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STANDARD 

Motions under Rule 59, including motions for new trial, seek extraordinary relief which 

should be used sparingly.  Karim v. Finch Shipping Co., 111 F. Supp. 2d 783, 784 (E.D. La. 

2000) (“A motion for new trial pursuant to Rule 59 is an extraordinary remedy that should be 

used sparingly.”).  Rule 59(a) states, in pertinent part, that a district court may grant a new trial 

“on all or some of the issues . . . for any reason for which a new trial has heretofore been granted 

in an action at law in federal court[.]”  FED. R. CIV. P. 59(a)(1)(A).  Although Rule 59(a) does not 

specify the grounds for a new trial, it has been held that a district court may grant a new trial if 

“it is reasonably clear that prejudicial error has crept into the record or that substantial justice has 

not been done . . . .”  Sibley v. Lemaire, 184 F.3d 481, 487 (5th Cir. 1999).The movant bears the 

burden of showing harmful error.  Id.     

The decision to grant or deny a motion for a new trial is within the sound discretion of the 

district court.  Id.  A motion for new trial based on evidentiary grounds should not be granted 

unless the jury’s verdict is “against the great – not merely the greater – weight of the evidence.”  

Winter v. Brenner Tank, Inc., 926 F.2d 468, 471 (5th Cir. 1991). An order denying a new trial 

“will be affirmed unless there is a clear showing of an absolute absence of evidence to support 

the jury’s verdict.”  Miller v. Raytheon Co., 716 F.3d 138, 145 (5th Cir. 2013). 

INTRODUCTION 

Defendants’1 Due Process argument as to punitive damages would have this Honorable 

Court wipe its mind clear, ignore the evidence presented at the two month trial it painstakingly 

oversaw, dismiss the jury’s involvement as an inconvenient speed bump, and then focus on 
                                                           

1“Defendants” include Takeda Pharmaceutical Company Limited, Takeda 
Pharmaceuticals U.S.A., Inc., Takeda Pharmaceuticals International, Inc., Takeda 
Pharmaceuticals LLC, Takeda Development Center Americas, Inc., Takeda California, Inc. 
(collectively, “Takeda”), and Eli Lilly and Company (“Eli Lilly” or “Lilly”). 
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eliminating or reducing the “astronomical damages” rendered in a trial verdict against them.  

That, of course, has to be their position, as to do otherwise would be to admit to themselves, their 

shareholders, and the general public that they conducted themselves in a manner that was so 

absolutely reprehensible that a jury of their peers found that verdicts of six and three billion 

dollars were required to punish and deter the conduct of such multi-national corporations in the 

future.  The fact that Defendants cannot escape, no matter how often they repeat the words “due 

process” and “excessive punishment,” is that their conduct put countless lives at risk, with the 

only “justification” being their bottom line.  Such conduct cannot be countenanced.  This is 

particularly true where, as here, Defendants are still in the pharmaceutical business, still in a 

position to make similarly reprehensible decisions with respect to other drugs and still able to put 

lives at risk.  The jury in this case recognized all of these factors and responded accordingly.  It 

responded by rendering the verdict required to punish and deter the conduct of these Defendants 

given the facts of this case.       

 For these reasons and those which follow, Defendants’ motion for a new trial on punitive 

damages should be denied in its entirety. 

I. THE EVIDENCE AT TRIAL FULLY SUPPORTS THIS JURY’S 
VERDICT. 
 

Throughout the two months of evidence presented at trial in both Plaintiffs’ and 

Defendants’ cases, day after day and hour after hour, new and significant wrongful conduct was 

laid bare, in as painstaking, careful and clear a manner as has ever been presented in a 

courtroom.  Below is an outline of that evidence. 

A. Hiding Clinical Trial Bladder Cancer Evidence. 

The PROactive study was a centerpiece clinical trial funded and run by Takeda and Eli 

Lilly in the hopes of proving that diabetics on Actos had better cardiovascular outcomes than 
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those on placebo.  The study was a well-designed, placebo-controlled study with adjustments for 

many confounders, which is why randomized control trials (“RCTs”) are often referred to as the 

“gold standard” in study design.2  In addition to cardiovascular outcomes, the study also looked 

at whether there was an association with bladder cancer. When the data was available in early 

2004, it showed that the rate of bladder cancer in the pioglitazone arm was nearly three times the 

rate in the placebo arm (2.83).3  This finding was statistically significant.4  However, 

conveniently, there was a misclassification of one of the tumors such that the published results 

indicated a non-statistically significant finding as to bladder cancer.5  This was highly important 

because of the concerns over the rat bladder cancer findings and the cancer concerns swirling 

around drugs that were dual PPARs, such as Actos. 

In 2009, Takeda published another article touting the PROactive results, and while the 

error had been corrected, there was no recognition of the correction, nor did Takeda announce 

that its centerpiece clinical trial found what it had been looking for – that bladder cancer is 

caused by Actos.6  None of this came to light until 2011, when a French scientist who noticed 

this omission reanalyzed the data from PROactive and published a scathing letter about the 

hiding of this evidence.7  Takeda’s excuses for why there was a misclassification of the infamous 

                                                           
2Trial Tr. vol. XXI at 2942:22-24 (Rec. Doc. 4193) (attached as Plaintiffs’ Exhibit 18). 
3Dominique Hillaire-Buys et al., Pioglitazone and Bladder Cancer, 378 Lancet 1543, 

1543 (2011)(Ex. P0621) (attached as Plaintiffs’ Exhibit 60); Trial Tr. vol. XXI at 2950:3-2951:2 
(Rec. Doc. 4193) (Ex. 18). 

4Id. 
5Hillaire-Buys et al., supra, at 1543 (Ex. 60). 
6John A. Dormandy et al., Safety and Tolerability of Pioglitazone in High-Risk Patients 

with Type 2 Diabetes, 32 Drug Safety 187 (2009) (Ex. D0791) (attached as Plaintiffs’ Exhibit 
59). 

7Hillaire-Buys et al., supra, at 1543 (Ex. 60). 

Case 6:12-cv-00064-RFD-PJH   Document 702   Filed 07/22/14   Page 8 of 67 PageID #:  62162



 -4-  

sixth tumor clearly rang hollow for the jury.  These excuses had to be followed up with more 

excuses about not publishing and not announcing the correct bladder cancer finding.  

