

they did it anyway. 

 3. Greed caused Advanced Bionics to ship leaking devices.   

 Before it began producing AstroSeal Devices, an engineer warned Advanced Bionics that 

the AstroSeal feedthru was "vulnerable to a potential leak!" due to micro-cracks.  (Plf. Ex. 56).  

A few months later, the company's head of operations warned that failure to approve a second 

feedthru supplier would cause delays in manufacturing new devices.  (Plf. Ex. 127).  Advanced 

Bionics needed to make decisions quickly to avoid losing manufacturing time.  Id.   

 The FDA had warned Advanced Bionics that it could not make any change in the critical 

components it used in its device.  (Plf. Ex. 119).  Advanced Bionics knew that its feedthrus were 

a critical component. Rather than delay product manufacturing, Advanced Bionics ignored the 

FDA‘s warning, deviated from the FDA-approved design and began using AstroSeal feedthrus. 

 In 2004, Defendant engineered a deal with Boston Scientific Corporation for the sale of 

the company.  Under that deal, Boston Scientific would buy the company from its shareholders 

in exchange for a deferred payout known as the Earn-Out.  Defendant's shareholders at the time 

of the deal were almost exclusively officers, directors, and employees.  The individuals with the 

authority to recall all had Earn-Out shares.  Tran. Vol 8A at 98:6-16. 

 Each Earn-Out share entitled its holder to additional money for every dollar of revenue 

increase.  (Dep. of Dave Morley, 26:18-27:07).  Net profit was not considered.  Quality of 

devices was not considered.  Expense due to returns was not considered.  Only gross revenue 

increase was used to calculate Earn-Out payments.  (Dep. of Pierre Boisier, 43:03-43:10).  Each 
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Earn-Out shareholder, including the officers and directors who controlled AB, made a profit 

from the increase in gross revenues. Tran. Vol 8A at 98:6-16.  They chose to continue shipping 

defective products knowing these devices were leaking in order to continue profiting from sales. 

 

ARGUMENT 

I. ADVANCED BIONICS COMPLAINS OF EVIDENTIARY “ERRORS” THAT 

WERE NOT ERRORS, THAT IT WAIVED AND THAT WERE HARMLESS 

 

Advanced Bionics argues at length that evidentiary errors occurred in this case.  This is 

false.  The majority of ―errors‖ Advanced Bionics identifies were not errors.  In fact, on most of 

the objections Advanced Bionics cites, the Court agreed with Defendant and excluded evidence 

or restricted lines of questioning.  

For many of the topics raised by Advanced Bionics, the company waived its current 

complaints by failing to object to testimony at trial.  Further, Advanced Bionics‘ trial strategy 

opened the door to inquiry by Plaintiffs into three areas Advanced Bionics complains of now:  

what the FDA was told, whether the company filed a PMA supplement, and the failure rate of 

the device.  Advanced Bionics presented argument and affirmative evidence in each of these 

areas.  Though they may not have anticipated the result, this Court should not immunize them 

from the consequences of their trial strategy. 

Even assuming the Court committed an evidentiary error, that error is harmless.  The 

overwhelming weight of the evidence supports the jury‘s verdict finding Advanced Bionics acted 

recklessly in deviating from its Pre-Market Approval and failing to test under actual or simulated 

use conditions as required by 21 C.F.R. 820.30(g). 

Defendant argues that evidentiary errors exist in five distinct areas.  Defendant does not 

cite to a single rule of evidence to support these contentions.  Given this ambiguity, it is difficult 
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to understand what grounds Advanced Bionics asserts for any individual evidentiary error.  

Despite this ambiguity, Plaintiff will respond to each alleged error in turn. 

 A.   Advanced Bionics Waived Its Objections to Evidence of The Company’s 

Failure to Submit a New PMA Application By Introducing This Evidence Itself 

 

1. A Party May Waive Objections to Evidence by Raising the Allegedly Improper 

Issue (―Opening the Door‖) or Introducing the Same Evidence. 

 

Advanced Bionics opened the door to the exact testimony it now complains was 

admitted.  "It is widely recognized that a party who raises a subject in an opening statement 

opens the door to admission of evidence on that same subject by the opposing party." Clark v. W 

& M Kraft, Inc., No: 1:05-CV-00725, 2007 U.S. Dist. LEXIS 71396 (S.D. Ohio Sept. 26, 2007) 

(quoting United States v. Magallanez, 408 F.3d 672, 678 (10th Cir. 2005)).  See also United 

States v. Breitkreutz, 977 F.2d 214, 220 (6th Cir. 1992) (defense opening statement opened the 

door to otherwise irrelevant drug ledgers). Even prior motions in limine and objections are 

waived when the party later introduces evidence on the same subject.  Ohler v. United States, 

529 U.S. 753, 755 (U.S. 2000) ("If a party who has objected to evidence of a certain fact himself 

produces evidence from his own witness of the same fact, he has waived his objection"). 

2. Advanced Bionics Waived Objection to Pre-Market Approval Applications. 

Advanced Bionics objected strenuously at trial, as it does in its motion, to any mention of 

the company‘s failure to supplement its Pre-Market approval.  At the same time, Advanced 

Bionics argued not only that it provided information to supplement its approval, but that the FDA 

approved the AstroSeal feedthru for the HiRes90k based on is submissions. 

Advanced Bionics‘ opening statement claimed that the company fully informed the FDA 

of the switch to AstroSeal and all failure analysis information related to the AstroSeal issue:  

"What information did Advanced Bionics provide to the FDA?  Well, failure analysis on every 
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device with any kind of possible failure. . . . we gave FDA qualification testing for the 

AstroSeal feedthrus."  (Trans. Vol. 2A at 89:15-18).  Amazingly, counsel for Advanced Bionics 

claimed that the FDA approved AstroSeal in the HiRes90k:  ―AstroSeal feedthru assemblies are 

qualified for use with Advanced Bionics‘ devices. We used it only after passing the tests. . . And 

the FDA approved it in 2003 based upon all the testing.‖  (Id. at 75:2-8). 

Additionally, counsel for Advanced Bionics waived this objection by eliciting testimony 

that it did not file a PMA Supplement from two separate witnesses.  First, during the cross 

examination of Wally Pellerite, Defendant tried to elicit testimony that it properly notified the 

FDA of its use of AstroSeal.  Counsel asked if qualification test documents ―were shown to the 

FDA during the 2004 inspection.‖ 4/4/13 Tran. (Pellerite) at 32:8-33:5.  Mr. Pellerite disagreed:   

Manufacturers provide lots of documents that are ultimately reviewed, some reviewed 

more thoroughly than others.  If you are suggesting that Advanced Bionics informed 

FDA because of this one line in these thousands of pages that they got as part of the 

inspection that‘s how they notified that AstroSeal was a feedthru, well, that‘s 

preposterous. 

 

Id. at 33:9-14.  Defendant‘s counsel tried again, asking about the list of documents the company 

provided to the FDA during the 2004 inspection: 

Q:  Okay.  In the inspection there‘s other documents that had been provided to the FDA 

as well, including a number of failure analysis reports, correct? 

 

A:  Again, it‘s – the investigators weren‘t there.  The fact that AstroSeal‘s name may 

have been on a diagram for a specification or may have been on a test result really isn‘t 

germane to why the FDA was out there.  I certainly would disagree that that is an attempt 

or that is a basis for FDA to inform the agency there is a proper way to inform it, and it’s 

a clear requirement in the PMA supplement and the conditions of the PMA that you 

provide that notification before you start using AstroSeal.  So we are talking apples 

and oranges here. 

 

Id. at 34:3-14.  Advanced Bionics elicited this testimony and raised no objection to it. 

 Advanced Bionics elicited similar testimony from Cedric Navarro.  Defendant‘s counsel 

asked why the company did not ―do all the same tests it had already done for the HiRes90k as 
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part of testing the device and submitting that as part of the PMA supplement.‖ Tran. Vol. 7A at 

87:1-5.  Mr. Navarro claimed it was not necessary, since ―we were already using the AstroSeal in 

the prior generation CII device.‖  Id. at 87:6-7. Earlier, in response to questions from 

Defendant‘s counsel, Mr. Navarro claimed Advanced Bionics ―told the FDA everything‖ and 

was ―an open book‖.  Tran. Vol. 7B at 32:1-8.  When questioned on cross examination about this 

statement, Mr. Navarro admitted that no PMA supplement was provided for the AstroSeal 

change.  Id. at 64:7-10, 15-18.  Advanced Bionics did not object to Mr. Navarro‘s testimony 

about failure to file a PMA supplement.
1
   

 There is no error in permitting discussion of PMA supplements.  Advanced Bionics 

elicited evidence of the lack of a PMA supplement from Mr. Pellerite.  Advanced Bionics also 

opened the door to questions about whether AB filed a PMA supplement through the direct 

examination of Cedric Navarro and argument in opening statement that the FDA approved 

AstroSeal.  To the extent evidence of PMA supplements is inappropriate, Defendant has waived 

that objection. 

