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INTRODUCTION 

Defendant Advanced Bionics, LLC, is entitled to a new trial or a substantial reduction of 

the punitive damages for the following reasons: 

1. Plaintiffs were erroneously permitted to introduce and rely heavily on 

inflammatory and highly prejudicial evidence that was relevant solely to the preempted claims or 

was otherwise improper.   

2. Plaintiffs’ counsel repeatedly engaged in improper jury argument, including 

(a) urging the jury to calculate punishment based on the alleged effects of Advanced Bionics’ 

conduct outside Kentucky and on harms to nonparties, which the Due Process Clause forbids; 

(b) asking the jury to base its punitive-damages award on Advanced Bionics’ gross revenues 

from sales of 1000 other implants, which Kentucky law forbids; and (c) arguing for liability and 

punishment based on evidence and allegations relating solely to the preempted claims, which the 

Supremacy Clause and federal law forbid.  

3. At minimum, because the punitive damages are unconstitutionally excessive the 

Court should reduce them to a nominal amount or, at most, to no more than the amount of the 

compensatory damages. 

ARGUMENT 

I. A NEW TRIAL IS REQUIRED BECAUSE THE VERDICT WAS TAINTED BY 
IRRELEVANT AND HIGHLY PREJUDICIAL EVIDENCE 

A court may grant a new trial under Federal Rule of Civil Procedure 59(a) if an 

evidentiary error “so altered the total mix of information submitted to the jury that it was 

substantially likely to have affected the verdict.” Stockman v. Oakcrest Dental Ctr., P.C., 

480 F.3d 791, 804 (6th Cir. 2007) (citations omitted) (remanding for new trial where improper 

admission of prejudicial settlement letters was substantially likely to have affected the verdict); 
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see also, e.g., Mike’s Train House, Inc. v. Lionel L.L.C., 472 F.3d 398, 409–10 (6th Cir. 2006) 

(remanding for new trial where improper admission of expert testimony under Daubert “likely 

had a substantial effect on the verdict”).  

Here, Plaintiffs relied heavily on evidence that was inadmissible because (i) it was 

relevant solely to claims that had been dismissed before trial, including alleged regulatory 

violations, common-law fraud, and misrepresentation claims that the Court held to be preempted 

by federal law; (ii) it included repeated improper statements by Plaintiffs’ regulatory expert; and 

(iii) it addressed failures of other individuals’ implants long after Breanna Sadler received hers. 

That evidence, individually and cumulatively, is substantially likely to have affected the jury’s 

verdict. A new trial, or at least a new trial on punitive damages, is therefore required.  

We acknowledge that, in ruling on Advanced Bionics’ motions in limine or objections at 

trial, this Court addressed the evidentiary issues presented in this motion. We submit, however, 

that there is good reason for the Court to take a fresh look at these issues, because hindsight 

makes clear what may not have been entirely so when the objections were originally raised: Not 

only was the objected-to evidence misleading, inflammatory, and irrelevant to any issue properly 

before the jury, but it proved to be especially subject to misuse by Plaintiffs’ counsel, who 

invoked it repeatedly in making improper jury arguments that conflict with due-process 

principles, preemption principles, and the Kentucky punitive-damages statute. (See Part II, infra.) 

This misuse of the evidence often differed from the purpose that Plaintiffs’ counsel had 

represented to the Court in gaining the evidence’s admission.  

In view of Plaintiffs’ extensive improper and prejudicial use of this evidence, especially 

in closing argument, it is appropriate to reconsider whether the evidence should have been 

admitted in the first place. That is precisely what Judge Wilson of the Eastern District of 
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Arkansas did in a similar case involving a claim against a pharmaceutical manufacturer. The 

events at trial persuaded Judge Wilson that he had erred in admitting the testimony of the 

plaintiff’s “regulatory expert” during the punitive-damages phase of the trial because the witness 

did not contribute genuine expertise but instead provided lawyer-like commentary on the 

defendant’s conduct as well as predigestion of documents that the jurors were competent to read 

and interpret for themselves. In re Prempro Prods. Liab. Litig., 554 F. Supp. 2d 871, 878-87 

(E.D. Ark. 2008), aff’d in relevant part, 586 F.3d 547 (8th Cir. 2009). Finding that there was no 

other substantial evidence to support punitive damages, Judge Wilson granted the defendant 

judgment as a matter of law on punitive damages (see id. at 887-88, 905), which the Eighth 

Circuit affirmed. Here, too, the events at trial suggest that it was error to admit various categories 

of evidence—including expert testimony remarkably similar to the testimony Judge Wilson 

concluded he should not have admitted in Prempro. Because the erroneously admitted evidence 

affected the entire verdict, a new trial, or at least a new trial on punitive damages, is warranted. 

A. Plaintiffs’ Evidence and Argument Relating To the Preempted Claims Were 
Irrelevant, Inflammatory, and Highly Prejudicial 

In granting Advanced Bionics’ motion for partial summary judgment, this Court held that 

certain alleged conduct, including conduct that Plaintiffs claimed violated federal regulatory 

requirements, could not support state-law claims for damages. (ECF No. 162.) The Court held 

that the claims based on that conduct were either expressly preempted by the Medical Device 

Amendments, 21 U.S.C. § 360k(a), because they would impose requirements “different from or 

in addition to” those imposed by federal law (id. at 10) or impliedly preempted because the 

claims would “not exist independent of FDA statutes and regulations” (id. at 11).  

Only two claims survived preemption: (1) failure to manufacture Breanna Sadler’s HiRes 

90K cochlear implant in conformity with the PMA Supplement; and (2) failure to perform 
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validation testing of the HiRes 90K design with an Astro Seal feedthru under conditions of actual 

or simulated use, under 21 C.F.R. § 820.30(g). (Id. at 20, 22, 24.) The preempted claims included 

claims for fraud and failure to warn (id. at 18, 27), claims alleging that the device was 

adulterated or that Advanced Bionics failed to file a PMA Supplement before using the Astro 

Seal feedthrus in some of the HiRes 90K units (id. at 20, n.20), and claims based on alleged 

violations of other federal regulations (id. at 24 & n.24). Accordingly, the Court held: 

Plaintiffs cannot . . . introduce evidence to prosecute Advanced Bionics for 
wrongs outside the scope of harm Plaintiffs suffered as embodied in those two 
[non-preempted] causes of action. Plaintiffs are not permitted to introduce every 
act of potential malfeasance Advanced Bionics ever purportedly made.  

(Mem. Op. and Order, Defs.’ Mot. in Limine to exclude evidence of unrelated product recalls and 

other issues, ECF No. 193 at 9.) 

Despite these rulings, Plaintiffs repeatedly introduced evidence that Advanced Bionics 

had engaged in fraud, failed to warn, and violated regulations that the Court had held could not 

form the basis of a non-preempted claim. Plaintiffs introduced the improper evidence through 

their expert and fact witnesses and then not only made the conduct allegedly shown by the 

evidence into a centerpiece of their closing arguments (see Part II, infra), but also used it to 

speculate about Advance Bionics’ motives for engaging in that conduct. Thus, even though this 

Court had ruled that, as a matter of law, Advanced Bionics could not be held liable at all for 

certain alleged acts and omissions, Plaintiffs were permitted to introduce evidence of precisely 

those alleged acts and omissions and to ask the jury to punish Advanced Bionics for them. The 

evidence had no relevance to the only two non-preempted claims, so it should not have been 

considered either for liability or for imposition of punitive damages.  

In seeking to avoid the Court’s pretrial order, Plaintiffs argued, unsuccessfully, that 

evidence relating to the preempted claims was admissible (a) to support their negligence claim 
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because that claim supposedly “parallels” the preempted claims (4/3/13 Tr. 21:1-13),1 (b) to 

prove fraudulent concealment in support of Plaintiffs’ bid for punitive damages (id. at 22:10-11), 

and (c) to establish causation (Vol. 5 Tr. 91:7-14). The Court rejected each of those arguments. 

Nevertheless, Plaintiffs elicited and used such evidence, often over objection, to persuade the 

jury to award punitive damages against Advanced Bionics for failing to provide information to 

Plaintiffs, their doctors, and the FDA that was different from or in addition to the information 

that Advanced Bionics was required by the FDA to provide (and did in fact provide). But as this 

Court recognized in granting partial summary judgment to Advanced Bionics, the Supremacy 

Clause and Supreme Court precedent barred liability on that basis.  

The admission of evidence relevant solely to the preempted claims also violated the Due 

Process Clause because “[a] defendant’s dissimilar acts, independent from the acts upon which 

liability was premised, may not serve as the basis for punitive damages.” State Farm Mut. Auto. 

Ins. Co. v. Campbell, 538 U.S. 408, 422-23 (2003). Under this Court’s pretrial preemption 

rulings, the only acts on which liability could be premised at trial were failure to manufacture 

Breanna Sadler’s cochlear implant in conformity with the then-applicable PMA Supplement and 

failure to perform required validation testing of the implant design with an Astro Seal feedthru. 