B. Hiding the Disproportionality Signal. 

At trial, Plaintiffs offered the testimony of the former commissioner of the Food and 

Drug Administration (the “FDA”), David Kessler, M.D., and the Dean of Arts and Sciences at 

Columbia, David Madigan, PhD.,8 who is one of the world’s leading experts on 

disproportionality adverse event analysis.  This testimony, as well as Takeda internal documents 

and cross examination of the defense witnesses on the issue, proved the following: 1) Takeda 

conducted a disproportionality analysis with data through March 2005; 2) Takeda knew that the 

analysis, which was the primary analysis, showed a statistically significant 190% increase in the 

number of bladder cancer adverse event reports compared to all other drugs on the U.S. market;9 

3) all of the other disproportionality analyses conducted by Takeda were statistically 

underpowered and effectively meaningless in the face of the primary analysis;10 and 4) Takeda 

provided all of its disproportionality analyses and results regarding Actos and bladder cancer to 

the FDA, except the primary one, which was the one that found a significant disproportionality 

of reported bladder cancers in people taking Actos.11  The hiding of this bladder cancer data 

regarding Actos occurred almost simultaneously with the hiding of the PROactive results and 

was over six years and over $10 billion in sales12 before Takeda or Lilly first warned of a 

potential bladder cancer risk in humans. 

 
                                                           

8Trial Tr. vol. XVI at 2236:17-25 (Rec. Doc. 4188) (attached as Plaintiffs’ Exhibit 14). 
9Id. at 2279:14-2281:10. 
10Id. at 2284:21-2285:23. 
11Trial Tr. vol. IX at 1121:5-1133:18 (Rec. Doc. 4180) (attached as Plaintiffs’ Exhibit 4). 
12Stipulation Regarding Financial Data of Takeda and Eli Lilly (Rec. Doc. 4110) 

(attached as Plaintiffs’ Exhibit 132). 

Case 6:12-cv-00064-RFD-PJH   Document 702   Filed 07/22/14   Page 9 of 67 PageID #:  62163



 -5-  

C. Hiding from KPNC – Takeda’s Own Epidemiology. 

Because of the early concerns about bladder cancer from the pre-launch animal studies, 

and before the PROactive results were known, Takeda was forced to fund an epidemiologic 

population study to look specifically at whether there was a bladder cancer risk.  Takeda 

carefully constructed a study and, yet, disavowed the results as soon as they began to 

emerge.13,14  Early results showed a statistically significant increase in bladder cancer for people 

who took 28,000mg of Actos and people who took it for at least 24 months, and based on the 

2008 data, the odds of getting bladder cancer increased by over 300%.15  While reeling from this 

internally, Takeda had previously committed “a priori” to having their experts conduct a nested 

case control study, in the hopes that it would reveal the cohort results to be confounded by issues 

like smoking.16  Just the opposite was found.  By 2008, the nested case control study found even 

higher risks and across more populations.17  Takeda backpedaled from this, asserting that the 

nested case control study was biased due to the way the data was collected.  This epidemiologic 

backpedaling by itself evidenced a reckless approach to a very serious safety issue affecting 

millions of Actos users.  When combined with the PROactive, disproportionality and rat 

evidence, all without any action by Takeda or Lilly to warn doctors and patients, the reckless 

disregard for human life and health was obvious. 

 

                                                           
13Trial Tr. vol. XXIX at 4544:16-4545:25 (Rec. Doc. 4202) (attached as Plaintiffs’ 

Exhibit 20). 
14Id. at 4546:8-4547:18. 
15James D. Lewis et al., Risk of Bladder Cancer Among Diabetic Patients Treated with 

Pioglitazone: Interim Report of a Longitudinal Cohort Study, 34 Diabetes Care 916, 922 (2011) 
(P0063A) (attached as Plaintiffs’ Exhibit 44); (Ex. D1943-0012) (Def. Mot. Ex. 16). 

16Trial Tr. vol. XXXI at 5043:18-5048:19 (Rec. Doc. 4206) (attached as Plaintiffs’ 
Exhibit 25). 

17Lewis et al., supra, at 916; (Ex. D1943-0012) (Def. Mot. Ex. 16). 

Case 6:12-cv-00064-RFD-PJH   Document 702   Filed 07/22/14   Page 10 of 67 PageID #: 
 62164



 -6-  

D. Consistent Concealing of the Bladder Cancer Issue.  

In the midst of the decade-long bladder cancer storm, a storm that started brewing with 

rat evidence before the drug was even on the market, Takeda not only hid the evidence of 

bladder cancer that it discovered, but it also did not use all of the tools available to a 

pharmaceutical company to study the issue. Specifically, Takeda did not conduct a meta-analysis 

of its clinical trial data.  Plaintiffs proved that Takeda could have conducted such an analysis.18  

Worse yet, Plaintiffs proved that Takeda hired an outside consultant, Steven Nissen, M.D., from 

the Cleveland Clinic, to conduct a meta-analysis to help tout alleged cardiovascular benefit from 

Actos and differentiate Avandia; in hiring Nissen, Takeda insisted in the contract that he not use 

the data they were providing him to conduct any other analyses.19  The clear implication was that 

Takeda was ensuring that Nissen did not, on his own, and with literally very little computational 

effort (taking minutes) look at the bladder cancer risk.20  Plaintiffs proved that all of the data 

needed to conduct this gold standard of gold standard study analysis was available to Takeda 

from as early as 2004, yet they never utilized it.  Had they done so, the entirety of their clinical 

trials would have shown a cancer risk, just as PROactive had.  Plaintiffs further proved that in 

2011, with the pressure finally having reached its peak, Takeda finally conducted an internal 

meta-analysis of its clinical trial evidence and bladder cancer, but even to this day they have not 

published the results.21 

Takeda’s concealment directly touched the Plaintiff’s prescribing doctors.  Plaintiffs 

proved that in 2007, there was a blurb in USA Today regarding diabetes drugs’ risks, and bladder 

                                                           
18Trial Tr. vol. XVI at 2271:21-2274:15 (Rec. Doc. 4188) (Ex. 14). 
19(Ex. P1782); Trial Tr. vol. XIV at 2000:10-15 (Rec. Doc. 4186) (attached as Plaintiffs’ 

Exhibit 12). 
20Trial Tr. vol. XVI at 2275:17-2277:7 (Rec. Doc. 4188) (Ex. 14). 
21Trial Tr. vol. XI at 1502:3-19 (Rec. Doc. 4180) (Attached as Plaintiffs’ Exhibit 9). 
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cancer was mentioned as a concern for Actos.  Advising about this by email, a Takeda sales rep 

who detailed both of the plaintiff’sprescribing physicians told her colleagues, “[o]bviously, not 

something we would bring up or mention.”22 

This jury heard a wealth of evidence showing Defendants’ efforts to clean what little pre-

clinical evidence appeared in the 1999 label.  Takeda never reported its data of a kidney tumor in 

a mouse to the FDA,23which is especially egregious when considering Novo Nordisk pulled its 

potential billion dollar drug over a tumor in a single mouse.24Further, Takeda submitted Sam 

Cohen’s white paper to the FDA, which excluded data showing occurrences of simple 

hyperplasia in rats, in addition to the mouse kidney tumor.25Information relating to simple 

hyperplasia as well as a female rat kidney tumor was buried in a New Drug Application 

(“NDA”) submission that totaled 855,995 pages.26  Takeda pushed the “Cohen hypothesis,” 

despite its “holes,” including: “correlation is between stones and tumors,”27 the “PH 

                                                           
22(Ex. P7141) (attached as Plaintiffs’ Exhibit 117). 
23Trial Tr. vol. XXVI at 4120:22-4121:14 (Rec. Doc. 4199) (attached as Plaintiffs’ 

Exhibit 22); Trial Tr. vol. XXVII at 4158:18-4159:16 (Rec. Doc. 4200) (attached as Plaintiffs’ 
Exhibit 23). 