B. “Misleading the FDA” – The Court Agreed with Advanced Bionics, Even 

After Defendant Opened the Door 

 

Advanced Bionics argues that Plaintiffs inappropriately introduced evidence that the 

company misled the FDA and doctors.  In support of this argument, Defendant cites seven 

instances where it objected to testimony about FDA communications.  Advanced Bionics opened 

the door to a discussion of its communications with the FDA by repeatedly cloaking itself in the 

FDA‘s approval or agreement with its actions.  Despite this, the Court agreed with Advanced 

Bionics in each of the seven cited areas and struck testimony or prohibited lines of inquiry.  

Though the Court would have committed no error by admitting the evidence, the Court cut off 
                                                           
1
 Advanced Bionics did object, and the Court sustained, a follow-up question about whether that 

supplement was required by law.  Tran. Vol. 7B, 64:13-14. 
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inquiry in each of the situations cited.  Advanced Bionics cannot now complain of error where 

the Court agreed with it.  

1. Advanced Bionics Claims Error Where the Court Agreed With It 

It is a basic tenet of evidence law that ―a ruling that affects a substantial right is not a 

basis for reversal unless the ruling is erroneous.‖  1-103 Weinstein's Federal Evidence § 103.41 

(citing O'Donnell v. Georgia Osteopathic Hosp., Inc., 748 F. 2d 1543, 1547 (11th Cir. 1984)).  A 

party cannot complain about a ruling where that ruling caused the party no harm, and even less 

when that party benefitted from the Court‘s ruling.  Id. (citing Haygood v. Auto-Owners Ins. Co., 

995 F. 2d 1512, 1516 (11th Cir. 1993)). 

Advanced Bionics cites seven instances over the span of a two-week trial where it 

objected to testimony regarding information provided to the FDA:  Tran. 4/3/13 (Pellerite) 

20:15-22:25, 43:1-44:17 (Objecting to the use of the word ―illegal‖ only)
2
, 47:12-19, 64:4-20 

(Objecting the word ―egregious‖ only)
3
, 74:22-75:13, 77:18-21, 95:10-11, and Tran. Vol. 5 at 

90:1-13, 94:6-14, 95:10-21.  The Court sustained each of Advanced Bionics‘ objections and 

either struck the testimony with a curative instruction or cut off Plaintiff‘s line of questioning.   

Advanced Bionics cannot now complain where the Court‘s rulings benefitted it at trial.  

As the Sixth Circuit has noted, the court at every stage of the proceeding must disregard any 

error or defect in the proceeding which does not affect the substantive rights of the parties.  

Morales v. American Honda Motor Co., 151 F.3d 500, 514 (6th Cir. 1998) (quoting Fed. R. Civ. 

P. 61).  No substantive right of Advanced Bionics was impaired when the Court agreed with its 

objections.  Advanced Bionics‘ argument is specious. 

                                                           
2
 Advanced Bionics limited its objection to Mr. Pellerite‘s use of the word ―illegal‖.  An objection is only 

valid for the purpose stated at trial.  To the extent Advanced Bionics now claims error for some other 

evidentiary reason, that objection has been waived.   
3
 Advanced Bionics limited its objection to Mr. Pellerite‘s use of the word ―egregious‖.  To the extent 

Advanced Bionics now claims error for some other evidentiary reason, that objection has been waived.   
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2. Advanced Bionics Opened the Door to the FDA‘s Knowledge and Approval 

As discussed above, the Court sustained Advanced Bionics‘ objections.  It would have 

committed no error, however, had it overruled them.  At trial, despite ample evidence that the 

FDA knew nothing of the component switch, Advanced Bionics claimed that the FDA was fully 

informed of the AstroSeal switch but unable to detect device leaks.  By repeatedly claiming the 

FDA approved the AstroSeal device, Advanced Bionics opened the door to an examination of 

that ―approval.‖     

The theme of FDA inability to detect the leaks permeated Defendant's opening statement, 

where it was repeated a dozen times:   

 "We made improvements in 2004 and 2005. . . Advanced Bionics and the FDA both 

thought the problem was fixed."  (Vol. 2A, 66:21-23);  

 

 "We believed, and the FDA believed, that the moisture was in the implant before it left 

the plant." (Id. at 67:1-3);  

 

 "We investigated issues in 2004 and 2005.  Both Advanced Bionics and the FDA 

thought they were fixed." (Id. at 69:19-20);  

 

 "So in 2004 Advanced Bionics and the FDA thought the moisture was leaking in or 

sealed in." (Id. at 78:20-22);  

 

 "This is why in 2004 no one thought devices were leaking. . . So if the moisture is not 

leaking in, both Advanced Bionics and the FDA said, well, it must have been there to 

start with." (Id. at 81:18-22);  

 

 "So in September 2004, AB and FDA concluded that a failure to completely bake out 

moisture from the device occurred. . . You'll find out that the FDA has some pretty 

smart people, and they were fooled." (Id. at 82:9-16);  

 

 "So here's evidence that the FDA thought the moisture is sealed in. . . So in 2004, 

hermetic devices with moisture sealed in, Advanced Bionics and FDA agree." (Id. at 

82:19-23);  

 

 "FDA thought it was sealed-in moisture too.  The AstroSeal issue fooled us both.  When 

we did discover the AstroSeal seal issue, the same FDA inspectors blamed Advanced 

Bionics in 2007 even though they had missed the issue themselves." (Id. at 83:13-17);  
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 "And in February 2006, we discovered that Advanced Bionics and the FDA had 

misdiagnosed the problem." (Id. at 84:2-3); 

 

 "Can fool a reasonable and careful company and fooled Advanced Bionics and FDA" 

(Id. at 88:15-17). 

 

This became even more explicit during the testimony of Cedric Navarro.  During this 

examination, Defendant entered into evidence a PowerPoint presentation used in meetings with 

the FDA in which Advanced Bionics promised to provide various disclosures and tests results.  

(Def. Ex. 510).  Counsel for Advanced Bionics asked whether there was any information during 

FDA inspections that ―Advanced Bionics refused to provide or withheld from the FDA even 

though the FDA asked for it.‖  Mr. Navarro denied the company withheld information, adding, 

―No, we gave them an enormous load of information, documents and data.‖  (Vol. 7B, 15:8-16).   

Mr. Navarro‘s statement was, charitably speaking, misleading.  The FDA requested 

results from tests performed in actual or simulated use conditions. (Plf. Ex. 23). Kay Adair, 

Advanced Bionics‘ Regulatory Vice President, removed admissions that the company had never 

done those tests from reports sent to the FDA.  (Plf. Ex. 26, and compare Plf. Ex. 24 to Plf. Ex. 

25).  Similarly, Phil Segel noted that information about devices leaking was not being included 

in failure analysis reports submitted to the FDA.  (Plf. Ex. 181).  The policy of withholding 

information went all the way to the top of the company:  CEO Al Mann ordered engineers to stop 

testing to avoiding giving the FDA information during FDA inspections.  4/19/13 Dep. Trans. 

(Boisier) at 100:9-22.
4
 

After Mr. Navarro‘s testimony, the Court noted that Advanced Bionics spent 

considerable time discussing the FDA‘s approval.  Speaking to Advanced Bionics‘ counsel at 

                                                           
4
 Plaintiff introduced this evidence to show Advanced Bionics failed to properly test its devices.  As 

discussed in section I.3.a. below, evidence may be relevant for multiple purposes.  If admissible for any 

purpose, the Court may properly admit it into evidence. 
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sidebar, the Court stated, ―You spent a long time playing on the fact that the FDA knew about it, 

everything the FDA – FDA approved everything they did.  And the fact is that the FDA did sue 

them because they did not – they did not file a proper supplement.‖  (Id. at 48:18-22). 

A defendant can‘t have it both ways.  Either inquiry into a topic is permissible, in which 

case there is no harm in presenting evidence and argument into that topic, or it is impermissible 

and neither party should bring the issue into the case.  The Sixth Circuit agrees: ―when one party 

has ‗opened the door‘ on an issue, by eliciting prejudicial or inadmissible testimony, an 

opponent, in the court's discretion, [may] introduce evidence on the same issue to rebut any false 

impression that might have resulted from the earlier admission.‖ United States v. Segines, 17 

F.3d 847, 856 (6th Cir. 1994).  When a defendant raises an issue at trial, they open the door to 

evidence contradicting their position, even when that evidence would be otherwise inadmissible.  

Advanced Bionics opened the door to a discussion of what information was provided to 

the FDA by repeatedly claiming that its actions were FDA-approved.  Advanced Bionics‘ 

complaints now, after that trial strategy has failed, are meritless. 

C. Advanced Bionics’ Quality System Was Properly at Issue 

1. Quality Failures Permitted Untested, Unapproved Feedthrus to Be Sold 

Advanced Bionics quality assurance department continuously failed to perform 

appropriate testing or qualify suppliers.  Defendant argues that this evidence was irrelevant 

because the Court granted summary judgment on claims that the quality system failures were, in 

themselves, negligent.  Yet Defendant does not address the relevance of these quality failures to 

the non-preempted claims.   