Id. The other acts alleged in Plaintiffs’ complaint were “independent from those acts upon which 

liability could be premised,” so they could “not serve as the basis for punitive damages.” Id. The 

Court’s ruling dismissed as preempted all claims that alleged fraud, misrepresentation, failure to 

file a PMA Supplement, or regulatory violations other than the two specifically allowed by the 

order. As a matter of law, the evidence going solely to those preempted claims cannot support 

any claim for relief by a party other than the FDA, so it could serve no valid purpose at trial. See 

                                                 
1 All cited portions of the trial transcript are attached in a separate Appendix. 
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Ludwig v. Norfolk S. Ry. Corp., 50 F. App’x 743, 750 (6th Cir. 2002) (affirming exclusion of 

evidence as preempted because it was “closely related to claims preempted by federal law”); 

Bouchard v. Am. Home Prods. Corp., 213 F. Supp. 2d 802, 812 (N.D. Ohio 2002) (excluding 

evidence “offered only to show that the FDA was misled, or that information was intentionally 

concealed from the FDA” because such claims are preempted). Here, the trial was rife with such 

evidence, as well as jury argument seeking relief based on it. 

1. Plaintiffs improperly introduced and used evidence that Advanced 
Bionics failed to submit a new PMA Supplement for Astro Seal.  

Plaintiffs’ regulatory expert, Wally Pellerite, testified that Advanced Bionics had failed in 

its obligation to file a new PMA Supplement addressing the addition of Astro Seal as a second 

feedthru supplier. (4/4/13 Tr. 64:15-25.) Advanced Bionics objected to this testimony because it 

was irrelevant under this Court’s pretrial ruling that the failure to file a new PMA Supplement 

could not form the basis of a claim in this case. (Id. at 65:5-20; see also ECF No. 162 at 20 n.30 

(“Advanced Bionics’ failure to file a PMA Supplement is a violation of an administrative 

obligation . . . . A state law claim seeking a remedy for this violation is a disguised claim to 

privately enforce the federal law, prohibited under 21 U.S.C. § 337(a).”).) Advanced Bionics’ 

objection was sustained. (4/4/13 Tr. 65:5-20.) 

Nevertheless, Plaintiffs’ counsel repeatedly used this excluded evidence in closing 

argument to argue that Advanced Bionics had committed fraud on the FDA by withholding 

crucial information—an argument that was precluded by this Court’s ruling on summary 

judgment, this Court’s evidentiary ruling at trial, and federal preemption law. For example, 

Plaintiffs’ counsel argued: “Mr. Pellerite said they were required by the agency to notify of the 

change. They didn’t properly conduct the test. They didn’t give the information to the FDA. So 

the FDA had no way of checking or verifying that this supplier was a good supplier. That’s what 
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should have been done.” (Vol. 11 Tr. 64:1-5; see also 51:14-19, 62:7-13.) Plaintiffs’ counsel also 

argued that Advanced Bionics’ failure to inform the FDA at the outset that the company had 

retained Astro Seal as a second supplier then gave Advanced Bionics an incentive for even 

greater fraud on the FDA because Advanced Bionics allegedly needed to find a different 

explanation for device failures in order to avoid being shut down by the agency. (Id. at 62:14-

63:6.) That argument was manifestly improper. 

2. Plaintiffs improperly introduced and used evidence that Advanced 
Bionics misled the FDA and failed to provide information to doctors 
and patients.  

The Court ruled unequivocally that Plaintiffs’ fraud and misrepresentation claims were 

preempted. (ECF No. 162 at 18 (“[A]ll of Plaintiffs’ common law fraud claims are preempted.”); 

Vol. 2B Tr. 15:15 (“This isn’t a false representation case.”); 4/3/13 Tr. (Pellerite) 21:15-23:55 

(“fraud and concealment from the FDA is a preempted area”).) Nevertheless, over frequent 

objections, Plaintiffs solicited evidence regarding, and argued to the jury about, the failure to 

inform the FDA and doctors about implant failures and the alleged lack of testing. (E.g., 4/3/13 

Tr. (Pellerite) 20:6-14 and 20:15-22:25 (sustaining objection); 42:19-25 and 43:1-44:17 

(sustaining objection and striking testimony); 47:10-11 and 47:12-19 (sustaining objection and 

striking testimony); 63:22-64:3 and 64:4-20 (sustaining objection); 74:18-21 and 74:22-75:13 

(sustaining objection and striking testimony); 77:15-17 and 77:18-21 (sustaining objection and 

striking testimony); and 95:8 and 95:10-11 (sustaining objection and striking testimony); 4/8/13 

Tr.  (Severtson) 90:1-13 and 91:18-21 (sustaining objection).)  

Mr. Pellerite testified that it was misleading and unlawful for Advanced Bionics not to 

disclose to the FDA that the company had not conducted accelerated life testing. (4/3/13 

Tr. 42:19-25.) This testimony prompted an immediate objection and motion to strike, and the 

Court admonished the witness. (Id. 43:1-45:25.) Nonetheless, Mr. Pellerite almost immediately 
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repeated that Advanced Bionics had “misled the FDA.” (Id. at 47:10). He concluded his 

testimony with the same inadmissible and prejudicial assertion. (Id. 47:10, 95:8.) Advanced 

Bionics again moved to strike, but while the Court advised the jury to reach its own conclusions 

about Advanced Bionics’ conduct, it did not strike the testimony. (Id. 47:10-19.)  

Mr. Pellerite also testified: that Advanced Bionics had violated FDA requirements by 

failing to tell physicians about moisture problems with the device (id. 95:12); that Advanced 

Bionics had committed an “egregious” violation of industry standards by failing to inform the 

FDA of the results of subsequent accelerated life testing (id. 64:1-3);2 and that Advanced Bionics 

had withheld from the FDA information about the device’s failure rate (id. 77:15-17). Advanced 

Bionics’ objections to this testimony were sustained (id. at 64:4-19, 77:18-21 and 95:9-11), but 

of course the impact on the jury could not be undone, particularly when Plaintiffs’ counsel 

repeated these same points in closing argument. (See Part II.C, infra.) 

In addition, Plaintiffs’ counsel asked Breanna’s implant surgeon, Dr. Severtson, whether 

Advanced Bionics had informed him of various risks related to the HiRes 90K. (Vol. 5 Tr. 90:1-

13.) Again Advanced Bionics’ objection to this testimony was sustained, (id. at 91:18-21), and 

again Plaintiffs’ counsel referred to this excluded evidence during closing argument (Vol. 11 

Tr. 42:1-8). Evidence of what Advanced Bionics told or did not tell the FDA, physicians, or the 

                                                 
2 Mr. Pellerite’s nonresponsive, agenda-driven soliloquies were not the only vehicle used 

to place this improper evidence in front of the jury. Plaintiffs’ counsel also asked leading 
questions that were plainly intended to solicit more such improper evidence. For example, 
despite detailed sidebar discussions and rulings during Mr. Pellerite’s testimony, counsel invited 
the improper evidence by asking: “Is there a responsibility under the industry standards for 
medical device manufacturers to give full and accurate information to doctors, hospitals, and 
patients?” (4/3/13 Tr. (Pellerite) 74:19-21.) Advanced Bionics’ objection to this testimony was 
sustained, (id. at 74:22-75:12), but Plaintiff’ counsel relied heavily on this excluded evidence in 
closing argument (see, Part II.C, infra). 
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public had no relevance to the non-preempted claims. This highly inflammatory evidence 

undoubtedly influenced the verdict.  

3. Plaintiffs improperly introduced and used preempted evidence that 
Advanced Bionics had unspecified quality-system issues and violated 
regulatory requirements.  

Plaintiffs introduced and used evidence that Advanced Bionics had unspecified quality-

system issues and violated regulatory requirements. (4/3/13 Tr. (Pellerite) 93:23-95:4.) As this 

Court recognized in its summary-judgment ruling, a violation of nonspecific Current Good 

Manufacturing Practices requirements (which embody and define the “quality system”) cannot 

support a valid parallel (i.e., non-preempted) claim because “most of these CGMPs impose only 

administrative standards or flexible guidelines rather than mandate manufacturing requirements.” 

(ECF No.162 at 21.) The Court further ruled that only those CGMPs that “impose a concrete 

requirement on a manufacturer that embodies a standard of care related to the safety and 

effectiveness of the device” can support a non-preempted claim. (Id.) In short, the Court ruled 

that generalized allegations about nonspecific deficiencies in Advanced Bionics’ quality system 

are preempted under Riegel v. Medtronic, Inc., 552 U.S. 312 (2008). (Id.)  

Advanced Bionics’ motion in limine to exclude expert opinions about Advanced Bionics’ 

quality system was denied.3 (ECF No. 202 at 9.) Thus, Mr. Pellerite was permitted to testify at 

length about alleged regulatory deficiencies in the quality system even though the Court had 

ruled that claims regarding these alleged deficiencies were preempted. For example, Mr. Pellerite 

testified that from 2001 to 2007, numerous sources advised management with executive 

responsibility about unspecified problems with the quality system (4/3/13 Tr. (Pellerite) 93:23-

                                                 
3 When the district court denies a party’s motion in limine challenging an expert under 

Daubert, the party does not need to renew its objections at trial. See Conwood Co. v. U.S. 
Tobacco Co., 290 F.3d 768, 791-92 (6th Cir. 2002). 

Case 3:11-cv-00450-TBR   Document 294   Filed 05/30/13   Page 15 of 47 PageID #: 6805



10 

94:5); that Advanced Bionics had “grossly deficient” supplier quality-control procedures (id. at 

54:1-4); that Advanced Bionics did not have proper corrective-action procedures (id. at 94:6-16); 

and that Advanced Bionics did not have “proper staffing” (id. at 94:17-23). 

Advanced Bionics’ global quality system was not on trial, however, so evidence about 

unspecified quality-system deficiencies with no connection to the two triable claims should have 

been excluded. Because Plaintiffs used this evidence to portray Advanced Bionics as a “bad 

company” and to influence the jury’s determination of liability for compensatory and punitive 

damages, its admission was highly prejudicial.   