24Id. at 4195:21-23, 4200:14-4201:13 (Ex. 23). 
25Id. at 4145:18-20, 4158:18-4159:16. 
26Id. at 4151: 9-18, 4305:12-15. Incredibly, Dr. Cohen testified under oath that there was 

one benign kidney tumor found in a rat, despite not having reviewed the re-examination that 
showed that the kidney tumor was not, as he said, benign, but was rather a transitional cell 
carcinoma.  Id. at 4309:1-8. 

Q.  Right, and do you remember, also, the FDA in its phone call with y’all 
said, hey, Novo Nordisk has got this without any stones.  We’re seeing tumors 
with no calculi.  Do you remember that? 
A.  Yes. 

Trial Tr. vol. X at 1339:2-6 (Rec. Doc. 4181) (attached as Plaintiffs’ Exhibit 8). Dr. Thom 
continued, “[a]nd these were discussions about was that correlation good enough to establish a 
relationship or not.”  Dr. Cohen stated of the same topic, “[a]nd again, it comes down to the 
difficulty in detecting crystals and the way it’s done properly.” Trial Tr. vol. XXVII at 4295:22-
24 (Rec. Doc. 4200) (Ex. 23).  As Dr. Southgate testified, “for the Cohen hypothesis to be 
sustained, we were expecting to see the tumors developed in the rats, we would expect to find 
crystals.” Trial Tr. vol. XII at 1645:5-1645:8 (Rec. Doc. 4184) (attached as Plaintiffs’ Exhibit 
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issue,”28“crystals,”29 “hyperplasia in female rats,”30 “stones that don’t lead to tumors,”31 and 

“squamous cell versus transitional cell.”32 

                                                                                                                                                                                           
10). She continued, “[s]o we see some tumors forming and there are no crystals, and we see 
crystals in animals with no tumors.” Id. at 1645:15-17. 

28 Q.  The pH issue was also there, wasn’t it?     
  A.  The pH – I captured pH issue for a reason, and then put in those brackets, 
milieu change, and I remember there being a big discussion about protein content in the urine 
pH.  I don’t remember the specifics. 
Trial Tr. vol. X at 1339:7-11 (Rec. Doc. 4181) (Ex. 8).  “All it has to do is keep the pH above 
6.5, and depending on what diet the animals are on, that’s more or less difficult for the given 
drug.”Trial Tr. vol. XXVII at 4296:3-4296:5 (Rec. Doc. 4200) (Ex. 23).  As Dr. Southgate 
testified, “[s]o one of the tests that was done to measure the pH of the urine of the rats that was 
given Actos and the control rats, but they really weren’t then able to show the change in pH that 
was anticipated and would have been required to sustain the Cohen hypothesis.”  Trial Tr. vol. 
XII at 1652:20-1652:24 (Rec. Doc. 4184) (Ex. 10).  She also testified:  

Q.  …and so if the Cohen hypothesis is correct and this is crystal driven, you 
would expect the urine pH to be high? 
A. Yes. 
Q.  And it’s not? 
A. It was variable.  Id. at 1653:5-1653:9. 

29Trial Tr. vol. X at 1339:12-22 (Rec. Doc. 4181) (Ex. 8).  In Cohen’s words: “I’m not 
sure what difference that is between the first and third, so I’m not sure how to comment on that.” 
Trial Tr. vol. XXVII at 4296:9-4296:10 (Rec. Doc. 4200) (Ex. 23). As Dr. Southgate testified: 
“So this goes back to point one really, that you need a correlation between the formation of the 
crystals and the development of the tumors, and it was more variable than -- there was a lack of 
correlation.” Trial Tr. vol. XII at 1653:14-1653:17 (Rec. Doc. 4184) (Ex. 10). 

30Trial Tr. vol. X at 1339:23 (Rec. Doc. 4181) (Ex. 8).  As Cohen explained, “[t]he -- 
similar to the situation we saw with saccharin, the male is more susceptible than the female and 
the reason is because the male has a different urinary composition which makes it easier for 
calcium type stones or crystals to form than the female.”  Trial Tr. vol. XXVII at 4296:12-
4296:16 (Rec. Doc. 4200) (Ex. 23). See also Id. at 4296:16-4296:18, “[b]ut the female can form 
these crystals, also. It’s just that usually you get less of an effect so you don’t get as high an 
incidence or even any bladder cancer like with Actos.”  In Dr. Southgate’s words: “[y]es, 
because here, we’re talking about changes that should only occur in the male rats because of the 
presence of crystals, but what they actually found were changes in the female rat bladder as well, 
and these changes were a thickening of the urothelium which was due to proliferation of cell 
divisions occurring in the females, and these were occurring throughout the urinary tract.”Trial 
Tr. vol. XII at 1653:21-1654:2 (Rec. Doc. 4184) (Ex. 10). 

31Trial Tr. vol. X at 1339:25-1340:1 (Rec. Doc. 4181) (Ex. 8).  When asked if rats can 
form stones that don’t lead to tumors, Dr. Cohen responds, “yes.” Trial Tr. vol. XXVII at 
4180:5-4180:6 (Rec. Doc. 4200) (Ex. 23). 

32Trial Tr. vol. X at 1340:2-3 (Rec. Doc. 4181) (Ex. 8). While Dr. Cohen states “[i]n rats 
it’s always transitional cell.”  Trial Tr. vol. XXVII at 4181:1 (Rec. Doc. 4200) (Ex. 23).  He then 
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Despite Defendants’ internal doubts of the Cohen theory, Takeda persistently stuck to 

“Sam Cohen’s hypothesis despite many challenges.”33 Facing the prospect of a label change in 

2002, an internal Takeda document read, “[w]ith regard to the revision of the label, we will argue 

against the PPAR hypothesis FDA is asserting by reinforcing the Cohen hypothesis and 

constructing a theory from the perspectives of toxicity and pharmacology, and we will respond 

so as not to accept the revision of the label.”34 In the same document, the prospect of revising the 

label carries the greatest “magnitude of impact,” adding “[w]e will pursue a direction in which 

we will firmly refuse to accept the revision of the label, which will have the most serious impact 

on the market.”35 

Defendants’ mantra reappears in the context of the 2006 label and 2009 Actos 

Medication Guide.  As Dr. Spanheimer admitted on the stand, the bladder cancer information in 

                                                                                                                                                                                           
says, “[a]s I indicated yesterday, it’s almost always true.  99 percent and if you look in the 
literature with – I’ll stop.”Id. at 4181:2-3. He equivocated further:  

Q.   See the reason I find that interesting is because many of these rats and mice 
died before the end of the study. So their tumors would have reached their 
fullness. Are you with me?    
A.   Yes.      
Q.   Those are the ones when you might see the squamous cell differentiation if 
they died from the tumors?    
A.  May or may not. 