Evidence can be relevant to multiple potential claims.  If evidence is relevant to any 

legitimate claim, it is admissible.  The Supreme Court agrees:  ―there is no rule of evidence 
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which provides that testimony admissible for one purpose and inadmissible for another purpose 

is thereby rendered inadmissible; quite the contrary is the case.‖  United States v. Abel, 469 U.S. 

45, 56 (1984).  Here, the quality assurance department was responsible for testing devices, 

including the AstroSeal feedthrus.  Their failure to do so caused more than one thousand 

unapproved, untested devices to be implanted and ultimately fail in Deaf patients‘ heads.  The 

Court committed no error in finding evidence of those failures was relevant and admissible. 

2. Advanced Bionics Opened the Door to Evidence of Quality System Deficiencies 

As with the question of FDA approval, Advanced Bionics opened the door to this 

testimony as a part of trial strategy.  In his opening statement, counsel for Advanced Bionics 

made it clear that the company intended to produce evidence about its quality system:   

 ―We resumed shipping after that 2004 recall. . . We continued to add improvements. . . 

We revalidated, in other words, we checked our manufacturing processes, and we added 

quality employees to make sure we were doing it right.‖  (Tran. Vol. 2A at 83:20-84:1).   

 

 ―AB does care. . . Constant quality improvements in 2004 and 2005.  We upgraded 

quality procedures.  We hired a top consultant to help with quality improvement plans.  

We hired more people. . .‖  (Id. at 89:19-90:21) 

 

 ―Constant quality improvements.  Here we talk about a rollout of the compliance plan.  

As part of that, we engaged Quintiles Consulting, a top company.  We identified the 

compliance plan as a top priority.‖  (Id. at 89:19-90:21)  

 

 ―Ladies and gentlemen, the evidence is going to be that Advanced Bionics‘ employees 

worked hard to test the device, to test the feedthru, to test the returned devices, the 

identify and fix moisture problems, and to help Breanna hear.‖  (Id. at 94:20-24). 

 

Advanced Bionics‘ trial strategy was to convince the jury it was blameless because it 

tried to improve its devices, despite its knowledge of moisture problems.   During the direct 

examination of Cedric Navarro, Mr. Navarro touted Advanced Bionics‘ strong quality system:   

We‘ve got a very robust quality system.  So once [moisture] was discovered, we 

had the manufacturing engineers that focused on the manufacturing processes, 

revalidating processes, revising out procedures to make them more robust, giving 
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training to personnel where at the same time the R&D, the design engineers, took 

a look at the device and said, ‗Well, you know, what—what possibly else could 

cause moisture to be stuck and trapped inside the device?‘ 

 

(Tran. Vol. 7B at 23:12-21).   

 

Mr. Navarro testified about improvements to the quality system in response to early 

moisture related issues, including Advanced Bionics hiring additional quality personnel (Id. at 

26:18-27:6), providing additional training (Id. at 27:13-28:14), revalidating its procedures (Id. at 

28:15-29:9), hiring outside quality consultants (Id. at 29:10-16) and adopting an entirely new 

quality plan (Id. at 29:17-23).  Counsel for Advanced Bionics encouraged Mr. Navarro to speak 

at length about the quality system:  ―Mr. Navarro, what was the level of – could you describe for 

us the level of effort Advanced Bionics put, in this 2004 or 2005 timeframe, into improving its 

quality systems?‖  (Id. at 30:13-31:13).  By producing this testimony and making these 

arguments, Advanced Bionics opened the door to an examination of their quality system.   

D. Advanced Bionics Complains of Admission of “Business Ethics” Evidence 

Where a Witness Testified to Regulatory Requirements and Industry 

Standards 

 

 At trial, Plaintiffs called Mr. Harold Pellerite as an expert witness to explain FDA 

regulatory standards and medical device manufacturer‘s industry standards.  Mr. Pellerite, a 30-

year veteran of the Food and Drug Administration‘s Office of Compliance, offered opinions at 

trial that Advanced Bionics failed to follow FDA regulations and its own Pre-Market Approval 

in manufacturing and testing the AstroSeal devices.
5
 

 Mr. Pellerite provided crucial expertise to assist the jury in understanding obscure, 

complex FDA regulations.  Mr. Pellerite offered his expertise in explaining a large number of 

regulations and standards, such as approval standards for the different classes of medical devices 

                                                           
5
 Defendant disclosed Ed McDonnell as an expert to testify on the same subjects.  The day before he was 

to be called, Defendant elected not to call Mr. McDonnell.   
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(4/3/13 Trans. at 5:22-8:13), the FDA‘s role in device approval (Id. at 8:20-10:24), FDA 

reporting requirements (Id. at 10:25-12:9), the responsibility of component suppliers (Id. at 

14:12-15:5) and manufacturer‘s duties under FDA regulations.  As courts in this circuit have 

recognized, an expert may testify to ―what FDA regulations require, [and what] a manufacturer 

must do to comply with FDA regulations.‖  In re Heparin Prod. Liab. Litig., 2011 U.S. Dist. 

LEXIS 36299, 21-22 (N.D. Ohio Mar. 21, 2011).  This Court correctly recognized that ―Rule 

702 should be broadly interpreted on the basis of whether the use of expert testimony will assist 

the trier of fact,‖ See Memorandum Opinion and Order, D.E. 202, (quoting Morales v. Am. 

Honda Motor Co., 151 F.3d 500, 516 (6th Cir. 1998)).   

 Mr. Pellerite‘s opinions were directly related to Plaintiff‘s claims against Advanced 

Bionics.  Defendant cites to seven conclusions offered by Mr. Pellerite that it claims are 

improper.
6
  A cursory glance at these opinions show they are appropriate opinions for a 

compliance professional with over thirty years experience in the FDA.  For example, Mr. 

Pellerite offered an opinion based on FDA regulations that ―thorough and adequate testing‖ must 

be done ―to ensure that this product going to perform as – as expected.‖  4/3/13 Tran. (Pellerite) 

at 29:3-12.  Similarly, Mr. Pellerite provided analysis of an FDA form 483 observations, in light 

of the FDA‘s limited powers in medical device regulation.  As Mr. Pellerite noted, ―[The FDA 

doesn‘t] have the authority to force a company to [take actions].  It‘s the firm‘s responsibility 

under the regulations to perform the function.  The FDA is simply reminding the firm of their 

obligation under the regulations to perform this activity.‖  Id. at 66:13-67:12 

                                                           
6
 Advanced Bionics did not object to any of these areas at trial.  The Court‘s Order denying Defendant‘s 

Motion in Limine permitted Mr. Pellerite to provide expert testimony only.  To the extent Defendants‘ 

argument is based on Mr. Pellerite offering personal opinions outside the scope of his expertise and 

outside the scope of the Court‘s Order, those objections have been waived.   
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 The opinions Mr. Pellerite gave provided the jury with insight into the overall function of 

the FDA, the scope and limits of its authority, medical device testing requirements, the 

enforcement mechanisms available to the agency and the regulatory requirements which 

companies must follow.  Advanced Bionics argues that the Court should reconsider its previous 

ruling and exclude the entirety of Mr. Pellerite‘s testimony.  Yet it is clear that those areas 

Defendant complains of are proper opinions on FDA regulations and industry standards.  For 

example, Mr. Pellerite explained FDA regulations and industry standards for recalls, including 

what actions a firm may take while a recall is in effect for a product and what actions a firm must 

take to verify the recall was effective.  Id. at 68:11-69:21. 

 The remainder of the opinions cited by Advanced Bionics are similarly proper.  In each, 

Mr. Pellerite offered his expertise to explain FDA or industry standards.  See 47:20-48:4 

(explaining the role of a Quality Assurance Department vs. Regulatory Affairs in determining 

whether tests were appropriately performed); 71:20-21 (explaining industry standards regarding 

experts in resolving issues during a recall); 83:24-25 (offering an opinion based on the FDA‘s 

priorities in device regulation and industry standards for patient protection); and, 86:9-17 

(explaining what the FDA requires in response to device failure when that failure mode had 

caused a previous recall).  Mr. Pellerite explained the FDA mandated response to device failures: 

―The response should be that you open up a corrective and preventative action and – and assess 

that your fix that you just implemented didn‘t correct the problem.‖  (Id. at 86:9-11). 

E. Evidence of the Number of HiRes90k Device Failures Is Relevant to the 

Reprehensibility of Advanced Bionics’ Conduct 

 

As the Court noted in its pre-trial Order on other device failures, ―the Supreme Court had 

made clear that evidence of actual harm to nonparties may be relevant under a reprehensibility 

analysis.‖  D.E. 195 at 7.  This Court was correct.  The Supreme Court has held that evidence of 
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other failures is relevant and admissible on the topic of reprehensibility.  Philip Morris USA v. 