4. Plaintiffs improperly introduced and used evidence of Advanced 
Bionics’ purportedly inadequate business ethics. 

Plaintiffs repeatedly elicited Mr. Pellerite’s personal opinions of Advanced Bionics’ 

ethics, even though Plaintiffs had designated him as an expert solely as to FDA regulatory 

requirements. On at least seven occasions, Plaintiffs’ counsel asked Mr. Pellerite to summarize 

Advanced Bionics’ documents, to pass judgment on Advanced Bionics’ conduct, and to describe 

what a “responsible” manufacturer would have done in similar circumstances. (4/3/13 Tr. 

(Pellerite) 29:5-6, 47:24-25, 67:3-5, 68:11-12, 71:20-21, 83:24-25, 86:16-17.) As explained in 

Advanced Bionics’ motion in limine:  

Testimony amounting to a personal judgment about a company’s motives, what it 
should have done, how it should have behaved, or characterizations of how it 
behaved are inadmissible. See In re Rezulin, 309 F. Supp. 2d at 543 (excluding 
expert opinions concerning purported ethical standards based on personal, 
subjective views as “speculative testimony”); In re Fosamax, 645 F. Supp. 2d at 
192, 195 (excluding all expert testimony “as to the knowledge, motivations, 
intent, state of mind, or purposes of [the pharmaceutical manufacturer], its 
employees, the FDA or FDA officials”); In re Baycol Prods. Litig., 532 F. Supp. 
2d 1029, 1054 (D. Minn. 2007) (ruling that FDA expert “may not infuse his 
personal views as to whether Bayer acted ethically, irresponsibly or recklessly”); 
In re Welding Fume Prods., No. 1:03-CV-17000, MDL 1535, 2005 WL 1868046, 
at *20 (N.D. Ohio Aug. 8, 2005) (“But the critical question for the jury in this 
case is whether the defendant corporations did what the law required them to do, 
not whether, from a societal perspective, they did what an ‘ethical corporation’ 
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should have done. [The expert’s] opinions regarding the latter, accordingly, will 
tend to misdirect the finder of fact.”) (emphasis in original). 

(ECF No. 119-1 at 10-11.) 

The trial has confirmed why it is highly prejudicial to allow such testimony. As the 

motion predicted, Mr. Pellerite’s trial testimony was nothing more than advocacy. See In re 

Prempro Prods. Liab. Litig., 586 F.3d at 571 (upholding trial court’s order striking regulatory 

expert whose proffered testimony consisted of a “brief overview of some federal regulations, 

followed by a discussion of specific exhibits, largely devoid of regulatory analysis”). The 

problem recognized by the Prempro court was precisely what Advanced Bionics sought to 

prevent here, and precisely what Plaintiffs achieved through Mr. Pellerite when Advanced 

Bionics’ motion was denied: an expert who was supposed to be confined to testifying about 

regulatory requirements, but who actually did “nothing, or little more, than read exhibits” and 

who did “no more than counsel for plaintiff did in argument, i.e., propound a particular 

interpretation of defendant’s conduct.” In re Prempro Prods. Liab. Litig., 554 F. Supp. 2d at 886-

87, aff’d, 586 F.3d 547. “Having an expert witness simply summarize a document (which is just 

as easily summarized by a jury) with a tilt favoring a litigant, without more, does not amount to 

expert testimony.” Id. Indeed, having elicited them, Plaintiffs’ counsel later acknowledged that 

Mr. Pellerite’s opinions about what a “responsible” manufacturer should have done were not 

expert testimony:  

Mr. Pellerite said a responsible device manufacturer should be concerned about 
the risks and the patients that are suffering all these, these failures and having to 
go through extra surgery as opposed to losing market share. Well, I don’t think 
you need an expert to say that. 

(Vol. 11 Tr. 76:20-24 (emphasis added).) 
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Mr. Pellerite’s testimony was replete with irrelevant opinions about preempted claims 

and personal opinions and was devoid of regulatory analysis. It should have been excluded or 

significantly limited. See Mike’s Train House, Inc., 472 F.3d at 409-10. 

B. Plaintiffs Improperly Used Irrelevant and Unfairly Prejudicial Evidence of 
“1000 Other Failures” 

As explained in Part II below, Plaintiffs urged the jury to calculate the amount of punitive 

damages by multiplying 1000 device failures by the approximate retail price of the devices 

($20,000 to $25,000) and impose punitive damages of $20,000,000 to $25,000,000. (See infra at 

17-22.) Leaving aside the due-process violations and other legal infirmities of this argument that 

we discuss below, the foundation of the argument—the existence of 1000 device failures—is 

based on evidence that should have been excluded as irrelevant and unfairly prejudicial.  

Advanced Bionics moved in limine to exclude evidence of other device failures. (ECF 

No. 113.) The Court ruled that “evidence of other device failures is not admissible to prove that 

the particular product in question here was defective.” (ECF No. 195 at 7.) The Court also ruled 

that “any evidence of device failures occurring after Plaintiff Breanna Sadler received her 

implant would not be relevant to the issue of whether Defendant had notice of a possible defect.” 

(Id.) Finally, the Court ruled that “any otherwise admissible evidence of other device failures, 

insofar as that evidence shows actual harm to nonparties, may be admissible for purposes of 

determining reprehensibility, but not for purposes of using a punitive damages verdict to punish 

Defendant for harm allegedly caused to nonparties. Counsel shall approach the Court and seek 

leave prior to introducing this evidence at trial.” (Id. at 8.) 

Over Advanced Bionics’ objections (ECF No. 189-1 at 84-85, 92), Plaintiffs introduced 

deposition testimony from Advanced Bionics employee Josh Polack that as of January 22, 2010, 

there had been 1000 explants of the HiRes 90K, approximately “800 or so” resulting from high 
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moisture, and that by October 13, 2010, that number was “approaching” 1000. (ECF No. 290, 

Ex. A at 1-2, 13.) The approximate number of failures that had occurred by October 2010—over 

four years after Breanna Sadler’s implant—is irrelevant to the issue of notice and had been ruled 

inadmissible for that purpose. It had also been ruled inadmissible as evidence that Breanna 

Sadler’s device was defective. 

That evidence also was not relevant to punitive damages and Advanced Bionics’ mental 

state in testing or manufacturing Breanna Sadler’s device. Only what was known or expected by 

Advanced Bionics when Breanna Sadler received her implant could have any possible bearing on 

punitive damages: whether the company manufactured and sold the implant with sufficient 

recklessness or conscious disregard for patient safety to justify punitive damages, and if so, the 

degree of reprehensibility of that conduct. These questions must be assessed at the time the 

conduct occurred. 

Plaintiffs did not offer any proof on this issue. There was no evidence showing how many 

HiRes 90K high-moisture failures had occurred before Breanna Sadler received her implant. Nor 

was there any evidence showing that Advanced Bionics knew or expected in January 2006 that 

the number of high-moisture failures would reach four figures by 2010, or even by 2020 or 2030. 

Thus, instead of focusing on what the company knew at the time of Breanna Sadler’s 

implant, the jury was asked to rely on the number of failures that occurred many years later. This 

evidence was misleading and unfairly prejudicial to Advanced Bionics. 

II. ADVANCED BIONICS IS ENTITLED TO A NEW TRIAL BECAUSE OF GROSS 
IMPROPRIETIES IN PLAINTIFFS’ JURY ARGUMENTS 

“[C]ounsel should not introduce extraneous matters before a jury or, by questions or 

remarks, endeavor to bring before it unrelated subjects, and, where there is a reasonable 

probability that the verdict of a jury has been influenced by such conduct, it should be set aside.” 
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City of Cleveland v. Peter Kiewit Sons’ Co., 624 F.2d 749, 756 (6th Cir. 1980) (citation omitted). 

In determining whether misconduct occurred, a court should examine the nature of counsel’s 

comments, their frequency, their possible relevance to the issues properly before the jury, the 

manner in which the parties and the court treated the comments, and the verdict itself. Id. Such 

misconduct certainly occurred here, and its prejudicial effects are manifest. A new trial is 

required. 

Much of Plaintiffs’ closing argument was spent inflaming the jurors with improper 

appeals to their emotions, passions, and prejudices. For example, counsel urged the jury to 

punish Advanced Bionics for injuries to 1000 other individuals whose implants failed, even 

though the Supreme Court has made clear that the Constitution prohibits the imposition of 

punishment for harm suffered by anyone other than the plaintiff in the particular case. Counsel 

also proposed that the punitive damages be calculated on the basis of the gross revenues from 

sales to those 1000 nonparties, thereby advocating a violation not only of federal law, but also of 

Kentucky’s statutory limitation on the type of financial evidence that may be considered in 

setting punitive damages. Counsel compounded the prejudicial effect of the preempted 

regulatory evidence (described in Part I.A above) by relying on it heavily in closing, thereby 

infecting the jury’s determination of liability for compensatory as well as punitive damages. 

These improper arguments appear to have been highly effective in inflaming the jury and causing 

it to award both extremely generous compensatory damages and grossly excessive punitive 

damages. 

While counsel’s improper closing statements were not objected to, the failure to make 

contemporaneous objections to improper jury argument does not waive the right to seek a new 

trial later. See Clark v. Chrysler Corp., 436 F.3d 594, 609 n.19 (6th Cir. 2006) (“In the Sixth 
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Circuit, if counsel’s closing argument is improper, and if there is a reasonable probability that the 

verdict of the jury has been influenced by such conduct, it should be set aside, even if opposing 

counsel failed to object.”) (quoting Strickland v. Owens Corning, 142 F.3d 353, 358 (6th Cir. 