Id. at 4182:25-4183:7.  As Dr. Southgate testified: “As I've said before, if you irritate the lining 
of the bladder, so if you are irritate the urothelium with catheters or crystals, you expect there to 
be changes that are squamous, not urothelial, so not transitional cell.” Trial Tr. vol. XII at 
1654:20-1654:23 (Rec. Doc. 4184) (Ex. 10).  She added, “[s]o yes, it is a flaw.”  Id. at 1654:23.  
When Dr. Southgate was asked “[a]nd is that the kind – is transitional cell carcinoma the kind 
that you would expect, based upon your theory of PPAR alpha and gamma work,” she 
responded, “[y]es.”  Id. at 1655:5-8. 

33Trial Tr. vol. X at 1334:10-16 (Rec. Doc. 4181) (Ex. 8). 
34Id. at 1284:12-18; (Ex. P3712-0002) (Ex. 81). 
35Trial Tr. vol. X at 1287:2-15 (Rec. Doc. 4181) (Ex. 8); (Ex. P3712-0002) (Ex. 81).  

Defendants made a continuous, concerted effort to resist any form of label change.  Trial Tr. vol. 
X at 1247:11-14, 1249:23-1250:4 (Rec. Doc. 4181) (Ex. 8).  See also Id. at 1293:24-25, “[l]abel 
change.  Make best efforts to keep current wording for carcinogenicity.” 
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the 2006 label was not a warning.36Yet, as Dr. Kessler testified, a bladder cancer warning should 

have been in the label by January 2004.37  The clinical data in the 2006 label was every bit as 

flawed as nonclinical data.  The PROactive data safety monitoring board was never told about 

the tumors occurring in female rats and mice.38Dr. Cohen himself admitted the one year 

delineation for excluding bladder cancers in PROactive was arbitrary.39Moreover, while the 

2006 label contained only two studies, Takeda had available 35 different studies from its own 

meta-analysis that found statistical significance.40 

E. Pediatric Study/Patent Extension ($2 billion goal). 

The vast majority of profits from drugs come from patent exclusivity before generics are 

allowed on the market.  Takeda and Lilly realized that they could prolong their marketing 

exclusivity for Actos if the FDA approved it for pediatric use.41  The evidence regarding 

Takeda’s push for pediatric testing and use was powerful evidence ofreckless conduct and 

indifference to human health and safety.  

The pediatric indication would grant Takeda an extra six months of exclusivity and the 

evidence was clear that Takeda expected it to yield billions of dollars in profit.42 In 2002, Takeda 

began considering the idea of testing Actos in children, and ultimately submitted a formal 

request for FDA approval of a pediatric Actos study. However, the FDA would not allow Takeda 

                                                           
36Trial Tr. vol. XXIV at 3565:10-24 (Rec. Doc. 4197) (attached as Plaintiffs’ Exhibit 19). 
37Trial Tr. vol. VIII at 1013:18-1015:14, 1016:14-1024:6, 1024:7-1025:7, and 1031-32 

(Rec. Doc. 4179) (attached as Plaintiffs’ Exhibit 7). 
38Trial Tr. vol. XXIX at 4506:10-4508:16, but Yates fusses the semantics (Rec. Doc. 

4200) (Ex. 20). 
39Id. at 4215:16-22 (Ex. 20). 
40Trial Tr. vol. XI at 1503:2-1509:3 (Rec. Doc. 4182) (Ex. 9). 
41Trial Tr. vol. IV at 450:13-451:5 (Rec. Doc. 4175) (attached as Plaintiffs’ Exhibit 3). 
42Trial Tr. vol. X at 1277:11-1278:9 (Rec. Doc. 4181) (Ex. 8). 
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to test Actos in children because of the bladder cancer issue.43  Indeed, the FDA specifically told 

Takeda in 2002 that concerns regarding bladder tumors were the reason for FDA’s reticence.44  

Takeda continued and made at least three separate hard pushes on the FDA to get approval for 

testing in children.  All of this occurred while Takeda was learning of new bladder cancer 

evidence, seemingly, almost monthly.  Indeed, it was easily inferred that bladder cancer was the 

central issue of concern within the company.  Each time the bladder cancer issue came up, the 

company’s concern regarding bladder cancer was not directed at patient safety, and the potential 

harm that could be caused by Actos, but instead centered on how the bladder cancer issue would 

impact the pediatric study, and patent exclusivity extension, or in other words, their $2 billion.  

None of this inhibited Takeda’s push for a pediatric indication.  Undeterred, Takeda immediately 

put together a “task force” comprised of American, European, and Japanese employees to push 

back against the FDA in order to obtain approval for the pediatric study; this task force met in 

the U.S. on just a few days’ notice.45 The CEO was directly involved in handling the situation 

and Takeda vowed to continue arguing for the pediatric study.46 

In 2003, Takeda decided on a strategy to obtain approval for a pediatric study from the 

European authorities and, once done, try to walk that back to the FDA.47  There was definitive 

evidence that Takeda’s Japanese headquarters viewed the pediatric program as important to the 

company,48 and the evidence showed that the patent extension that would come with the removal 

of the pediatric hold could bring the company as much as $2 billion.49  Throughout 2006, Takeda 

                                                           
43Trial Tr. vol. IX at 1098:22-1101:3 (Rec. Doc. 4180) (Ex. 4). 
44(Ex. P6318) (attached as Plaintiffs’ Exhibit 109). 
45(Ex. P2118) (attached as Plaintiffs’ Exhibit 70). 
46Id. 
47(Ex. P7091) (attached as Plaintiffs’ Exhibit 114). 
48(Ex. P4885) (attached as Plaintiffs’ Exhibit 92). 
49(Ex. P5399-00006) (attached as Plaintiffs’ Exhibit 99). 
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came up with plans and strategies to test the drug in European children,50 and even considered 

again requesting that the FDA remove the pediatric hold.51  Ultimately, Takeda never obtained 

approval for a pediatric study, but its determination without the slightest regard or mention of the 

bladder cancer problem fully bared the wanton nature of Takeda’s conduct. 