Williams, 549 U.S. 346, 353 (2007) 

Advanced Bionics argues, against Supreme Court precedent, that only device failures 

which occurred before plaintiff received her implant are relevant to punitive damages.  Such an 

argument makes no sense.  Under Supreme Court precedent, one question the jury may consider 

in the reprehensibility analysis is whether ―the conduct involved repeated actions or was an 

isolated incident.‖  State Farm Mutual Auto. Ins. Co. v. Campbell, 538 U.S. 408, 419 (2003).  

The Supreme Court separated the question of repetition from knowledge of wrongdoing, 

providing separate factors for whether ―the tortious conduct evinced an indifference to or a 

reckless disregard of the health or safety of others‖ or ―was the result of intentional malice, 

trickery, or deceit.‖  Id.   

As this Court noted, Supreme Court precedent explicitly allows ―evidence of actual harm 

to nonparties. . . to show that the conduct that harmed the plaintiff also posed a substantial risk of 

harm to the general public.‖  Philip Morris at 355.  Advanced Bionics actions endangered a large 

number of Deaf patients.  Evidence of the 1000 other failures resulting from the same defect 

proves the conduct was particularly harmful to the public. 

Plaintiff did not introduce evidence of some amorphous class of device failures.  Instead, 

Plaintiffs‘ counsel asked for the number of AstroSeal devices that have failed due to feedthru 

leaks.  Testimony shows that over 1000 devices have failed due to the same defect incorporated 

into Breanna‘s device and the same misconduct by Advanced Bionics.  As the Supreme Court 

held in Philip Morris, ―conduct that risks harm to many is likely more reprehensible than conduct 

that risks harm to only a few.  And a jury may take this fact into account in determining 

reprehensibility.‖  Id. at 356. 
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II. PLAINTIFF MADE APPROPRIATE ARGUMENTS TO THE JURY 

A. Standard of Review 

 In the Sixth Circuit, a new trial is warranted only where the jury ―has reached a seriously 

erroneous result.‖  Balsley v. LFP, Inc., 691 F.3d 747, 761 (6th Cir. 2012) (quoting Holmes v. 

City of Massillon, 78 F.3d 1041, 1045-46 (6th Cir. 1996)).  Where a party argues for a new trial 

based on allegedly improper argument, the court should analyze 

the totality of the circumstances, including the nature of the comments, their frequency, 

their possible relevancy to the real issues before the jury, the manner in which the parties 

and the court treated the comments, the strength of the case (e.g. whether it is a close 

case), and the verdict itself.  

 

Id. (quoting Mich. First Credit Union v. CUMIS Ins. Soc'y, Inc., 641 F.3d 240, 249 (6th Cir. 

2011).  Where the court determines from that analysis that argument was improper, the court 

may only set aside the verdict if "there is a reasonable probability that the verdict of the jury has 

been influenced by such conduct." Id. (quoting Strickland v. Owens Corning, 142 F.3d 353, 358 

(6th Cir. 1998)). 

 Advanced Bionics raised no objections to the parts of Plaintiff‘s closing argument it now 

claims are improper.
7
  This failure to object raises the degree of prejudice which Defendant must 

demonstrate to obtain a new trial.  Strickland v. Owens Corning, 142 F.3d 353, 359 (6th Cir. 

1998).  Where a party fails to object to their opponent‘s closing argument, ―a new trial will not 

be granted on grounds not called to the court's attention during the trial unless the error was so 

fundamental that gross injustice would result.‖ Polek v. Grand River Navigation, 872 F. 

Supp. 2d 582, 587 (E.D. Mich. 2012) (emphasis added), United States v. Walton, 909 F.2d 915, 

924 (6th Cir. 1990).   

                                                           
7
 Advanced Bionics objected to one slide depicting a jail cell, stating, ―He‘s making it look like it‘s some 

sort of criminal case here.‖ Tran. Vol. 11 at 90:12-13.  Counsel for Plaintiffs removed the slide, which he 

was using to explain that, ―[i]t‘s not a criminal case. . . a corporation can‘t be put in jail. . . [y]ou punish 

with what the law has developed and has termed ‗punitive‘ or ‗exemplary‘ damages.‖  Id. at 90:16-21. 
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 There is no risk of gross injustice here.  As explained below, there was nothing improper 

about Plaintiff‘s closing argument (which explains why Defendant‘s counsel did not object).  

Further, the ―totality of the circumstances,‖ including the strength of the evidence and the 

Court‘s jury instructions, eliminated any chance the jury was influenced, much less that a gross 

injustice was created, by a half dozen PowerPoint slides shown at the end of a two and half week 

trial. 

 B. Plaintiff’s Closing Argument was Proper 

1. Evidence of 1000 Other AstroSeal Failures Shows Advanced Bionics‘ 

Reprehensibility 

 

  The Supreme Court has been clear:  a plaintiff may present evidence of actual harms 

inflicted on others.  A plaintiff may properly use evidence of other victims to show that ―conduct 

that harmed the plaintiff also posed a substantial risk of harm to the general public, and so was 

particularly reprehensible.‖  Philip Morris USA v. Williams, 549 U.S. 346, 355 (2007).  The 

Court in Philip Morris became concerned that, due to a lack of appropriate instructions, the jury 

could confuse its role determining reprehensibility and its desire to punish a Defendant.  Id. at 

357.  The Court held that ―where the risk of that misunderstanding is a significant one--because, 

for instance, of the sort of evidence that was introduced at trial or the kinds of argument the 

plaintiff made to the jury--a court, upon request, must protect against that risk.‖  Id. 

 Advanced Bionics argues, incorrectly, that Plaintiff‘s use of the 1000 other failures was 

intended to ―punish Advanced Bionics for harm to other individuals.‖  This is incorrect.  Plaintiff 

never argued that the jury ought to punish Advanced Bionics for the thousand other device 

failures.  In fact, Plaintiff‘s counsel explained that punitive damages should not be awarded in 

an attempt to help other victims, but only to deter similar wrongs in the future: ―You can‘t stop – 

you cannot stop what‘s going to happen to these kids that have already received the Vendor B, 
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but you can stop a similar occurrence with another device, a new generation.‖ Tran. Vol. 11, 

102:4-7.  Contrary to Defendant‘s argument, Plaintiff used the 1000 failures to show Advanced 

Bionics‘ reprehensibility, stating, ―(c) The degree to which Advanced Bionics‘ conduct involved 

repeated actions as opposed to isolated incident.  500 adults explanted to date, 500 children.‖  

Tran. Vol. 11, 93:20-22.   

 In prior cases, the Supreme Court did not bar discussion of other victims of a defendant‘s 

misconduct—the Court specifically allowed it.  A jury may consider ―that conduct that risks 

harm to many is likely more reprehensible than conduct that risks harm to only a few.‖  Philip 

Morris at 356.  The Due Process Clause requires only that the court ―provide assurance that the 

jury will ask the right question, not the wrong one.‖  Id. at 355.  All of the cases cited by 

Advanced Bionics for this point involve courts that did not instruct the jury on how it could use 

evidence of other victims.  See Sand Hill Energy, Inc. v. Smith, 142 S.W.3d 153 (Ky. 2004) (No 

instruction); Ray v. Allergan, Inc., 863 F.Supp.2d 552 at 567 (E.D. Va. 2012) (noting ―the 

mischief of such arguments can be cured by an appropriate instruction‖).   

 Here, the Court properly instructed the jury that it could consider evidence of actual harm 

to other victims only ―in deciding whether the conduct that harmed the plaintiffs also posed a 

substantial risk of harm to others.‖  Tran. Vol. 11 at 117:16-22.  The Court issued a limiting 

instruction to ensure the jury would not punish Advanced Bionics for harm to nonparties:  ―you 

may not use punitive damages to punish the defendant directly on account of harms it is alleged 

to have caused on persons other than plaintiffs.‖ Id.
8
  This is precisely the instruction 

contemplated by Supreme Court jurisprudence to ensure juries ―ask the right question, not the 

wrong one.‖  The Court followed Supreme Court guidance and cured any possible confusion that 

could have been caused by Plaintiff‘s argument. 

                                                           
8
 Advanced Bionics did not object to the Court‘s jury instruction on harm to other victims. 
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 2. Plaintiff Properly Argued the Facts Before the Jury 

 In its motion, Defendant argues that Plaintiff improperly claimed that Advanced Bionics 

―got caught‖ making an unauthorized switch to AstroSeal.  In support, Defendant cites to two 

cases where a party argued entirely outside the record.  In the first, an attorney used its argument 

to inform the jury of the contents of a deposition that was never brought into evidence.  Rommel-

McFerran Company v. Local Union No. 389, 361 F.2d 658 (6th Cir. 1966).  In the second, a 

plaintiff argued, ―without any basis in fact‖, that a defendant accused of provide improper 

lighting for workers ―could infect its employees with multiple sclerosis.‖ Eagan v. CSX Transp., 

Inc., 271 F. Supp. 2d 993, 1003 (E.D. Mich. 2003). 