1998) (brackets omitted)). The lack of objection merely raises the “degree of prejudice that must 

be demonstrated to get a new trial.” Id. That heightened standard is fully met here. 

A. Plaintiffs’ Proposal for Calculating Punitive Damages Was Flagrantly 
Improper 

Due process forbids imposing punitive damages either for harm to nonparties or for 

harms suffered outside the forum state-- Kentucky. See Phillip Morris USA v. Williams, 549 U.S. 

346, 352-55 (2007) (“the Constitution’s Due Process Clause forbids a State to use a punitive 

damages award to punish a defendant for injury that it inflicts upon nonparties or those whom 

they directly represent, i.e., injury that it inflicts upon those who are, essentially, strangers to the 

litigation”); State Farm, 538 U.S. at 421 (“a State [does not] have a legitimate concern in 

imposing punitive damages to punish a defendant for unlawful acts committed outside of the 

State’s jurisdiction”); id. at 423 (“Due process does not permit courts, in the calculation of 

punitive damages, to adjudicate the merits of other parties’ hypothetical claims against a 

defendant under the guise of the reprehensibility analysis”). 

Despite these clear prohibitions, Plaintiffs expressly and repeatedly asked the jury to 

punish Advanced Bionics for harm to other individuals across the Nation and to calculate the 

amount of the punishment based on a specific number of nonparties: “There have been a 

thousand implants to date roughly. . . . There are the 500 adults . . . and there are the 500 

children.” (Vol. 11 Tr. 72:12-24.)  

Plaintiffs then characterized the gross revenues that Advanced Bionics received from 

those nonparties as the “wages of sin.” (Vol. 11 Tr. 95:2.) To that end, Plaintiffs showed the jury 
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a PowerPoint slide of 500 adult-shaped figures and 500 childlike figures, each with a 

superimposed dollar sign. The slide provided the mathematical calculation 1,000 x $20,000 to 

$25,000 = $20,000,000 to 25,000,000. Pointing to that slide, counsel then exhorted: 

Punitive damage amount? That’s up to you. But consider this. . . . That’s just from 
the failures. Those are the revenues just from the failures to date. $20 to $25 
million. 

(Vol. 11 Tr. 99:20-100:11.) 

As the Supreme Court has explained, however: 

[A] defendant threatened with punishment for injuring a nonparty victim has no 
opportunity to defend against the charge . . .. [T]o permit punishment for injuring 
a nonparty victim would add a near standardless dimension to the punitive 
damages equation. How many such victims are there? How seriously were they 
injured? Under what circumstances did injury occur? The trial will not likely 
answer such questions as to nonparty victims. The jury will be left to speculate. 
And the fundamental due process concerns to which our punitive damages cases 
refer—risks of arbitrariness, uncertainty, and lack of notice—will be magnified.”  

Williams, 549 U.S. at 354; see also Sand Hill Energy, Inc. v. Smith, 142 S.W.3d 153 (Ky. 2004) 

(vacating punitive-damages award of $20 million where plaintiff’s counsel asked jury to consider 

the number of Ford vehicles sold nationwide that contained a defect, the number of reports 

nationwide of similar incidents, and the number of individuals who were killed nationwide); Ray 

v. Allergan, Inc., 863 F. Supp. 2d 552, (E.D. Va. 2012) (granting new trial where plaintiff’s 

closing argument “r[an] afoul of Williams” by “invit[ing] jurors to ‘think of all the Douglas Rays 

in the United States that were being injected with BOTOX® in 2007’”). 

The uniqueness of Breanna Sadler’s experience and the timing of her initial implantation 

exemplify these types of problems. Advanced Bionics’ vice president of research and 

development, Dr. Kulkarni, testified that electrical shocks from a failed device were extremely 

rare. (4/15/13 Tr. 38:6-12.) And Plaintiffs’ counsel admitted as much in his closing: 
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As I stand here today, I cannot figure out why Dr. Kulkarni flew in from 
California to give that testimony because all he did was reinforce everything that 
we have said about Breanna’s experience. . . . Breanna was an extreme case. 

(Vol. 11 Tr. 82:6-12.) But Plaintiffs’ counsel invited the jury to speculate on the harms from the 

sales of 1000 other implants (using gross revenues from those sales as the measure of 

punishment), as though Breanna’s rare case fairly represented the experience of all 1000 other 

individuals who supposedly were injured.  

While the jury did not accept counsel’s proposed punishment, it appears to have used that 

amount as the starting point for its deliberations: Its award of $6,250,000 is exactly 25% of 

counsel’s suggested maximum, or $6,250 per allegedly defective implant sold. The likeliest 

explanation for that verdict—indeed, the only way to make sense of a number that otherwise 

seems to have been plucked from thin air—is that the jury accepted that it could punish 

Advanced Bionics for 1000 implants nationwide, but cut the proposed punishment by ¾ to 

account for its determination that Advanced Bionics’ conduct was not nearly as reprehensible as 

Plaintiffs claimed. But the $25 million figure was not an appropriate baseline for the jury to have 

used, both because it was premised on an impermissible theory of punishment for extraterritorial 

conduct and harms to nonparties, and because the raw number would in all circumstances have 

been grossly excessive under State Farm and BMW of North America, Inc. v. Gore, 517 U.S. 

559, 568 (1996) even for highly reprehensible conduct.4  

In short, Plaintiffs’ highly improper argument manifestly tainted the punitive verdict. 

                                                 
4 For precisely this reason, the Second Circuit has “emphasiz[ed] that specifying target 

amounts for the jury to award is disfavored” because there is always a high risk that those 
numbers distort the jury’s view of the permissible, reasonable range of punishment. Consorti v. 
Armstrong World Indus., 72 F.3d 1003, 1016 (2d Cir. 1995), vacated on other grounds sub nom. 
Consorti v. Owens-Corning Fiberglas Corp., 518 U.S. 1031 (1996). 
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B. Plaintiffs Urged the Jury to Violate Kentucky Law When Computing 
Punitive Damages 

The Kentucky punitive-damages statute allows the jury to consider “the profitability of 

the misconduct” to the defendant when determining the amount of punitive damages. Ky. Rev. 

Stat. § 411.186(c). It does not authorize the jury to consider any other financial information.  

Plaintiffs introduced literally no evidence that Advanced Bionics made any profit either 

in general or from its cochlear-implant business—let alone that Advanced Bionics made a profit 

from the sale of the device that injured Breanna. Instead, Plaintiffs’ counsel invited the jury to 

use supposed “revenues” from sales across the country to people whose implants had failed: 

The profitability. This is little (f) on your form. The profitability of the conduct to 
Advanced Bionics. These are just the failures. These are not all the sales of the 
Vendor B. But just on the failures alone, $20 to $25 million in revenues. Those 
are the wages of sin right there. $20 to $25 million. 

(Vol. 11 Tr. 94:23-95:2 (emphasis added).) The use of gross revenues rather than profitability 

contravenes the express language of Section 411.186(c). “Profitability” and “revenues” are not 

interchangeable. See Hardaway Mgmt. Co. v. Southerland, 977 S.W.2d 910 (Ky. 1998) 

(affirming exclusion of defendant’s financial statement because “witness professed to have no 

knowledge as to whether [the defendant] had made a profit”). Gross revenues provide absolutely 

no information about profitability. A company may have significant gross revenues but no profits 

whatever (as was the case with Advanced Bionics, as explained below). Judge McKinley 

recently explained this distinction and its legal significance: 

The Court recognizes K.R.S. § 411.186 and its charge to the trier of fact to 
consider profits derived from the wrongful conduct. However, that does not 
permit the introduction of evidence regarding the net worth of a company. 
Punitive damages should be fixed with calm discretion and sound reason. If 
Plaintiffs have relevant evidence of [Defendant’s] profit margins [from] the sale 
of the allegedly defective [product], then the jury would be entitled to consider 
such evidence.  
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Potts v. Martin & Bayley, Inc., No. 4:08-cv-0015, 2011 WL 474064, at *4 (W.D. Ky. Oct. 7, 

2011) (emphasis added).  

Plaintiffs presented no evidence that Advanced Bionics profited from its use of Astro 

Seal feedthrus on some of the HiRes 90K devices. On the contrary, it was uncontested that 

Advanced Bionics did not need to use Astro Seal feedthrus and that it actually paid more in 2005 

for them than it did for PA&E feedthrus. (Vol. 7A Tr. 88:21-89:5; Trial Ex. 547.) Thus, the 

evidence clearly showed that the use of Astro Seal feedthrus was not profitable in the least. 

Plaintiffs certainly knew that this was the case, yet they nonetheless made the misleading, 

emotionally charged, and improper argument that Advanced Bionics had pocketed $20 to $25 

million—the “wages of sin”—from sales of 1000 failed devices and had pocketed an even larger 

sum from sales of still other devices that Plaintiffs’ counsel claimed would fail in the future.  

Plaintiffs’ closing argument further prejudiced Advanced Bionics because there was then 

no opportunity to show that up until 2011, it had never made a profit from the sale of the HiRes 

90K. Plaintiffs had conducted discovery about Advanced Bionics’ financial status, including 

obtaining financial statements and deposition testimony. (See Def.’s Mot, Ex. A (ECF No. 287-

1) & Ex. B (ECF No. 287-2).) Plaintiffs’ counsel therefore knew that it would be impossible to 

establish profitability of any kind or for any relevant period, and did not even try to do so. 