F. Spoliation. 

The document destruction in this case was very broad and included employees ranging 

from the chairman and CEO in Japan, to the sales representatives that detailed Allen’s 

prescribing physicians in New York.52  Among the destroyed files were the senior director of 

pharmaceutical development,53 the president of global R&D,54 and the managing director of 

global development.55  All in all, the spoliation included 9 top level Japanese executives, 5 EU 

officers, and 32 U.S. officers, sales representatives and other employees.56 

Takeda claimed different litigation hold dates at different times throughout pre-trial 

discovery and argued that they did not have an obligation to retain the many files in question.57 

Plaintiffs were able to show that Takeda had a duty to retain documents going back to at least 

2002.58 

The improper destruction of documents relevant to Actos lent additional credence to the 

claim that this was a wanton and reckless company.  Although certainly not evidence critical to 

                                                           
50(Ex. P7328) (attached as Plaintiffs’ Exhibit 119). 
51(Ex. P7327) (attached as Plaintiffs’ Exhibit 118). 
52Trial Tr. vol. II at 172:23-175:1 (Rec. Doc. 4173) (attached as Plaintiffs’ Exhibit 1), 

Trial Tr. vol. III at 222:10-23 (Rec. Doc. 4174) (attached as Plaintiffs’ Exhibit 2). 
53Trial Tr. vol. IV at 438:6-12 (Rec. Doc. 4175) (Ex. 3). 
54Trial Tr. vol. II at 174:1-175:1 (Rec. Doc. 4173) (Ex. 1). 
55Trial Tr. vol. IV at 419:4-8 (Rec. Doc. 4175) (Ex. 3). 
56(Ex. P5303) (Def. Mot. Ex. 21). 
57(Ex. P5299 (attached as Plaintiffs’ Exhibit 95); Ex. P5301 (attached as Plaintiffs’ 

Exhibit 96)). 
58Trial Tr. vol. II at 155:5-14 (Rec. Doc. 4173) (Ex. 1). 
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the jury’s findings on punitive damages,spoliation was one more piece of evidence among 

volumes that allowed the jury to properly judge the reprehensibility of Takeda’s conduct. 

G. Ghostwriting. 

“Ghostwriting” was a powerful link throughout the trial and involved many Takeda and 

Lilly employees.  Internal Takeda documents showed that Ghostwriting was a recognized 

method for assuring “timely progress” of publications at Takeda.59  Some of these publications 

were scientific documents being sent to the FDA to dispel the bladder cancer issue that kept 

being raised.60  The head of Takeda’s US Medical and Scientific Affairs at the time, Robert 

Spanheimer, MD, conceded that by Takeda’s own corporate policy and definitions, Takeda had 

ghostwritten publications that eventually went on to the FDA and others in the U.S. medical 

community.61 The Ghostwriting was equivalent to publishing fake science in the context of the 

health and safety of millions of Americans.  Takeda’s own internal guidelines flatly rejected 

Ghostwriting and yet the evidence showed again and again that this guideline was meaningless 

because the modus operandi was Ghostwriting. 

Crucially, even Defendants’ specific causation trial expert, Dr. Droller, had submitted a 

bladder cancer “white paper” to the FDA in January 2003 regarding bladder cancer, which was, 

in part, ghostwritten by Takeda employees before he even began consulting with Takeda.62  This, 

more or less, tied their one and only hope by the last week of the trial, case specific causation, to 

the rock of deliberate cheating that had been proven again and again, and the expert’s attempts to 

wiggle out simply pulled him down further. Dr. Droller’s participation in the Ghostwriting about 

bladder cancer 11 years ago was stark evidence of reckless indifference to human life.  This was 
                                                           

59(Ex. P6056-0004). 
60(Ex. P4320) (attached as Plaintiffs’ Exhibit 85). 
61Trial Tr. vol. XIV at 1969:18-1971:9 (Rec. Doc. 4186) (Ex. 12). 
62 Ex. P4320 (Ex. 85). 
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compounded by Dr. Droller’s on-the-witness stand change of opinion regarding diabetes being a 

cause of bladder cancer.  He had previously testified under oath that diabetes was not a cause but 

because diabetes was all the Defendants had as an alternative cause for Mr. Allen’s bladder 

cancer, he flipped at trial.63  Thus, it was not lost on the jury that the Defendants’ stop-at-nothing 

attitude from 1999 forward was still being pursued at the trial itself. 

H. Helen Ge and Takeda’s Reckless Conduct. 

 Dr. Helen Ge was a medical doctor who was hired by Takeda in 2008 as a 

pharmacovigilance consultant.  Her job was to determine whether certain adverse events were 

non-serious or serious, which would require reporting, and whether the event in question was or 

was not related to a particular drug.64  Dr. Ge testified that it was her job to follow the law when 

she assessed adverse event reports.65  Dr. Ge performed this same type of work for over a dozen 

other pharmaceutical companies.66  She explained that Takeda did everything that it could to 

downgrade serious adverse event reports and prevent them from being labeled as connected to 

Actos.67 Dr. Ge reviewed a report of bladder cancer which appeared after 58 days on Actos, the 

causality assessment which suggested that the tumor grew very fast (as much as 6-8 times faster 

than normal), and she classified it as a serious adverse event that was related to Actos.68  After 

reporting this serious event, Takeda Japan contacted Dr. Ge in the United States asking why she 

classified the event as serious.69  A Takeda Japan employee, who was not a medical doctor, 

requested that Dr. Ge not report the bladder tumor as a serious event, and Dr. Ge testified that 
                                                           

63Trial Tr. vol. XXXI at 5071:3-5078:15 (Rec. Doc. 4204) (Ex. 25). 
64Deposition of Helen Ge, M.D., 6 February 2013, at 26:17-29:21, 39:9-39:25 (Ex. 

P7400A) (attached as Plaintiffs’ Exhibit 17). 
65Id. at 29:2-18; 457:16-458:1. 
66Id. at 50:12-15. 
67Id. at 50:23-51:5. 
68Id. at 94:17-95:19. 
69Id. at 96:17-19; 96:21-97:18; 97:20-98:9. 
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Takeda was circumventing their own standard operating procedures to keep this information 

from the FDA and continuously downplayed the risk of bladder cancer from Actos.70 Takeda’s 

Vice President of Pharmacovigilance, Maria Paris, told Dr. Ge that “reporting adverse events is 

one thing, but a company has to be profit first.”71  Takeda fired Dr. Ge two hours after she sent 

an email to Dr. Maria Paris on January 15, 2010, outlining the PV reporting violations made by 

Takeda.72Dr. Ge's evidence put to rest any possible debate that Takeda was, in fact, deliberately 

acting to suppress a connection between Actos and bladder cancer. It made Takada's attempts at 

trial to deny its 12 years of hiding cancer risks all the more revolting. 