 In contrast, here there is ample evidence that Advanced Bionics ―got caught‖ in an 

unauthorized switch to an untested feedthru.  First, the FDA inspected the company and found 

that the company made such an unauthorized switch.  (Plfs. Ex. 82).  Second, Advanced Bionics 

took no action to stop implantation of AstroSeal devices until outside auditors began inspecting 

their facilities.  4/3/13 Trans. (Pellerite) at 87:1-88:5.  Third, Advanced Bionics personnel 

admitted that, contrary to Defendant‘s argument and the testimony of Cedric Navarro, the 

company did not provide the FDA with information about the AstroSeal feedthru.  (Plfs. Ex. 31). 

 Defendant argues that Plaintiff‘s argument was inappropriate because, in its view, ―the 

evidence showed that the company did not hide its use of AstroSeal feedthrus.‖  See Defendant‘s 

Memorandum, D.E. 294 at 27.  Plaintiffs disagree.  In closing argument, a party is not 

constrained by its opponent‘s view of the facts.  Instead, ―counsel must be given leeway to argue 

reasonable inferences from the evidence.‖  United States v. Collins, 78 F.3d 1021, 1040 (6th Cir. 

1996).  Where evidence conflicts, ―counsel may reasonably argue that one side is lying.‖  Id. 
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 Defendant further argues that Plaintiff‘s jury argument was improper due to a reliance on 

erroneously admitted evidence.  Plaintiff relies on the reasoning set forth in Section I, above, 

showing that this evidence was properly admitted. 

 3. Exemplars of Surgery Are Not Unfairly Prejudicial 

 Defendant argues that displaying three pictures of a child prepared for surgery was 

unfairly prejudicial.  Defendant cites no law, no statute, nor any rule of evidence in support.  The 

three pictures are Defendant‘s own—they come from Defendant‘s training materials supplied to 

surgeons performing cochlear implant surgeries.  Tran. Vol. 4 at 43:1-9.   

 Defendant‘s argument is meritless. Photographs of another person‘s injuries are 

admissible for illustrative purposes where evidence ―confirm[s] the similarity of the depicted 

injuries to plaintiff's.‖   Wetherill v. University of Chicago, 565 F. Supp. 1553, 1561 (N.D. Ill. 

1983) (citing multiple authorities).  These pictures show how cochlear implant surgeries are 

performed on young children.  According to the surgeon who performed the cochlear 

implantation surgery, the pictures accurately depict the procedure performed on Breanna.  Tran. 

Vol. 5 at 104:1-106:16.  Given that they were created by Advanced Bionics, they also depict 

what the company expected to occur when a patient needed an implantation or revision surgery.   

 The surgical video in its unedited form runs over an hour.  Plaintiff chose three pictures 

from that hour in an effort to avoid unfair prejudice.  The three pictures were in front of the jury 

for roughly one minute of Plaintiff‘s closing argument at the end of a two and a half week trial.  

Dr. Severtson, on direct examination, used the pictures to explain in medical terms the steps he 

performed in the initial implantation surgery. None is gory.  None shows the skull being drilled 

or flesh being removed from bone.  None shows an incision or blood.  The prejudicial value of 
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these photographs is minimal, at best, compared with the probative value of showing the severity 

of the harm to both Breanna and other patients.   

 Advanced Bionics knew it would cause far more than what is shown in those pictures 

with every device failure.  Its willingness to cause such harm was a proper fact for the jury to 

consider in evaluating punitive damages. 

C. The Evidence That Advanced Bionics Knew its Devices Were Leaking is 

Overwhelming. 

 

 Under Sixth Circuit precedent, the Court can only grant a new trial if it finds ―gross 

injustice would result‖ from the jury‘s verdict.  Polek v. Grand River Navigation, 872 F. Supp. 

2d 582, 587 (E.D. Mich. 2012) (emphasis added), United States v. Walton, 909 F.2d 915, 924 

(6th Cir. 1990).  In performing its analysis, the Court should look at the totality of the 

circumstances, including the strength of the evidence supporting the verdict.  Balsley v. LFP, 

Inc., 691 F.3d 747, 761 (6th Cir. 2012). 

 There is no gross injustice here.  The jury issued a significant verdict because Advanced 

Bionics‘ behavior was detestable.  As explained more fully in Section III.C below, Advanced 

Bionics‘ management knew it was shipping leaky devices.  The company‘s CEOs, President, 

Vice Presidents, and Directors all knew these devices were leaking.  They all knew the company 

was violating FDA regulations by shipping AstroSeal devices.  Yet the company continued 

manufacturing, selling and shipping devices for implantation into Deaf children. 

III. A LARGE PUNITIVE DAMAGES AWARD IS APPROPRIATE. 

 A. Standard of Review 

 ―A trial court is within its discretion in remitting a verdict only when, after reviewing all 

evidence in the light most favorable to the awardee, it is convinced that the verdict is clearly 

excessive, resulted from passion, bias or prejudice; or is so excessive or inadequate as to shock 
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the conscience of the court.‖ Farber v. Massillon Bd. of Educ., 917 F.2d 1391, 1395 (6th Cir. 

1990).  See also Sykes v. Anderson, 625 F.3d 294, 323 (6th Cir. 2010).  

 Where a defendant claims a punitive damages award is so excessive as to violate due 

process, a Court should consider three factors:  ―(1) the degree of reprehensibility of the conduct; 

(2) the disparity between the harm suffered by the plaintiff and the punitive damages award; and 

(3) the difference between the punitive damages and the civil penalty imposed in comparable 

cases.‖  Sykes at 323, Gibson v. Moskowitz, 523 F.3d 657, 664 (6th Cir. 2008)(quoting BMW of 

N. Am., Inc. v. Gore, 517 U.S. 559 (1996)). 

 B. Kentucky Law Supports the Jury’s Punitive Damages Award 

 In assessing punitive damages, the trier of fact should consider the following five factors: 

(a) The likelihood at the relevant time that serious harm would arise from the defendant's 

misconduct;  

 

(b) The degree of the defendant's awareness of that likelihood;  

 

(c) The profitability of the misconduct to the defendant;  

 

(d) The duration of the misconduct and any concealment of it by the defendant; and  

 

(e) Any actions by the defendant to remedy the misconduct once it became known to the 

defendant. 

 

K.R.S. § 411.186.  The jury was properly advised of these factors.   

 Defendant argues that Plaintiff did not present sufficient evidence of profitability for a 

punitive damages award under Kentucky law.  Yet, profitability of the misconduct is only one of 

five factors that the jury may consider.  As the Sixth Circuit has recognized, a punitive damages 

award is proper even where a fact-finder does not consider all of these factors.  ―[T]he 

discretionary language of the statute (the trier "should" consider)‖ shows that not all five factors 

must be present, and insufficient evidence of one factor will not invalidate a punitive damages 
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award.  Ellis v. Gallatin Steel Co., 390 F.3d 461, 472 (6th Cir. 2004).  Though Defendant focuses 

heavily on profitability, all five factors favor a large punitive damages award.   

 First, there was a high likelihood that serious harm would arise from leaking cochlear 

implants.  The evidence at trial showed that cochlear implant failures cause resumed deafness 

and additional unnecessary surgeries.  Each revision surgery brings risks of bleeding, meningitis, 

infection, loss of taste, permanent facial paralysis, cerebrospinal fluid leaks, permanent hearing 

loss and death.  Additionally, with young children, the risks include delayed speech and language 

development.  Moisture related failures also bring the risk of painful, repeated shocking and 

burning like Breanna experienced and a potential for permanent neurological damage.   

 Second, at the time Breanna was implanted, Advanced Bionics was aware that harm was 

likely to occur from its actions.  The company knew its devices were leaking and failing ―at an 

alarming rate.‖  Advanced Bionics knew these were not devices with ―sealed in‖ moisture, 

because the company had received twenty device failures with elevated moisture after it claimed 

it had fixed the ―sealed in‖ moisture issue.   

 Third, as discussed in Section 3 of the Facts Section above, the corporate actors in charge 

of Advanced Bionics profited greatly from the shipment of defective cochlear implants.  

Advanced Bionics produced 293 unqualified, unvalidated devices during the 2004 recall alone at 

a cost of $25,000 per implant.  (Plf. Ex. 230), Dep. of Jim Miller at 66:11-22.
9
  In 2004, had 

Advanced Bionics taken the HiRes90K off the market to re-qualify and re-validate its processes, 

it would have been unable to sell these implants.  It would have been unable to produce implants 

for the entire period the device was off the market.  Also, it would have incurred the expense of 

                                                           
9
 The total profit to Advanced Bionics from implants produced during the recall was $7,325,000, 

approximately the same amount the jury awarded in damages.  Under federal regulations and industry 

standards, the company should not have sold these devices and should have realized no profit from them. 

4/3/13 Tran. (Pellerite) at 69:6-21. 
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validation testing and submitting a supplemental pre-market approval for the AstroSeal feedthru.  