Advanced Bionics, for its part, did not designate any witness to show its complete lack of profit 

because Plaintiffs bore the burden of showing that there were profits, and there was nothing for 

Advanced Bionics to rebut. Advanced Bionics had no way of anticipating that Plaintiffs would 

disregard Section 411.186 and the Court’s jury instructions on profitability by arguing during 

closing that “revenues” from any sales (much less sales to nonparties) were a proper measure of 
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punitive damages. And, of course, Advanced Bionics had no opportunity to respond to the 

improper closing arguments because Plaintiffs’ closing occurred after Advance Bionics’. 

Accordingly, the Court should order a new trial on punitive damages because Plaintiffs’ 

specific and detailed request to base punitive damages on gross revenues supposedly received 

from nonparties violated due process and Section 411.186. 

C. Plaintiffs Relied Heavily on Erroneously Admitted Evidence of Preempted 
Claims And Regulatory Issues 

As noted above, the Court granted summary judgment on Plaintiffs’ fraud claims, yet 

Plaintiffs repeatedly referred during closing argument to Advanced Bionics’ alleged fraud on the 

FDA and on Breanna’s physicians: 

The rule is whether a medical device manufacturer can put a device on the market 
with known risks . . . conceal from the FDA and doctors who are also victims, like 
Dr. Severtson, a man of good intention, high skill, great education, put a device in 
this girl’s head [he] said he never would have put in had he known the truth. 

(Vol. 11 Tr. 41:25-42:6 (emphasis added).) 

They asked for data on these devices, accelerated testing in an environment which 
mimics the human body. We did not perform a device level life test in this 
environment. But they didn’t tell the FDA that, nor did they tell Dr. Severtson.  

(Id. at 48:21-25 (emphasis added).) 

Why didn’t they do that? . . . Keep it from the FDA. Hide it from the FDA. 

(Id. at 68:1-5 (emphasis added).) 

Plaintiffs’ counsel compounded this impermissible fraud argument by repeatedly 

claiming that Advanced Bionics “got caught” using Astro Seal in February 2006, more than a 

month after Breanna Sadler received her implant.  

This is Ms. Adair, the head of Quality, who after the fact had this conversation 
with the FDA. What Ms. Adair—by after the fact, I mean after the second recall 
when Advanced Bionics had gotten caught, caught. 

(Id. at 51:12-15 (emphasis added).) 
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This is Keith McLain’s presentation after Advanced Bionics got caught. This is 
June 25, 2006. After they got caught, they fell on their sword. 

(Id. at 51:20-22 (emphasis added).) 

So Mr. O’Donnell can get up and tell you about all these wonderful tests that 
Advanced Bionics did. . . . Again, this is after the fact, after they had been caught. 

(Id. at 52:2-8 (emphasis added).) 

After seven days—again, this is after they got caught.  

(Id. at 58:15-17 (emphasis added).) 

Now, what do we have here—or what we have here is the HiRes 90K life test 
units for those six devices that were in ER-818. This was done in 2006 after 
Advanced Bionics got caught. 

(Id. at 67:9-12 (emphasis added).) 

Counsel’s unsupported jury argument strongly suggested that Advanced Bionics hid 

something that was relevant and should be relied on by the jury. But as explained above, any 

claim for fraud was preempted and should not have been presented to the jury at all, so an 

argument that the company was “caught” was improper and merely served to mislead and incite 

the passions of the jury against Advanced Bionics.  

Additionally, even if such arguments had been relevant, there was no evidence to support 

the assertion that Advanced Bionics was “caught” by anyone. On the contrary, all the evidence 

showed that the company did not hide its use of Astro Seal feedthrus; that it discovered the 

association between those feedthrus and devices with high moisture only at the very end of 

February 2006; and that it was Mr. Polack of Advanced Bionics, and nobody else, who first 

discovered the association. (Vol. 7B Tr. 12:7-11; Vol. 8A Tr. 47:9-15.) It was also undisputed 

that it was Advanced Bionics, and nobody else, who decided to recall devices with Astro Seal 

feedthrus shortly after the connection to high moisture was discovered. (Trial Ex. 810A (McLain 

Dep. Test. Played at Trial), 360:4-16, 361:24-362:1.) In sum, there was no evidence to support 
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Plaintiffs’ jury argument that Advanced Bionics was “caught.”5 Plaintiffs simply invented this 

argument for closing, in an effort to prejudice the jury. See Rommel-McFerran Co. v. Local 

Union No. 369, 361 F.2d 658, 661 (6th Cir. 1966) (ordering new trial because “[w]hile counsel 

may resort to reason for deductions in his argument, he must restrict himself to the record for 

facts”); Eagan v. CSX Transp., Inc., 271 F. Supp. 2d 993, 1002-03 (E.D. Mich. 2003) (ordering 

new trial because closing argument “clearly was not based upon the record and is without any 

basis in fact”).  

Similarly, this Court ruled that claims based on a failure to file a PMA Supplement 

regarding Astro Seal feedthrus were preempted. (ECF No. 162 at 20 n.20.) Plaintiffs ignored this 

ruling and mentioned repeatedly (and inaccurately) during closing argument the alleged failure to 

meet this administrative obligation: 

The first very [sic] sentence says before making any change affecting the safety or 
effectiveness of a device, like a change in the feedthru, a PMA supplement for 
review and approval must be submitted to the FDA. Was that done? No. 

(Vol. 11 Tr. 62:9-13 (emphasis added).) 

[W]hat was the motive of Advanced Bionics in wanting to talk about sealed-in 
testing versus leaking? Very simple. They made an unlawful change to the Vendor 
B without filing a supplement. If they had told the FDA that they had done that, 
they made that change, the FDA could have shut down the operation right then 
and required the testing about which they were asking, the accelerated life cycle 
testing in an environment which mimicked the human body. 

(Id. at 62:15-23 (emphasis added).)6 

                                                 
5 Although Plaintiffs’ counsel implied during the questioning of Josh Polack that 

Advanced Bionics “got caught,” the Court sustained Advanced Bionics’ objection, noting that 
counsel’s question was “improper.” (Vol. 8A Tr. 90:11-15.) 

6 This argument was doubly improper because it was based not on evidence but purely on 
speculation and assertions of counsel. There was no testimony or other evidence that the FDA 
could have shuttered Advanced Bionics if it had “told” the FDA about using Astro Seal. It is 
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Mr. Pellerite said they were required by the agency to notify of the change. ... 
They didn’t give the information to the FDA. So the FDA had no way of checking 
or verifying that this supplier was a good supplier. That’s what should have been 
done.  

(Id. at 64:1-5 (emphasis added).) 

Ms. Adair also reported that no notification was reported to the FDA of the 
addition of this component vendor, that is, Astro Seal, Vendor B. FDA never had 
the opportunity to review these feedthru qualification test results. 

(Id. at 51:15-19 (emphasis added).) 

Plaintiffs’ repeated references to evidence of preempted claims and regulatory issues 

were improper. Because those references had the effect of inviting the jury to hold Advanced 

Bionics liable and punish it for conduct that is not actionable, and distracted the jury from the 

more limited conduct that was potentially actionable, they were highly prejudicial and warrant a 

new trial. 

D. Plaintiffs Repeatedly Displayed Unfairly Prejudicial Graphic Evidence of an 
Infant Prepared For Surgery 

Before Dr. Severtson testified, Advanced Bionics objected to the use of a surgical 

training video depicting an unidentified 12-month-old infant being intubated and prepared for 

cochlear-implant surgery as misleading, cumulative (since actual images of Breanna’s 

replacement surgery were introduced through Dr. Gadre), and unduly prejudicial because of the 

obvious impact of showing an infant in surgery when Breanna Sadler was much older. (Vol. 4 

Tr. 41:2-6.) The Court expressed well-justified concern about the “spillover effect on damages” 

that could result from showing a video of surgery on an infant. After extensive argument, the 

                                                                                                                                                             
entirely improper for counsel to argue things for which there is no support in the record. See 
Rommel-McFerran Co, 361 F.2d at 661; Eagan, 271 F. Supp. 2d at 1003. 
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Court ruled that a shortened version of the video, edited to remove the surgical incision, could be 

shown to the jury in connection with Dr. Severtson’s testimony. (Vol. 4 Tr. 40:1-47:6.) 

During Plaintiffs’ closing arguments, it became apparent why counsel had argued so 

intemperately to use the video: He repeatedly displayed the unidentified intubated infant and 

urged the jury to imagine “this . . . strapping down a child and doing this . . . a thousand times 

over so far.” (Vol. 11 Tr. 100:18-25.) This argument was extremely inflammatory and totally 

wrong. As explained above, the basis for Plaintiffs’ unconstitutional “wages of sin” argument 

was the alleged 500 adults and 500 children who had experienced device failure. (Vol. 11 Tr. 

72:12-24.) In short, Advanced Bionics’ objections were completely justified. Plaintiffs were not 

interested in “promoting the understanding” of Dr. Severtson’s testimony, nor were they 

interested in showing the jury images of the actual surgery in this case. Instead, they wanted to 

use scary images of an infant undergoing surgery to inflame the jury’s passions and prejudice 

against Advanced Bionics. 

*  *  * 

The total effect of all these improper arguments and appeals to juror sympathy, and 

prejudice was an outcome that reflected emotion, not rational, fair deliberation on the evidence. 

Driven by passion and prejudice, the jury awarded punitive damages in an amount that was more 

than six times what was already a very large compensatory damages award. Accordingly, a new 

trial is warranted. 