I. At Eli Lilly, the Health and Welfare of Patients is of the Highest Importance.73 

Lilly’s head of marketing for Actos, Ronald Hoven, denied any knowledge or 

recollection of any kind regarding bladder cancer and, it seemed, nearly everything else he was 
                                                           

70Id. at 114:15-18; 114:20; 117:11-21; 117:23-118:1; 118:3-9; 118:11; 459:3-8-11. 
71Id. at 121:16-122:22; 122:1-5. 
72Id. at 200:13-19. 
73 Trial Tr. vol. XV at 2142:11-13, 2143:9-22 (Rec. Doc. 4187) (attached as Plaintiffs’ 

Exhibit 13). 
                          2142 
11   Q.   Okay.  Now, do I understand correctly that when you 
12   graduated from college, you went directly to work for Lilly? 
13   A.   That's correct. 
                          2143 
 9   Q.   I'd like to turn, and maybe for my benefit as well as maybe 
10   the ladies and gentlemen of the jury, tell us a little about the 
11   Eli Lilly Company from a historical perspective.  Can you do 
12   that? 
13   A.   One of the things that attracted me to Lilly out of pharmacy 
14   school was the history specific to diabetes.  Lilly was one of 
15   the first companies to actually commercialize insulin.  And back 
16   in the Twenties, before the discovery of insulin, the only real 
17   treatment would have been for type 1 diabetes with children is 
18   they basically starved.  And so with the discovery of insulin, 
19   you, you know, had a really revolutionary treatment.  And so the 
20   history of the company is really built a lot on this legacy of 
21   discovery and work with insulin, and that was part of the reason 
22   that I was very excited to be a part of the diabetes team, so -- 
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asked regarding relevant topics.  From 1999 until 2006, Mr. Hoven remarkably did not have any 

recollection of any discussions with anyone at Takeda or Lilly regarding bladder cancer.74 Either 

the Lilly Actos Brand Director knew about bladder cancer and lied about it on the stand, or he 

was never informed of the bladder cancer issue and evidence.  Either conduct is punitive in 

nature and demonstrates a conscious disregard and recklessness by Lilly on the bladder cancer 

issue.  Mr. Hoven also never knew about Upjohn backing out of developing Actos because of 

safety concerns,75 nor did he know about Takeda writing Upjohn and suggesting that there be no 

mention of safety in any public statement.76 This was demonstrated in P0005 (attached as 

Plaintiffs’ Exhibit 41), a fax from Kunio Iwatani, copying Sam Hamanaka, both superior officers 

of Takeda, to Larry Ellingson, superior officer at Lilly, in which Iwatani tells Ellingson that they 

should “keep saying that Upjohn’s decision is based on the results of their internal business 

evaluation, and efficacy and safety of Actos have been demonstrated clearly by Takeda.”77 

Mr. Hoven was shown the letter from Kunio Iwatani of Takeda, to Mr. Larry Ellingson, 

Executive Director of Actos Product Team at Eli Lilly, which illustrates that Lilly was aware that 

Upjohn abandoned Actos development because of safety concerns, and that Takeda had 

pretended it was a business decision.78 The letter states, “[a]lthough there may be rumors about 

the reasons of Upjohn’s abandonment of pioglitazone development, specifically from the 

viewpoints of safety issues, it might be advisable for us to keep saying that Upjohn’s decision is 

based on the results of their internal business evaluation, and efficacy and safety of pioglitazone 

                                                           
74 Trial Tr. vol. XIV at 2022:4-18 (Rec. Doc. 4186) (Ex. 12). 
75Id. at 2025:12-14. 
76Id. at 2027:12-23. 
77Id. at 2037:21-2038:3. 
78Id. at 2035:10; (Ex. P0005) (Ex. 41). 
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have been demonstrated clearly by Takeda.”79 Mr. Hoven testified that he has no knowledge of 

Upjohn’s reason to discontinue development of Actos.80 Mr. Hoven’s superiors never told him 

about this communication.81 Mr. Hoven had no memory of a SmithKline Beecham 

audio/teleconference regarding bladder cancer risks and Actos, an issue which Lilly had notice of 

as early as August 1999.82 

Mr. Hoven testified that he was not aware of Sweden’s denial of clinical testing on the 

basis of carcinogenicity studies.83 However, he was shown P6332, an email from Mr. Miyazaki 

of Takeda to Meng Tan and Jenny Small of Eli Lilly stating, “I am afraid (sorry to remind you of 

this) that your pioglitazone clinical study in Sweden has been refused due to findings observed in 

the carcinogenicity study in rats. Could you please send me by return fax the original letter (in 

Swedish) from the Swedish authority, an English translation would also be helpful if available.84 

In addition, Mr. Hoven testified that he did not know about Japan and India having concerns 

about the bladder cancer issue surrounding Actos85 and that he had no knowledge that Novo 

Nordisk suspended their development of their own PPAR agonist drug.86 Mr. Hoven also 

claimed he was never told that Lilly was reviewing FDA filings and making comments to 

Takeda before making similar filings,87 yet he was shown an email sent between Lilly employees 

asking for comments from the “Lilly team.”  Mr. Hoven denied having any knowledge of Lilly’s 

bladder cancer standby statement, as reflected in P3637 (attached as Plaintiffs’ Exhibit 79), 
                                                           

79Id. 
80 Trial Tr. vol. XIV at 2037:2-4 (Rec. Doc. 4186) (Ex. 12). 
81Id. at 2038:4-9. 
82Id. at 2043:5-13; (Ex. P5820) (attached as Plaintiffs’ Exhibit 100). 
83 Trial Tr. vol. XIV at 2052:6-10 (Rec. Doc. 4186) (Ex. 12). 
84(Ex. P6332) (attached as Plaintiffs’ Exhibit 110). 
85Trial Tr. vol. XIV at 2061:25-2062:3 (Rec. Doc. 4186) (Ex. 12). 
86Id. at 2067:19-23. 
87Id. at 2070:1-18; (Ex. P3675) (attached as Plaintiffs’ Exhibit 80). 
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which provided misleading, reckless claims concerning Actos safety profile, including claims 

that “there was no increased risk for bladder tumors in female rats or in any of the other animals 

studied, including mice, dogs, or monkeys.”88 

Exemplifying both the reckless indifference to human life during the years Lilly was 

marketing Actos and Lilly’s recalcitrant efforts to escape liability was P2054 (attached as 

Plaintiffs’ Exhibit 69), a Diabetes Segmentation presentation prepared on behalf of Lilly89 and 

Hoven’s testimony about it. This document set a plan for Lilly’s promotion of Actos to the 

“unmotivated elders; the older population that is fat, happy, lazy, stupid, and retiring.”90  He 

denied any involvement or knowledge of this plan.  Even when he was confronted with the fact 

that the document came off of his computer, he continued his denials.91 The evidence thus 

countered Lilly’s attempts to paint itself as a concerned and diligent drug company carefully 

marketing an important drug, when they spoke of people in such stark and disparaging market-

share terms. The document helped prove that Lilly’s participation was about profit and this was 

bookended with the evidence that Lilly continued to make hundreds of millions of dollars from 

Actos sales, years after they stopped marketing the drug, due to favorable contract provisions. 

Thus, while Mr. Allen was developing bladder cancer while taking Actos, Lilly was yielding 

profit, for doing nothing, of about $100 million a year. This continued massive profit center 

underscored the indifference to human safety, when viewed in the light of Lilly’s knowledge and 

conduct on the bladder cancer issue. 