By continuing to sell AstroSeal implants, Advanced Bionics avoided these expenses and losses 

and thereby profited from their misconduct.
10

 

 Fourth, Advanced Bionics misconduct continued over an extended period of time.  

Advanced Bionics knew as early as 2003 that using AstroSeal would cause devices to be 

―vulnerable to a potential leak‖ due to micro-cracks.  (Plf. Ex. 56).  The company knew in 

October 2004 that devices were, in fact, leaking.  It knew in February 2004 that it was not doing 

required simulated use tests.  It knew in March 2005 that its alleged ―fix‖ for the moisture 

problem was ineffective.  It knew in 2004 that it had shipped devices with a level so high that it 

could not be caused by ―sealed-in‖ moisture.  Tran. Vol. 8A at 93:1-94:1  The company knew its 

devices were leaking and failing at an alarming rate in February 2005.  Yet Advanced Bionics 

shipped these devices until March 2006. 

 Fifth, Advanced Bionics had multiple opportunities to take action to remedy its problems.  

It could have fixed the problem when it saw devices failing testing in 2004.  (Plf. Ex. 4A).  

Instead, the CEO demanded the testing cease.  4/19/13 Dep. Trans. (Boisier) at 100:9-22.  It 

could have fixed the problem when the head of quality assurance informed them of a ―total 

deficiency in implant life testing.‖  (Plf. Ex. 63).  Instead, AB simply disregarded this lack of 

testing.  Advanced Bionics should have fixed the problem when devices were failing at an 

alarming rate.  Instead, the company continued shipping those devices for another year.   

Advanced Bionics finally took action to remedy the AstroSeal issue on March 7, 2006, after 

outside auditors inspected Advanced Bionics‘ facilities for moisture problems. (Plf. Ex. 141) 

                                                           
10

 Advanced Bionics submits an affidavit and exhibits to argue that it made no profit.  The affidavit and 

exhibit are not in evidence, were not presented to the jury and are not ―new evidence‖ under Fed. R. Civ. 

Proc. Rule 59(e).  See HDC, LLC v. City of Ann Arbor, 675 F.3d 608, 615 (6th Cir. 2012)  These 

materials were available to Defendant before the trial began, but it chose not to introduce them.  The 

Court should strike or, at least, disregard Defendant‘s attempts to introduce new evidence now. 
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 The Court properly advised the jury of the five factors established by Kentucky statutory 

law.  Their verdict reflects distaste for the continuous, reckless behavior of Advanced Bionics. 

 C. The Punitive Damages Award Does Not Violate Due Process 

 Punitive damages exist to allow punishment in civil cases.  The Supreme Court has 

agreed that states have a legitimate interest in using punitive damages to achieve the dual goals 

of retribution and deterrence of similar conduct, whether by the wrongdoer or others who would 

take similar actions. BMW of N. Am., Inc. v. Gore, 517 U.S. at 569.  States can establish their 

own standards for punitive damages awards and have ―considerable flexibility in determining the 

level of punitive damages.‖  Id.  No punitive damages award will be overturned unless it is 

―grossly excessive‖ in relation to the valid interests of deterrence and retribution.
11

  Id.   

 In BMW, the Court held a person facing a punitive damages award must ―receive fair 

notice. . . of the severity of the penalty a State may impose.‖  Id. at 574.  Courts should look to 

three factors to determine if a Defendant had fair notice:  ―(1) the degree of reprehensibility of 

the conduct; (2) the disparity between the harm suffered by the plaintiff and the punitive 

damages award; and (3) the difference between the punitive damages and the civil penalty 

imposed in comparable cases.‖ 

1. Manufacturing and Selling Unapproved, Untested Devices With Known Leaks is 

Reprehensible 

 

  "Perhaps the most important indicium of the reasonableness of a punitive damages award 

is the degree of reprehensibility of the defendant's conduct." Id. at 575.  In evaluating 

reprehensibility, the Supreme Court has established five factors for a court to consider: 

(1) the harm was physical rather than economic; 
                                                           
11

 Defendant argues punitive damages are inappropriate because the culpable parties have left the 

company and business consequences have deterred a repeat of this misconduct.  The Sixth Circuit has 

considered both of these arguments in the past and rejected them.  Moran v. Johns-Manville Sales Corp., 

691 F.2d 811 at 816-17 (6th Cir. 1982) 
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(2) the tortious conduct evinced an indifference to or a reckless disregard of the 

health or safety of others; 

 

(3) the target of the conduct had financial vulnerability; 

 

(4) the conduct involved repeated actions or was an isolated incident; 

 

(5) the harm was the result of intentional malice, trickery, or deceit, or mere 

accident. 

 

State Farm Mutual Auto. Ins. Co. v. Campbell, 538 U.S. 408, 419 (2003).  Here, Advanced 

Bionics‘ actions were reprehensible under all five of these factors. 

 a. Advanced Bionics Knew the Harms Were Physical 

 A patient who receives a leaky cochlear implant experiences a number of actual and 

potential physical harms.  The ―Vendor B‖ failure mode is well-known in the medical 

community.  (Tran. Vol. 5, 30:10-13, 18-22, 45:22-46:3).  When a device fails, the patient 

requires a surgery to remove the failed device.  (Id. at 30:14-17).  The general surgical risks 

include bleeding, infection, scarring and numbness.  (Id. at 31:14-15).   

 Cochlear implant removal carries additional risks.  Given the location of the cochlea near 

the brain, revision surgery carries a risk of bacterial meningitis.  (Id. at 31:22-32:2).  The surgeon 

operates around a complex network of facial nerves that run through the ear to the face.  As a 

result, revision surgery carries a risk of facial paralysis, which can be permanent.  (Id. at 32:10-

18, 101:25-102:10).  The patient also risks losing taste from similar nerve damage.  (Id. at 32:19-

21).  The ear also controls balance, so removal of an electrode from the inner ear can cause 

balance issues.  (Id. at 32:22-33:2).  And, due to the proximity to the brain and the connections 

between the cochlea and skull, revision surgery carries a risk of cerebrospinal fluid leak. (Id. at 

33:22-34:19, 102:11-103:1).   
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 What‘s more, surgery to remove an implant is significantly more complex than the 

original implantation.  After the original device is implanted, the body creates new bone and scar 

tissue over the device and the electrode.  During removal surgery, the surgeon uses a high speed 

drill to remove that new bone growth.  (Id. at 38:12-21).  The surgeon operates in a space 

between two nerves, with the broadest space being 2 or 2.5 millimeters across.  (Id. at 39:18-22).  

If the surgeon cuts outside that space while clearing away the new bone growth, he can cause 

facial paralysis.  (Id. at 39:14-40:3).  

 Additionally, when the patient is a child, the inability to hear can cause delays in learning 

and development.  Dr. Arun Gadre testified that delayed speech development is a known risk of 

device failure.  (―If the child is not going to be able to hear, the child ain‘t going to be able to 

speak.  It‘s just as clear as that.‖  (Vol. 5, Tr. 30:16-17)).  When a defective device is removed, 

there is possibility the patient will be permanently deaf and even new implants will not be able to 

restore hearing (Id. at 31:19-21).   

 Advanced Bionics‘ Vice President of Research and Technology admitted that an 

additional risk of moisture in cochlear implants is that the device can ―short out.‖ (Testimony of 

Dr. Kulkarni, 24:6-9).  Moisture inside the devices can cause shocking or overstimulation, 

including the type Breanna experienced.  (Id. at 38:2-17).  The direct electrical path to the 

sensory neurons creates a potential for pain and permanent neural damage.  (Id. at 29:15-20).   

 The risks of device leaks are predominantly physical.  Advanced Bionics knew of these 

risks.  Per Supreme Court precedent, this factor indicates reprehensibility. 

b. Advanced Bionics Knowingly Exposed Patients to These Risks, Recklessly 

Disregarding their Patients’ Health and Safety 

 

 In January 2003 more than three years before Breanna‘s implant, Bernard Malinowski, an 

Advanced Bionics engineer, wrote a memorandum warning that AstroSeal feedthrus were 
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―vulnerable to a potential leak!‖ (Plf. Ex. 56)(emphasis in original).  The FDA conditioned its 

approval of the HiRes90k on Advanced Bionics following the specified design.  The Conditions 

of Approval forbade any changes to any critical component, such as the feedthru.  (Plf. Ex. 119).  

Federal regulations also required AB to follow its PMA approved design.  21 C.F.R. § 814.39(a).  

In 2003, Advanced Bionics disregarded the law and began using a feedthru it had been warned 

could leak.  Even standing alone, the switch to an unapproved feedthru shows a reckless 

disregard for its patients‘ rights. 

 Advanced Bionics made the switch without testing the AstroSeal feedthrus.  Federal 

regulations require testing of devices under actual or simulated use conditions.  21 C.F.R. 