III. THE $6,250,000 PUNITIVE-DAMAGES AWARD IS GROSSLY EXCESSIVE 

Any consideration of whether a punitive-damages award is unconstitutionally excessive 

must begin with the fundamental premise, frequently repeated by the Supreme Court, that due 

process limits the award to an amount no greater than necessary to serve legitimate retributive 

and deterrent purposes. (See Part III.A, infra.) The jury here awarded nearly $1 million in 
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compensatory damages, three-quarters of which was for noneconomic harms. In light of that 

large compensatory award and other factors identified by the Supreme Court and addressed 

below, no punitive damages beyond a nominal amount can be justified as necessary to serve 

Kentucky’s legitimate interest in deterrence and retribution. Certainly, the $6,250,000 in punitive 

damages that the jury awarded is unconstitutionally excessive and therefore must be drastically 

reduced.7 

A. Punitive Damages Are Unconstitutionally Excessive If the Total of the 
Compensatory and Punitive Damages Exceeds the Amount Necessary to 
Satisfy Kentucky’s Legitimate Interests In Deterrence and Retribution 

The Supreme Court has repeatedly held that punitive damages serve no legitimate 

purpose, and instead “enter the zone of arbitrariness that violates the Due Process Clause of the 

Fourteenth Amendment,” if they exceed the amount that is “reasonably necessary to vindicate 

the State’s legitimate interests in punishment and deterrence.” BMW, 517 U.S. at 568; accord, 

e.g., State Farm, 538 U.S. at 417. But compensatory damages, especially large compensatory 

awards like the one here, also have significant deterrent and retributive effects even without any 

additional award of punitive damages. See, e.g., State Farm, 538 U.S. at 419 (although “it is a 

major role of punitive damages to condemn” conduct that causes distress and other noneconomic 

harms, “[c]ompensatory damages . . . already contain this punitive element”); Memphis Cmty. 

Sch. Dist. v. Stachura, 477 U.S. 299, 307 (1986) (“Deterrence . . . operates through the 

mechanism of damages that are compensatory.”); San Diego Bldg. Trades Council v. Garmon, 

359 U.S. 236, 247 (1959) (“The obligation to pay compensation can be, indeed is designed to be, 

a potent method of governing conduct and controlling policy.”); see also, e.g., 1 Dan B. Dobbs, 

                                                 
7 The Court will not need to reach the excessiveness issue if it grants relief on one of the 

grounds articulated in Parts I and II, supra. 
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LAW OF REMEDIES § 3.1, at 282 (2d ed. 1993) (“Even if the defendant is not subject to punitive 

damages, an ordinary ‘compensatory damages’ judgment can provide an appropriate incentive to 

meet the appropriate standard of behavior.”) 

Accordingly, the Supreme Court has held that the deterrent and retributive effects of 

compensatory damages must be taken into account in determining both whether and in what 

amount punitive damages might be appropriate. As the Court explained, “[p]unitive damages 

should only be awarded if the defendant’s culpability, after having paid compensatory damages, 

is so reprehensible as to warrant the imposition of further sanctions to achieve punishment or 

deterrence.” State Farm, 538 U.S. at 419 (emphases added). Any punitive award beyond what is 

necessary to provide the additional modicum of deterrence needed after the compensatory award 

has been paid “furthers no legitimate purpose and constitutes an arbitrary deprivation of 

property.” Id. at 417. 

The Supreme Court in BMW identified three guideposts to assist courts in determining 

whether a punitive award is unconstitutionally excessive: (i) the degree of reprehensibility of the 

defendant’s conduct; (ii) the ratio of the punitive damages to the compensatory damages; and 

(iii) the disparity between the punitive damages and the legislatively established civil penalty for 

comparable conduct. See BMW, 517 U.S. at 574-75. (We address their application to this case in 

Part III.C, infra.) In applying those guideposts to conclude that the $2 million punitive award in 

BMW was unconstitutionally excessive, the Court made clear that the amount of deterrence and 

retribution that may constitutionally be imposed is limited to what is necessary and legitimate 

under principles of deterrence and retribution: 

The sanction imposed . . . cannot be justified on the ground that it was necessary 
to deter future misconduct without considering whether less dramatic remedies 
could be expected to achieve that goal. The fact that a multimillion dollar penalty 
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prompted a change in policy sheds no light on the question whether a lesser 
deterrent would have adequately protected the interests of Alabama consumers. 

Id. at 584. In State Farm, the Supreme Court reiterated that “a more modest punishment for [the 

defendant’s] reprehensible conduct could have satisfied the State’s legitimate objectives, and the 

[state] courts should have gone no further.” 538 U.S. at 419-20. For the reasons that follow, the 

same is true here. 

B. Punitive Damages Greater Than a Nominal Sum Are Unnecessary to Satisfy 
Any Legitimate Commonwealth Interest In Deterrence or Retribution. 

1. The company had little motive to sell a defective device. 

As the Supreme Court has explained, a key rationale for punitive damages is to provide 

adequate deterrence when an actor who is contemplating wrongful conduct or deliberately and 

recklessly disregarding known risks expects to “get away with it” because his wrongdoing is 

likely to go undetected—i.e., when the actor can reasonably be expected to conclude that he will 

avoid both adverse market consequences and adverse legal consequences (including regulatory 

action, criminal liability, and civil liability with its attendant deterrent effects of compensatory 

damages and litigation costs). E.g., Exxon Shipping Co. v. Baker, 554 U.S. 471, 494 (2008) 

(“heavier punitive awards have been thought to be justifiable when wrongdoing is hard to detect 

(increasing chances of getting away with it)”); accord, State Farm, 538 U.S. at 425; BMW, 

517 U.S. at 582. Here, it was (and is) highly unlikely that a manufacturer would “get away with” 

(or even think that it might get away with) knowingly selling a large number of cochlear 

implants that it expected would fail at a high rate. 
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If a cochlear implant fails, the problem will be recognized by someone because the 

recipient will lose hearing.8 In some percentage of cases, the problem with the device may also 

cause some other physical manifestation, such as the painful sensations that Breanna Sadler 

experienced. In either case, the problem will not escape detection because the implant recipient, 

the recipient’s family, and the recipient’s clinicians will learn of it. 

The FDA will learn of the problem, too: FDA regulations require medical-device 

manufacturers to report each device failure, under a highly detailed reporting system that 

imposes rigorous, ongoing federal obligations and severe penalties for noncompliance in a 

heavily regulated industry. See 21 C.F.R. §§ 803.50-803.56. Moreover, hospitals (known as 

“device user facilities” under the regulations) are also required to submit incident reports to FDA 

(or else to the manufacturer, which in turn must report the incidents to FDA). See 21 C.F.R. 

§§ 803.30-803.33. Furthermore, FDA makes the reports available to the public. In other words, 

even a single failure of a cochlear implant will very likely be detected; a large number of failures 

certainly will be; and the device’s manufacturer cannot reasonably hope to avoid detection in 

order to profit from sales of problem devices.  

2. The deterrent effects of other, predictable adverse consequences 
render punitive damages unnecessary. 

What follows from the detection of device failures is well known to the medical-device 

industry: The manufacturer can expect to face substantial adverse consequences wholly apart 

from any punitive-damages award. Most obviously, the manufacturer bears the costs of the 

replacement devices, as well as reputational costs, loss of good will and business, and litigation 

expenses and compensatory-damages awards arising out of the device’s failure. Beyond that, the 

                                                 
8 Even if the implant recipient is a young child, parents and others will notice a lack of 

response.  
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manufacturer must bear all the costs associated with potential regulatory action, including the 

substantial costs of any product recalls, civil penalties, and the risk of criminal prosecution. In 

other words, if a device has an excessive failure rate, it will not escape detection, and the 

device’s manufacturer will not reap undeserved profits. Indeed, what happened with the HiRes 

90K is that Advanced Bionics paid the FDA a settlement of $1.1 million, bore the expense of 

two recalls, lost a tremendous amount of business and good will, and faces numerous lawsuits. 

(See ECF No. 109 (Mot. in Limine Re CMP Settlement); ECF No. 57 (Am. Compl.) ¶ 179.) 

3. A profit-disgorgement rationale is inapplicable. 

Here, moreover, there is no evidence that Advanced Bionics made any profit, or reduced 

any loss, by using Astro Seal feedthrus for some of its implants rather than using PA&E for all of 

them. The Astro Seal feedthrus were actually more expensive than the PA&E feedthrus in 2005. 

(Trial Ex. 547.) Advanced Bionics simply wanted a second source to ensure that it would have 

an uninterrupted supply of feedthrus if PA&E were ever to have to shut down—an eventuality 

that never materialized. And there was no evidence that Advanced Bionics refused any 

recommendation to run a test that would have identified leakage issues at any point before 

Breanna Sadler received her implant, much less that Advanced Bionics refused to conduct such a 

test in order to save money. Simply put, Advanced Bionics had every reason to want to use 

feedthrus that were reliable and did not fail; and it acted not to shortchange customers but to 

ensure that important medical devices would be available for those who needed them. 

In addition, the threat of substantial compensatory awards, such as the nearly $1 million 

here, provide more than enough economic incentive to satisfy any conceivable need for 

deterrence; and even if compensatory damages alone were not enough, all the other dead-loss 

costs of selling defective medical devices that the manufacturer must internalize—including the 
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$1.1 million that Advanced Bionics paid to the FDA, recall costs, and litigation costs—only 

multiply the strong deterrent effects at work here. 