Mr. Hoven’s attitude and disingenuous approach to documented history, with which he 

obviously had to be involved but nonetheless denied, is the type of conduct that demonstrates the 
                                                           

88 Trial Tr. vol. XIV at 2072:21-25 (Rec. Doc. 4186) (Ex. 12). 
89Id. at 2056:14-22. 
90Id. at 2057:6-8 (emphasis supplied). 
91Id. at 2061:12-19. 
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need for significant punitive damages.  It is one thing to defend oneself in such a lawsuit, but 

quite another to take the stand and lie about what transpired.  It is simply impossible to believe 

that someone of Mr. Hoven’s apparent intellectual capability and relatively young age could not 

recall essentially all major issues and events from his work as Brand Director for such a 

significant drug.  In this case, when Mr. Hoven’s apparent perjury was challenged, the first line 

of defense was, “isn’t catching someone in a lie or making them look to be a liar what cross 

examination is all about and you leave it to the jury to weigh the evidence?” That is what was 

argued to the Special Masters and the Court.  Well, the Defendants won the hard-fought debate 

on that issue and, now, based in part on that cross examination, we have how the jury viewed 

Lilly’s conduct and the need for punitive damages against Lilly. 

Some of the additional evidence of Lilly’s reprehensible conduct was revealed in the 

following documents and testimony: 

1. Stacey Calahan. 

x When Stacey Calahan, assistant general counsel for Takeda, was questioned about the 

Takeda and Lilly co-promotion agreement (P0470) (attached as Plaintiffs’ Exhibit 

52), Ms. Calahan explained that she was not sure if Lilly had knowledge of the 

bladder cancer concerns with Actos at that point.92 Ms. Calahan was shown P5350 

(attached as Plaintiffs’ Exhibit 98), which is a PowerPoint slide deck with an agenda 

discussing major contract terms, the status of negotiations with Takeda, and an 

                                                           
92Trial Tr. vol. IV at 389:10-24 (Rec. Doc. 4175) (Ex. 3). 
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overview of outstanding issues, including product liability.93 Bladder cancer is listed 

below the heading “most significant adverse event risks for pioglitazone.”94 

x As described in the Actos FDA response meeting regarding bladder cancer, Lilly 

would report to “Mr. Saito,” who alone reported back to the CEO.95  Plaintiffs’ 

counsel brought Ms. Calahan’s attention to the “final bullet point that says the only 

exception to this schematic will be on August 26 where TPNA will communicate 

directly with Lilly to distribute the draft document.”96 

2. Claire Thom. 

x P7408 (attached as Plaintiffs’ Exhibit 122) revealed Lilly’s complicity in the 

manipulation of data concerning Actos’s dual PPAR activation.  Claire Thom, a 

superior officer as Takeda Vice President of Research and Development, advised in 

an email (P2285) (attached as Plaintiffs’ Exhibit 73), “I think we should think a 

hundred times before we make a deliberate reference to PPAR alpha agonist activity 

as an explanation for lipid benefits.”97  Lilly removed the reference to PPAR alpha 

agonist activity from the final draft of the study.98  Lilly and Takeda made no efforts 

to disseminate safety information about bladder cancer risk.  Takeda did not “want to 

discuss bladder tumor issue at the upcoming ROC telephone conference.”99  Both 

sides agreed to keep the meeting confidential, further continuing the companies’ 

                                                           
93Id. at 402:12-20 (Ex. 3). 
94Id. at 404:5-14 (Ex. 3; (Ex. P5350) (Ex. 98). 
95(Ex. P2118-00002 (admitted at Trial Tr. vol. IV at 445:2-7) (Ex. 3); (Ex. P5350) (Ex. 

98). 
96Trial Tr. vol. IV at 481:8-12 (Rec. Doc. 4175) (Ex. 3). 
97Trial Tr. vol. XIV at 2075:22-2076:2 (Rec. Doc. 4186) (Ex. 3). 
98Id. at 2076:3-12. 
99Id. at 2078:11-13; (Ex. P0490) (attached as Plaintiffs’ Exhibit 58). 
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reckless trend of keeping the doctors in the dark regarding Actos and bladder 

cancer.100 

x Dr. Thom agreed that a serious problem arose concerning the drug Actos and the 

FDA’s consideration of that drug in 2002.101  Dr. Thom was shown P0459 (attached 

as Plaintiffs’ Exhibit 50) and agreed that the FDA brought up three troublesome 

issues in a conference call on July 31, 2002, including monitoring for bladder 

toxicity, an inclination to rescind the written request for pediatric exclusivity, and 

concern about bladder tumors in some animal studies given to Takeda by a 

competitor company.102  A significant problem raised during this call was that the 

FDA was no longer accepting what the company had called the “Cohen 

hypothesis.”103  Two days later, a task force, led by Dr. Thom, was assembled to 

examine the three issues of monitoring, a label change, and pediatric applications.104  

Dr. Thom was shown P6318 (Ex. 109), the action plan for the Actos-FDA task force.  

This action plan for the task force included a number of tasks, including reviewing 

all the completed clinical trial data based on definitions by safety.105  Dr. Thom was 

also shown P3712 (attached as Plaintiffs’ Exhibit 81), Comprehensive Meeting 

Materials prepared on August 5, 2002.106  At P3712-00006, in a section titled 

“Responses to FDA,” the document refers to a four-way conference call with Lilly 

headquarters and several Takeda companies.  Importantly, the reason for this call 

                                                           
100 Trial Tr. vol. XIV at 2079:2-15 (Rec. Doc. 4186) (Ex. 12). 
101 Trial Tr. vol. X at 1247:11-14 (Rec. Doc. 4181) (Ex. 8). 
102Id. at 1249:9-1250:4. 
103Id. at 1250:23-1251:18. 
104Id. at 1263:23-1265:5. 
105Id. at 1265:9-13. 
106Id. at 1268:16-1271:12. 
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was described as “to stress the importance of managing information regarding this 

matter and confirm the future communication routes.”107  Notably, Dr. Thom was 

shown that the same document also referenced Actos as a dual-agonist for PPAR 

alpha and gamma.108 

x Dr. Thom also agreed that P3712 included a “Summary of the Conference Call,” 

which included a discussion of planning on the addition of an indication for efficacy 

in children.109  Dr. Thom agreed that prolonging the exclusive marketing rights for 

six months for Actos in the pediatric population meant longer sales and potentially 

hundreds of millions, perhaps billions, of dollars to the company.110 

x Dr. Thom agreed that the FDA considered requiring new warnings for Actos, based 

on concern for pediatric applications and possible dual PPAR-agonist activity.111  In 

contrast, at P3712-00006, a Takeda memo stated, "With regard to the revision of the 

label, we will argue against the PPAR hypothesis FDA is asserting by reinforcing the 

Cohen hypothesis and constructing a theory from the perspectives of toxicity and 

pharmacology, and we will respond so as to not accept the revision of the label."112  