820.30(g).  Advanced Bionics knew these tests were required—in fact, the FDA asked for their 

results.  (Plf. Ex. 23).  In February 2004, Advanced Bionics internally admitted that the company 

never performed these tests on its new feedthru.  (Plf. Ex. 25).  The company simply did not 

perform the qualification tests it used on its other feedthrus.  (Plf. Ex. 128).  In February 2004 

when Advanced Bionics knew its devices contained an unapproved component that it had not 

properly tested, it should have immediately stopped using the untested feedthru until it 

performed the tests. Instead, the company continued shipping thousands of devices for more than 

two years, even after device failures began failing ―at an alarming rate.‖   

 The jury, after viewing the witnesses and assessing their credibility, was asked whether 

Advanced Bionics ―acted with reckless disregard for the lives, safety, or property of others.‖  See 

Jury Instructions at 17, D.E. 243.  The jury found, based on clear and convincing evidence, that 

Advanced Bionics acted with reckless disregard for Plaintiffs‘ rights.  Jury Verdict Form at 4, 

D.E. 244.  This factor also indicates Advanced Bionics‘ reprehensibility. 
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 c. The Patients Were Financially Vulnerable 

 The victims of Advanced Bionics‘ misconduct are Deaf men, women, and children.  

When Advanced Bionics‘ misconduct affects its patients, they will have undergone at least one 

expensive surgery to have the device implanted and multiple visits with audiologists to program 

their device.  They generally know little about how the devices function and rely heavily on 

surgeons and technicians to guide them.  The Deaf are a historically vulnerable population, with 

Deafness often recognized as a disability under the Americans with Disabilities Act, 42 U.S.C. § 

12101 et seq.  See Keith v. County of Oakland, 703 F.3d 918 (6th Cir. 2013). 

 In this case, Breanna Sadler is one of four children.  Her father is a pipefitter.  Her mother 

stayed home to take care of her children.  The family spent a considerable amount of money, 

time, and care trying to treat Breanna‘s deafness.  The Sadler family was financially vulnerable 

when Advanced Bionics sold them the defective implant.  Advanced Bionics‘ willingness to 

implant devices into Deaf infants weighs heavily in favor of finding reprehensibility. 

 d. Advanced Bionics’ Conduct Was Repeated for Years 

 This is not a case where a plaintiff sues over a single, isolated incident.  Advanced 

Bionics continued its reckless actions for more than three years.  In that time, it did not ship one 

or two potentially defective devices—it sold more than 4,000 devices with the defective 

AstroSeal feedthru, of which more than 1000 have already failed. 

 The sheer number of warnings Advanced Bionics had that its devices were defective is 

staggering.   

 January 2003 (3 years before Breanna‘s implant) – An Advanced Bionics engineer warns 

feedthrus are ―vulnerable to a potential leak!‖ (Plf. Ex. 56) (emphasis in original) 

 

 February 2004 (2 years before Breanna‘s implant) – Keith McLain, Advanced Bionics‘ 

Vice President of Quality, admits that no testing has been performed in actual or 

simulated use conditions. (Plf. Ex. 25). 
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 March 2004 – Keith McLain again expresses concern that the tests performed on the 

device were ―not done in an environment that mimics the human body.‖  (Plf. Ex. 26). 

 

 April 2004 – Keith McLain writes in a PowerPoint that the company has systemic quality 

problems, including a ―total deficiency in implant life testing.‖  (Plf. Ex. 63). 
 

 October 2004 – The designer of the HiRes90k warns that ―hermeticity of our devices has 

been handled poorly‖ and that the company‘s efforts are ―not only inadequate, but based 

on a number of wrong assumptions.‖ (Plf. Ex. 140) 

 

 October 2004 – Advanced Bionics knew its devices were leaking, according to Phil 

Segel, Advanced Bionics Director of Technical Services;  Dep. Phil Segel, 21:19-22:06 

 

 October 2004 – Advanced Bionics receives test results showing ―Zyglo Intrusion into 

numerous HiRes90k devices.‖  (Plf. Ex. 181). 

 

 December 2004 – An Advanced Bionics engineer writes a memorandum to file, 

expressing ―confidence . . . in the data that points to feedthru leaks as a source of 

moisture.‖  (Plf. Ex. 88) 
 

 February 2005 (almost a year before Breanna‘s implant) – Advanced Bionics‘ Auditory 

Division President e-mails the company‘s CEOs at 9 p.m. on a Saturday, warning that 

―product failures continue to occur at an alarming rate.‖  (Plf. Ex. 139) 
 

 2005-2006 – Explanted devices with high moisture are returned to the company.  (Plf. 

Ex. 232). 
 

 Advanced Bionics should have taken immediate action to prevent the harm its devices 

would cause when they were warned that devices were ―vulnerable to a potential leak.‖  The 

company should have acted when the designer of the device warned it that hermeticity issues 

were being handled poorly.  The certainly should have stopped shipping devices when they knew 

those devices failed ―at an alarming rate.‖  Had they done so, Breanna would not have been 

shocked by a leaking device.  Instead, Advanced Bionics continued manufacturing and selling 

these leaking devices years, knowing they  would harm Deaf children. 

 The Supreme Court has recognized that repeated conduct is particularly reprehensible:  

―evidence that a defendant has repeatedly engaged in prohibited conduct while knowing or 
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suspecting that it was unlawful would provide relevant support for an argument that strong 

medicine is required to cure the defendant‘s disrespect for the law.‖  BMW v. Gore, 517 U.S. at 

576-577.  The Court instructed the jury that it could consider ―the degree to which Advanced 

Bionics‘ conduct involved repeated actions.‖  The jury, properly instructed, considered the 

evidence and found Advanced Bionics‘ actions were reckless.  The jury‘s verdict is appropriate. 

 e. Advanced Bionics’ Deceit 

 At the outset, Plaintiffs note that this is not a fraud case.  Although Plaintiff did not 

introduce evidence intending to prove Advanced Bionics‘ deceit, various exhibits relevant to a 

failure to test and use of AstroSeal also reveal a pattern of concealment by Defendant.   

 Advanced Bionics intentionally stopped performing necessary tests that may have helped 

solve moisture problems.  In 2004, the FDA began an inspection of Advanced Bionics‘ facilities 

in response to a large number of moisture related failures.  While the FDA was on site, 

Advanced Bionics was performing tests to analyze potential causes of moisture in its device.  

4/19/13 Dep. Trans. (Boisier) at 100:9-22.  The CEO of the company, Al Mann, came on site 

during the FDA inspection.  While on site, Mr. Mann observed technicians testing devices.  Mr. 

Mann demanded that all testing stop to avoid giving the FDA any further information on the 

moisture in its devices.  Id.  While Advanced Bionics employees said that stopping the tests was 

outrageous, they followed orders and stopped performing tests.  Id. 

 Advanced Bionics knew it needed to perform additional tests on its devices.  It 

surreptitiously performed tests ―in an actual or simulated use environment‖ starting in 2004 (Plf. 

Ex. 4A).  The test protocol was clear:  test the devices, and if any of them fail, send them for a 

failure analysis.  Advanced Bionics performed the test and devices began to fail almost 

immediately.  Id.  Rather than performing the full failure analysis as required by the test method, 
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Advanced Bionics stopped testing those devices that had shown a failure.  Id.  When those 

devices were later tested, all showed high moisture which leaked in through the AstroSeal 

feedthru.  (Plf. Ex. 6). 

 Advanced Bionics‘ actions were not a ―mere accident.‖  The company intentionally 

switched to AstroSeal without an FDA approval to avoid losing manufacturing time.  (Plf. Ex. 

127). The company rushed to make the switch without performing the appropriate tests to ensure 

the new feedthrus would not leak.  When it found out that devices were leaking, it continued 

shipping them anyway.  When its engineers expressed their opinions that the hermeticity issue 

was ―being handled poorly,‖ they were ignored. (Plf. Ex. 136). Even when the rate of device 

failure became alarming, Advanced Bionics continued selling the devices for more than a year. 

Advanced Bionics took no action to stop shipping the leaking devices until an outside auditor 

came on site to address moisture issues in the device.  

 Advanced Bionics did not experience a ―mere accident.‖  Their actions were business 

decisions, made with adequate time to reflect.  Contrary to its arguments at trial, Advanced 

Bionics did not fully comply with FDA requirements.  The company did not ―give the FDA all 

the information.‖  Instead, it concealed its failures repeatedly.  The fifth factor also shows 

Defendant‘s actions were reprehensible. 

2. A 6:1 Ratio Is Acceptable Under Supreme Court and Sixth Circuit Jurisprudence 

Where Conduct is Reprehensible 

 

 While the reprehensibility of Advanced Bionics‘ actions is the most important aspect for 

a punitive damages award, the Court should also consider ―whether there is a reasonable 

relationship between the punitive damages award and the harm likely to result from defendant‘s 

conduct as well as the harm that has actually occurred.‖  BMW v. Gore, 517 U.S. at 581 
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(emphasis added).  In performing this analysis, there is no ―mathematical bright line between the 

constitutionally acceptable and the constitutionally unacceptable.‖  Id. 