4. Imposing punitive damages on Advanced Bionics cannot be justified 
as serving the goal of retribution. 

First, all the dead-loss costs imposed on Advanced Bionics as summarized above have 

already penalized Advanced Bionics substantially before it is subjected to a penny of punitive 

damages. Second, Plaintiffs’ punitive-damages case focused in significant part on company 

founder Al Mann and other individuals who were senior executives when Breanna Sadler  

received her original implant. Plaintiffs sought to justify a severe punishment by impugning 

those individuals’ motivations based on the so-called earn-out. (Vol. 7B Tr. 123:5-125:8; Vol. 

8A 94:5- 96:13; Vol. 11 90:3-91:22.) But even if one accepts Plaintiffs’ theory that those 

executives disregarded warning signs about defects in the Advanced Bionics implants in order to 

increase their future earn-out payments (a theory that itself makes little sense), that provides 

absolutely no justification for punishing Advanced Bionics. 

The earn-out payments were not made to Advanced Bionics, but to its former owners, 

who had sold the company to Boston Scientific. If they acted improperly from selfish motives, it 

was for their personal benefit, not to benefit the company. Indeed, if they did willfully endanger 

the users of the Advanced Bionics cochlear implants for personal gain, their actions were 

contrary to and likely to harm the company, for the reasons just outlined. Plaintiffs introduced no 

evidence to the contrary and did not even make any argument as to how the company, the sole 

defendant in this case, could have benefitted from such personal motives and actions on the part 

of individuals who received earn-out payments. That circumstance fundamentally distinguishes 

this case from the typical one, in which the interests of the wrongdoing corporate actors are 
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aligned with those of the corporation that they manage, and the misconduct is undertaken in the 

belief that it will benefit the company directly (and its executives indirectly, if at all). 

In the end, the individual alleged wrongdoers on whom Plaintiffs focused will be entirely 

unaffected by any punishment that is ultimately upheld. Instead, the entire effect of the 

punishment will be felt by Advanced Bionics’ current owners, who were not associated with 

Advanced Bionics at the time and are innocent of any wrongdoing that may have occurred. 

Punishing the company is, in effect, punishing one of the victims of the departed officer-owners’ 

alleged malfeasance.9  

*  *  * 

In short, no punitive damages are necessary here to advance any legitimate deterrent or 

retributive rationale or interest. Thus, the punitive damages should be reduced (or else remitted) 

to a nominal amount; anything more than that would create excessive deterrence, exact 

retribution from the wrong persons, and therefore serve no legitimate purpose. 

C. Even If More Than Nominal Punitive Damages Were Permissible Here, the 
Award Must Be Reduced, or Else Remitted, to No More Than the Amount of 
Compensatory Damages 

Given the deterrence and punishment provided by having to pay compensatory awards 

and incur litigation costs, it follows that the greater the size of the compensatory award, the 

lower the amount of punitive damages that will be necessary to satisfy the Commonwealth’s 

                                                 
9 We do not mean to suggest that a change in ownership fully immunizes a company from 

punitive damages for the misdeeds of prior owners. As the Sixth Circuit has recognized, punitive 
damages may still serve a deterrent purpose in such circumstances. See Moran v. Johns-Manville 
Sales Corp., 691 F.2d 811, 817 (6th Cir. 1982). The point is that the punitive damages in this 
case cannot be justified on a retribution rationale. There are separate reasons, explained in text, 
why the deterrence rationale cannot support more than nominal punitive damages here. In 
addition, cases like Moran are inapplicable because, as noted in text, they address the normal 
situation in which the misconduct is committed to benefit the company, rather than the 
extraordinary situation here in which the company is itself a victim.  
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interest in deterrence and punishment. The Second Circuit recently provided a careful analysis of 

this precise point in Payne v. Jones, 711 F.3d 85, 102-103 (2d Cir. 2012). It explained in detail 

why the permissible ratio of punitive to compensatory damages decreases as compensatory 

damages increase. According to the court, a 10:1 ratio might be permissible if the punishable 

conduct caused only $10,000 in compensable harm, while a 1:1 ratio “would be very high” if the 

compensatory damages were $300,000. Id. at 103. The court therefore concluded that, “given the 

substantial amount of the [$60,000] compensatory award,” a 5:1 ratio “appears high” (id.); 

ultimately, the court ordered a remittitur to $100,000, representing a ratio of 1.67:1 (id. at 10). 

Here, both the fundamental legal principles justifying punitive damages and the BMW guideposts 

compel the conclusion that even if this Court were to decide, despite our arguments above, that 

more than nominal punitive damages would be permissible, the upper bound of any punitive-

damages award would be no more than the amount of the compensatory damages. 

1. Ratio of punitive to compensatory damages. 

In keeping with the principles that punitive damages must be based solely on the harm to 

the plaintiff (see Williams, 549 U.S. at 353-54; State Farm, 538 U.S. at 423) and must not be 

assessed in amounts that are more than necessary to satisfy the Commonwealth’s legitimate 

interest in deterrence and retribution (see State Farm, 538 U.S. at 419-20; BMW, 517 U.S. at 

584) the Supreme Court has required that there be a reasonable relationship between the punitive 

and compensatory damages. The Court has made clear that the Due Process Clause does not 

mandate any rigid or fixed ratio, and has observed that even double-digit ratios “may comport 

with due process where ‘a particularly egregious act has resulted in only a small amount of 

economic damages’” (State Farm, 538 U.S. at 425 (quoting BMW, 517 U.S. at 582)), because in 

such cases a significant amount of punitive damages may be necessary to make up for a potential 

shortfall in the deterrent effect of a small compensatory award. But that is not the case where, as 
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here, there is no material likelihood of escaping detection that would make an award of 

compensatory damages an inadequate deterrent. Rather, as in State Farm, “[t]he converse is . . . 

true”: “When compensatory damages are substantial, then a lesser ratio, perhaps only equal to 

compensatory damages, can reach the outermost limit of the due process guarantee.” State Farm, 

538 U.S. at 425.10 

Applying that principle in State Farm, the Supreme Court explained that a $1 million 

compensatory award to the two plaintiffs was “substantial”—and particularly so because it 

consisted largely of noneconomic damages, meaning that it “already contained [a] punitive 

element” that “duplicated” what would be the basis for awarding punitive damages. Id. at 426 

(relying on RESTATEMENT (SECOND) OF TORTS § 908, cmt. c, at 466 (1977) (“In many cases in 

which compensatory damages include an amount for emotional distress, such as humiliation or 

indignation aroused by the defendant’s act, there is no clear line of demarcation between 

punishment and compensation and a verdict for a specified amount frequently includes elements 

of both.”)). Accordingly, “[a]n application of the [BMW] guideposts to the facts of [the State 

Farm] case, especially in light of the substantial compensatory damages awarded (a portion of 

which contained a punitive element), likely would justify a punitive award at or near the amount 

of compensatory damages.” Id. at 429.  

                                                 
10 In determining the outer limits of permissible punitive damages as a policy matter 

under federal maritime law, the Supreme Court looked to essentially the same considerations, 
explaining that “heavier punitive awards have been thought to be justifiable when wrongdoing is 
hard to detect . . . or when the value of injury and the corresponding compensatory award are 
small.” Exxon, 554 U.S. at 494. The Court therefore concluded that, “given the need to protect 
against the possibility (and the disruptive cost to the legal system) of awards that are 
unpredictable and unnecessary, either for deterrence or for measured retribution, we consider that 
a 1:1 ratio . . . is a fair upper limit . . . .” Id. at 513. 
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The circumstances are strikingly similar here. The amount of the compensatory award 

here is not meaningfully different from the amount in State Farm, and as in State Farm, most of 

it was for emotional distress. Moreover, as explained above, the problem with Breanna Sadler’s 

implant was unlikely to escape detection, thus nullifying a principal rationale for a higher ratio. 

And the company’s chances of knowingly engaging in the challenged conduct and escaping 

regulatory consequences, a recall, civil litigation, and adverse market consequences were 

essentially zero. Accordingly, under State Farm and the rest of the Supreme Court’s punitive-

damages cases, there is no warrant for a punitive exaction that exceeds a 1:1 ratio to the 

compensatory damages.  

Decisions of the Sixth Circuit confirm that, except in extraordinary circumstances, the 

allowable ratio of punitive to compensatory damages is 1:1 when the compensatory damages are 

$400,000 or more. See Morgan v. New York Life Ins. Co., 559 F.3d 425, 442-43 (6th Cir. 2009) 

(holding a $10 million punitive award unconstitutionally excessive where compensatory 

damages were $6 million, and requiring remittitur to no more than 1:1 ratio); Bach v. First Union 

Nat’l Bank, 486 F.3d 150, 156 (6th Cir. 2007) (deeming compensatory damages of $400,000 for 

negligence, intentional infliction of emotional distress, defamation, invasion of privacy, and 

various statutory violations to be “substantial,” and holding, therefore, that 1:1 ratio of punitive 

to compensatory damages was “the outer boundary of what the Constitution will permit”). Even 

when the compensatory damages have been less than $400,000, the Sixth Circuit has imposed a 

limit of no more than 2:1. Bridgeport Music, Inc. v. Justin Combs Publ’g, 507 F.3d 470, 488 (6th 

Cir. 2007) (in case of intentional harm, “very large” compensatory award of $336,939 meant that 

“a ratio in the range of 1:1 to 2:1 is all that due process will allow”); Clark, 436 F.3d at 606-07 

(opinion of Restani, J.) (reasoning that where defendant’s conduct evinced recklessness or 
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deliberate indifference to safety of others and resulted in death, compensatory award that was 

halved by comparative fault to $235,629 was “not particularly large,” so 1:1 ratio was too low 

but “any ratio higher than 2:1 [wa]s unwarranted”); cf. id. at 613 (Kennedy, J., concurring in part 

and concurring in judgment) (reasoning that punitive damages should be compared to total 

compensatory award of $471,258 without reduction for comparative fault, and concluding that 

either full or halved amount constituted “substantial” compensatory award that made 1:1 ratio 

the constitutional maximum for products-liability case resulting in death).  

The fact that a case involves physical injury does not call for jettisoning this ratio 

analysis, as the Chrysler case makes clear. Physical injury is a factor bearing on the degree of 

reprehensibility, and a finding of exceptional reprehensibility can move the allowable ratios 

upward to some extent—for example, where the defendant acts maliciously for the purpose of 

inflicting serious bodily injury or death. But as next discussed, this is not a high-reprehensibility 

case, and the bulk of Breanna Sadler’s injuries for which the jury awarded compensatory 

damages were not physical. 

Against this background, it should be beyond serious dispute that the greater-than-6:1 

ratio of punitive to compensatory damages here is a powerful sign that the punitive damages are 

unconstitutionally excessive and must be reduced substantially. 

2. Reprehensibility. 

Consideration of the reprehensibility guidepost from BMW confirms that a 1:1 ratio is the 

most that due process will allow. Accepting for purposes of this motion that Advanced Bionics’ 

conduct was sufficiently reprehensible to cross the threshold for punitive liability under 

Kentucky law, it did not entail such a high degree of reprehensibility as to warrant a departure 

from the normal ratio standards. There was no evidence whatever that Advanced Bionics 

intended to harm Breanna Sadler, that it intended to harm any other implant recipient, that it 
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stood to profit in any way from selling implants with the more-costly Astro Seal feedthrus 

instead of the lower-priced PA&E feedthrus (none of which had the leakage problem found) or 

that it actually profited from the sale of any device (defective or otherwise). Cf. State Farm, 538 

U.S. at 419 (considerations in determining reprehensibility include whether “the harm was the 

result of intentional malice, trickery, or deceit, or mere accident”); BMW, 517 U.S. at 575-76 

(explaining that “‘trickery and deceit’ are more reprehensible than negligence” and that 

“‘nonviolent crimes are less serious than crimes marked by violence or the threat of violence’”) 

(citations omitted). Without minimizing the suffering that Breanna Sadler experienced, she 

sustained no permanent or disabling physical injury; and as a matter of law her suffering was 

fully compensated by the award of compensatory damages, so it cannot be the basis for an 

additional punitive award. See State Farm, 538 U.S. at 419; Osborne v. Keeney, Nos. 2010-SC-

000397-DG, 2010-SC-000430-DG, 2012 WL 6634129, at *20 & nn.72-76 (Ky. Dec. 20, 2012).  

In the end, the most that can be said of the evidence against Advanced Bionics is that it 

might support a conclusion that some of the company’s former executives took inadequate 

precautions to prevent the sale of devices with the Astro Seal feedthrus or recklessly failed to 

investigate adequately the reason that devices were failing—although the company could not 

have hoped to profit from the sale of the Astro Seal version of the product when a less expensive 

version having no such risk was also being produced and could easily have been produced in 

larger quantities. Any lack of care or lapses in judgment are not so high on the reprehensibility 

scale as to warrant any departure from the presumptive 1:1 outer limit, let alone the kind of 

severe penalty imposed by the jury. 

3. Penalties for comparable conduct. 

The third guidepost—the “disparity between the punitive damages awarded and the ‘civil 

penalties authorized or imposed in comparable cases’” (State Farm, 538 U.S. at 428 (quoting 
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BMW, 517 U.S. at 575))—further underscores that the punitive award here is unconstitutionally 

excessive. “The most relevant civil sanction” (id.) here is the “maximum civil penalty” (BMW, 

517 U.S. at 584) under federal law for the sale of an adulterated medical device. The very most 

that Advanced Bionics could have been fined for selling Breanna Sadler’s cochlear implant is 

$16,500. See 21 U.S.C. § 333(f)(1)(A); 21 C.F.R. § 17.2; see also, Administrative Complaint for 

Civil Penalties, ¶ 32 (EFC No. 127-7) (FDA civil-enforcement action seeking $16,500 for each 

shipment of a HiRes 90K with Astro Seal feedthru). Application of the third guidepost requires 

this Court to “accord substantial deference to [that] legislative judgment[] concerning 

appropriate sanctions for the conduct at issue.” BMW, 517 U.S. at 583 (internal quotation marks 

and citation omitted). Because Congress and the FDA concluded that $16,500 was the 

appropriate maximum penalty for the type of conduct at issue, a punitive award of nearly 379 

times that amount is constitutionally indefensible.11  

4. The punitive-damages award embodies impermissible global 
punishment. 

In Williams, the Supreme Court held unequivocally that when the defendant is accused of 

conduct that may have harmed a number of people, due process requires that the punitive 

                                                 
11 Under Philip Morris USA v. Williams, the relevant consideration must be the maximum 

fine for the single sale of Breanna Sadler’s implant, because otherwise application of the third 
guidepost would impermissibly “permit punishment for injuring . . . nonparty victim[s],” which 
the Due Process Clause forbids. 549 U.S. at 354. But even if Williams did not prohibit 
consideration of the potential civil penalties for the entire course of conduct and every sale of the 
device that Advanced Bionics ever made, the maximum fine for all combined sales of an 
adulterated medical device is $1.1 million (see 21 U.S.C. § 333(f)(1)(A); 21 C.F.R. § 17.2)—an 
amount that is only slightly greater than what a 1:1 ratio of punitive to compensatory damages 
would yield here, and just a fraction of what the jury awarded. Advanced Bionics has already 
paid that federally established maximum product-wide penalty, which is a severe punishment 
and substantial deterrent that must be taken into account when determining whether or to what 
extent yet more punishment can be justified as necessary to serve the Commonwealth’s 
legitimate interest in deterrence and retribution. 
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damages in any individual case be limited to an amount appropriate to the harm suffered by the 

plaintiff in that case and must not include punishment for harms to nonparties. See 549 U.S. at 

353 (“[T]he Constitution’s Due Process Clause forbids a State to use a punitive damages award 

to punish a defendant for injury that it inflicts upon nonparties or those whom they directly 

represent, i.e., injury that it inflicts upon those who are, essentially, strangers to the litigation.”). 

As a consequence, the punitive damages awarded to any individual plaintiff must be such that, if 

replicated for all foreseeable plaintiffs, the result would not be a total punishment that is 

excessive. In addition, the Court has made clear that a State may not exact punitive damages for 

transactions occurring in other States. See State Farm, 538 U.S. at 421; BMW, 517 U.S. at 572. 

Here, however, there can be little doubt that the jury’s verdict violates these restrictions. 

As explained in Part II, supra, Plaintiffs’ flagrantly improper closing argument invited the jury to 

punish Advanced Bionics for all 1000 allegedly defective implants. And as noted, if $6.25 

million is not an excessive punishment in this case, a similar amount presumably would not be 

excessive in other cases, producing total punitive damages for the conduct at issue, if each of the 

“victims” successfully sued, in excess of $6 billion! Even if only one in ten sued, the result 

would still be a stunning $625 million. It follows that an award of $6.25 million in this or any 

other individual case is unconstitutionally excessive and necessarily constitutes punishment for 

non-Kentucky and nonparty harms, in violation of BMW, State Farm, and Williams. 

D. This Court Has the Power Either to Reduce the Punitive-Damages Award to 
the Constitutional Maximum or to Grant a New Trial Unless Plaintiffs Agree 
to Remit the Award to an Amount Below That Constitutional Maximum 

When punitive damages exceed the maximum amount that is constitutionally permissible 

or allowable by statute, the court may elect to reduce the award outright to that amount without 

granting the plaintiff the option of choosing a new trial. There is, after all, little reason to hold a 

second trial that could not permissibly result in a larger verdict. When, on the other hand, the 
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district court concludes in its discretion that the weight of the evidence warrants a punitive award 

that is lower than the legal maximum, an order granting a conditional new trial unless the 

plaintiff agrees to a remittitur to that lower amount is the proper remedy. Cf. Bach v. First Union 

Nat’l Bank, 486 F.3d 150, 155 (6th Cir. 2007) (recognizing court’s inherent power to reduce 

unconstitutionally excessive punitive damages); Johansen v. Combustion Eng’g, Inc., 170 F.3d 

1320, 1331-32 & n.20 (11th Cir. 1999); see also, e.g., Freudeman v. Landing of Canton, 702 

F.3d 318, 333-34 (6th Cir. 2012) (ordering reduction, not remittitur, where award exceeded 

Ohio’s statutory cap on punitive damages); see generally 4 BUSINESS AND COMMERCIAL 

LITIGATION IN FEDERAL COURTS § 45:37 (3d ed. 2011 & West Supp. 2012) (explaining 

distinction between reduction and remittitur).  

Here, for the reasons shown above, the punitive damages are unconstitutionally 

excessive. The award should therefore be reduced to a nominal sum—or, at the very most, to no 

more than the amount of compensatory damages. In the alternative, the Court should order a 

conditional new trial on liability for and, if necessary, amount of punitive damages unless 

Plaintiffs agree to a remittitur to such an amount.  

CONCLUSION 

For the foregoing reasons, this Court should order a new trial on all issues, or at least a 

new trial on liability for and, if necessary, amount of punitive damages. In the alternative, the 

Court should order a reduction or a remittitur of the punitive damages to a nominal sum or, at 

most, to no more than the amount of the compensatory damages. Advanced Bionics also requests 

such other or further relief as the Court concludes is in the interest of justice. 
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