 Advanced Bionics makes two notable mistakes in its ratio calculus.  First, Advanced 

Bionics mistakenly assumes there is a mathematical, bright-line rule limiting punitive damages 

in the Sixth Circuit.  There is not.  Second, Advanced Bionics starts at the wrong numbers.  The 

analysis is not, as Advanced Bionics claims, whether the ratio of actual to punitive damages is 

appropriate.  Instead, the Court must consider ―the ratio between harm, or potential harm, to the 

platintiff and the punitive damages award.‖  State Farm v. Campbell, 538 U.S. 408 at 424 

(emphasis added). 

 a. Bright-line Ratios Paint With Too Broad a Brush 

 Defendant argues that ―the allowable ratio of punitive to compensatory damages is 1:1 

when the compensatory damages are $400,000 or more.‖  D.E. 294 at 34.  Defendant‘s argument 

ignores clear language from the Supreme Court that ―rejected the notion that the constitutional 

line is marked by a simple mathematical formula, even one that compares actual and potential 

damages to the punitive award.‖  State Farm v. Campbell, 538 U.S. 408 at 424.  The Sixth 

Circuit has also rejected this overly simplistic calculus, noting the ―absence of hard and fast 

standard or mathematical precision in punitive damages jurisprudence.‖  Bach v. First Union 

Nat‘l Bank, 486 F.3d 150 (6th Cir. 2007).  Neither Court has ever established a mathematical 

ratio outside of maritime cases. 

 Defendant‘s error becomes obvious when observing the cases cited in support.  All cases 

cited by Defendant for this rule deal with economic injuries, non-vulnerable plaintiffs, or non-

reprehensible conduct.  See Morgan v. New York Life Ins. Co. 559 F.3d 425 (6th Cir. 2009) (No 

reprehensibility, economic injury); Bach v. First Union Nat‘l Bank, 486 F.3d 150 (6th Cir. 2007) 
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(No reprehensibility, economic injury); Bridgeport Music Inc. v. Justin Combs Publ‘g, 507 F.3d 

470 (6th Cir. 2007) (Economic injury, only one reprehensibility factor present); Clark v. Chrysler 

Corp., 436 F.3d 594, 605 (6th Cir. 2006) (Only one reprehensibility factor present). 

 In short, Defendant ignores ―perhaps the most important factor‖ affecting punitive 

damages awards in favor of a mathematical bright line that has been repeatedly rejected by the 

Supreme Court and Sixth Circuit.  It only makes sense to reject such a rule; Defendant‘s 

proposed formula would treat an unintentional interference with business practices the same as 

an intentional killing.  Contrary to Defendant‘s argument, the Sixth Circuit has never endorsed 

such a rule.
12

  Nor has the Supreme Court.
13

 

 b. An Analysis of the Actual and Potential Harm Shows the Award is Appropriate    

 The harms likely to result from Advanced Bionics‘ conduct are significant.  As Dr. Gadre 

testified, failure of a cochlear implant requires a corrective surgery.  The risks of that surgery 

include meningitis, permanent facial paralysis, permanent loss of taste, cerebrospinal fluid leak, 

and a risk of permanent deafness without possibility of reimplantation.  Device malfunction can 

also cause shocking or overstimulation and the direct electrical path to the sensory neurons 

creates a potential for permanent neural damage.  In children, device failure is also likely to 

cause developmental delays.  Vol. 5, Tr. 30:16-17 

 ―Highly reprehensible conduct supports a higher ratio.‖ Cooley v. Lincoln Elec. Co., 776 

F. Supp. 2d 511, 552 (N.D. Ohio 2011).  Here, as in Cooley, ―a majority of the relevant factors 

                                                           
12

 A review of verdicts shows the 4:1 ratio rule is factually inaccurate as well.  Multiple courts in the Sixth 

Circuit have found higher ratios appropriate:  5:1, Day v. Ingle's Mkts., Inc., 2006 U.S. Dist. LEXIS 

100159 (E.D. Tenn. Jan. 25, 2006) (aff‘d, 227 Fed. Appx. 486 (6th Cir. 2007)); 5.6:1, Cambio Health 

Solutions, LLC v. Reardon, 234 Fed. Appx. 331, 339 (6th Cir. 2007); 6.3:1, Cooley v. Lincoln Elec. Co., 

776 F. Supp. 2d 511, 552 (N.D. Ohio 2011); 6.2:1, Ten Broece Dupont, Inc. v. Brooks, 283 S.W.3d 705, 

710-11 (Ky. 2009); 11:1, Phelps v. Louisville Water Co., 103 S.W.3d 46, 54 (Ky. 2003). 
13

 See Philip Morris USA Inc. v. Williams, 556 U.S. 178 (2009) (dismissing appeal and letting a nearly 

100:1 ratio stand). 
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suggest defendants' conduct was reprehensible.‖  Id.  The court in Cooley affirmed a 6.3:1 ratio 

of punitive to actual damages.  Id.  In doing so, the court found the damages likely to be caused 

by defendant‘s conduct were extreme and could require medical treatment for a lifetime.  Here, 

as in Cooley, the risks Advanced Bionics exposed its patients to include permanent, irreversible 

injuries.  In fact, to this day Breanna still suffers side effects caused by the Advanced Bionics 

device.  4/9/13 Tran. (Brian Sadler) at 30:13-31:1.   

 3. Awards in Similar Cases are Often Higher 

 The third Gore factor requires a Defendant have ―‗fair notice‘ that its conduct would 

subject it to a penalty on the order of the punitive damages award.‖  Romanski v. Detroit Entm't, 

L.L.C., 428 F.3d 629, 648 (6th Cir. 2005).  As in Cooley, Defendant here is a ―sophisticated 

defendant‖ who ―cannot claim to be unaware of the prospect that [it] could be subject to a 

punitive damages award as a result of conduct that causes harm to consumers.‖  Cooley v. 

Lincoln Elec. Co., 776 F. Supp. 2d 511, 554 (N.D. Ohio 2011).   

 Defendant argues the punitive damages award is limited to the FDA civil monetary 

penalty for a single unapproved device.  The Sixth Circuit has explicitly rejected Defendant‘s 

argument.  The Sixth Circuit has recognized, for purposes of the third Gore factor, that the 

availability of common law punitive damages awards provide fair notice of potential awards.  

Cambio Health Solutions, LLC v. Reardon, 234 Fed. Appx. 331, 340 (6th Cir. 2007).  The court 

in Cooley recognized that federal penalties are relatively unimportant under this factor:   

―in light of the Sixth Circuit's recognition in Cambio that common law punitive damages are a  

known risk, what [federal regulators] might do is of limited relevance.  Cooley v. Lincoln Elec. 

Co., 776 F. Supp. 2d 511, 555 (N.D. Ohio 2011). 
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 Defendant knew it could be subject to a large punitive damages award.  Kentucky, unlike 

some states, has no absolute cap on punitive damages. Plaintiff‘s amended complaint sought 

punitive damages of $40 million.  D.E. 57 at 54.  Large punitive damages awards are not 

uncommon in the Sixth Circuit
14

.   Nor are they uncommon against medical device 

manufacturers.  Defendant, as a sophisticated medical device company, had fair notice that a 

large punitive damages award was possible against it. 

 Defendant speculates that repeated punitive damages award could someday reach a point 

where they would violate due process.  The Sixth Circuit has considered this argument in 

previous cases and rejected it.  See Moran v. Johns-Manville Sales Corp., 691 F.2d 811 at 816-

17 (6th Cir. 1982).  To the extent future punitive damages awards would become constitutionally 

excessive, the proper course of action is for those courts to limit punitive damages, not for this 

Court to limit an award based on a speculative scenario in which all patients with Vendor B 

devices sue, all cases go to trial and all juries award punitive damages. 

 

CONCLUSION 

 Advanced Bionics made millions in revenues from the sale of leaky devices while more 

than one thousand Deaf patients suffered.  Defendant knew the AstroSeal feedthru was 

vulnerable for a potential leak before they started using it.  Defendant knew it needed to test to 

prevent these leaks but did not do so.  After Defendant started using AstroSeal, engineers warned 

it repeatedly that the devices were leaking.  The President of the company knew the devices were 

leaking ―at an alarming rate‖ for more than a year.  The company knew Deaf babies would have 

                                                           
14

 See, e.g., Gibson v. Moskowitz, 523 F.3d 657 (6th Cir. 2008) ($3 million), R.O. v. A.C., 384 S.W.3d 

185 (Ky. Ct. App. 2012)($6 million), Cambio Health Solutions, LLC v. Reardon, 234 Fed. Appx. 331 

(6th Cir. 2007)($5 million), McDonald‘s Corp. v. Ogborn, 309 S.W.3d 274 (Ky. Ct. App. 2009) ($5 

million). 
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unnecessary and risky surgeries if they continued shipping these devices.  But they did it 

anyway.  And they kept doing it long after they knew these Deaf babies received leaking 

implants. 

 Advanced Bionics deserves to be punished.  A jury of ten, properly instructed and 

unbiased, agreed.  The judgment should stand. 
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