Takeda and Lilly specifically examined the magnitude of the impact on the market 

for Actos in responding to the three issues raised by the FDA in 2002.113  Further, 

Takeda and Lilly agreed to “pursue a direction in which we will firmly refuse to 

accept the revision of the label, which will have the most serious impact on the 

                                                           
107Id. at 1270:22-1271:4; see also Ex. 81. 
108Id. at 1272:6-1273:15. 
109Id. at 1277:11-1278:5. 
110Id. at 1278:6-9. 
111Id. at 1281:10-15. 
112Id. at 1284:1-18. 
113Id. at 1286:5-1287:7. 
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market.”114  Takeda kept Lilly up to date on these issues and obtained Lilly’s consent 

not to disclose information to Lilly distributors until Lilly received Takeda’s 

instruction.115 

x Dr. Thom agreed that Lilly, as a co-promoter for Actos, received draft response 

documents for review prior to submission to the FDA.116  Communications from 

Lilly went through Mr. Saito directly to the CEO for Takeda.117 

x Dr. Thom agreed that Actos was a drug with the potential to make billions of dollars 

a year worldwide and licensed with Lilly to the sell the drug.118  Dr. Thom also 

agreed that a potential label change that could detrimentally alter the market for 

Actos would get the attention of the CEO of the company hands-on.119 

x Dr. Thom was shown P0966 (attached as Plaintiffs’ Exhibit 61), an outline of the 

FDA response document, the last slide of which discussed arguing against clinical 

testing, not undertaking database searches, and support by experts at every 

opportunity.  Dr. Thom agreed that Lilly worked on these issues as well.120 

x Dr. Thom also testified that Lilly was involved in high-level strategic decisions on 

whether or not to describe Actos as a dual PPAR-agonist.121  Part of the deliberation 

included circulation and discussion of a manuscript for the GLAB study, conducted 

                                                           
114Id. at 1287:8-15. 
115Id. at 1290:9-24. 
116Id. at 1296:9-20. 
117Id. at 1296:21-1297:5. 
118Id. at 1316:16-1317:2. 
119Id. at 1317:6-10. 
120Id. at 1341:3-21. 
121Id. at 1348:7-1350:5; Ex. P2285 (Ex. 73). 
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by Lilly, which reported PPAR alpha activity for Actos.122  Dr. Thom agreed that she 

had expressed concern over referencing “Actos PPAR alpha agonist activity as an 

explanation for lipid effects.”123 Dr. Thom recalled the need for discussions with 

Lilly about the GLAB study and the need for a high-level strategic decision on 

whether to deliberately point out alpha activity in Actos.124  Dr. Thom agreed that 

the GLAB study findings were potentially a good tool for the Actos sales force.125  

Dr. Thom was also shown P7407 (attached as Plaintiffs’ Exhibit 121), the final 

published version of the manuscript of the GLAB study, in which Lilly had removed 

the reference that “[t]he mechanism underlying this specificity is currently under 

study and may be related to differences in the activation of PPAR alpha.”126 

x Following agreement by FDA to the proposed label changes submitted by Takeda in 

2003, Lilly was notified on April 4, 2003 of the “good news.”127 

3. Robert Spanheimer. 

x Dr. Spanheimer was asked about an Actos sales strategies PowerPoint presentation 

(P6037) (attached as Plaintiffs’ Exhibit 104), which describes the National Diabetes 

Education Initiative sponsored by both Takeda and Eli Lilly.128 The presentation 

                                                           
122Trial Tr. vol. X at 1348:14-1350:5 (Rec. Doc. 4181) (Ex. 8). 
123(Ex. P2285) (Ex. 73); Trial Tr. vol. X at 1349:13-20 (Rec. Doc. 4181) (Ex. 8). 
124Id. at 1349:21-1350:5, 1352:3-1353:10. 
125Id. at 1351:14-23. 
126Id. at 1351:24-1356:15. 
127(Ex. P2301) (attached as Plaintiffs’ Exhibit 76); Trial Tr. vol. X at 1369:11-1370:5 

(Rec. Doc. 4181) (Ex. 8). 
128Trial Tr. vol. XIV at 1917:21-1918:1 (Rec. Doc. 4186) (Ex. 12). 
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also describes dinner programs and five-hour Saturday CME seminars,129 which are 

“vendor and rep driven.”130 

x Dr. Spanheimer appeared in a March 19, 2001 email describing a physician 

assistant conference in which he spoke and “did an excellent job selling insulin 

resistance and promoting Actos.”131 The email also reads: “[s]everal of the PA’s 

stopped by the Takeda/Lilly booth and all of them attended the CME program that 

was sponsored by Takeda.”132 

x Dr. Spanheimer was also shown P7125 (attached as Plaintiffs’ Exhibit 115), which 

is a PowerPoint presentation entitled “TPNA Publication Development and Review 

Process.”133 The presentation contains below the “ACTOS Global Publications 

Team” heading a graphic indicating that Lilly, including Lilly USA and Lilly 

Global, contribute to the ACTOS Global Publication Team.134 

x Dr. Spanheimer was shown Lilly’s Actos Global Brand Plan for 2005-2006.135 He 

confirmed that Takeda and Lilly were partners in the PROactive study.136  P0488 

(attached as Plaintiffs’ Exhibit 56) contains a slide reading: “Manuscripts by 

Message: How do these manuscripts address the Actos core messages?”137  

Plaintiffs’ counsel took Dr. Spanheimer through several listings of studies that 

                                                           
129Id. at 1920:8-19. 
130Id. at 1921:6-8. 
131(Ex. P6036-00002, admitted at Trial Tr. vol. XIV at 1928:17-20 (Rec. Doc. 4186) (Ex. 

12)). 
132Id. 
133 Trial Tr. vol. XIV at 1954:13-17 (Rec. Doc. 4186) (Ex. 12). 
134(Ex. P7125-0028) (Ex. 115). 
135(Ex. P0488) (Ex. 56), admitted at Trial Tr. vol. XIV at 1958:16-19 (Rec. Doc. 4186) 

(Ex. 12)). 
136 Trial Tr. vol. XIV at 1959:5-9 (Rec. Doc. 4186) (Ex. 12). 
137Id. at 1959:10-23; (Ex. P0488-0055) (Ex. 56). 
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begin with the description including GLAI and GLAT, that have “TBD” listed 

under the author heading, despite having full titles.138Dr. Spanheimer confirmed the 

publications listed with authors “TBD” are “Lilly/Actos publications.”139 

x Dr. Spanheimer was shown a January 9, 2007 email from John Yates with Lilly 

employees included, describing Dr. Steven Nissen’s willingness to author a “rapid 

publication of the meta-analysis of Takeda RCTs using our key endpoint of all-

cause mortality, MI, and stroke.”140 

x Dr. Spanheimer was also shown an August 27, 2006 email from Yasu Wada sent to 

Melissa Veenhuizen at Lilly (P4130) (attached as Plaintiffs’ Exhibit 84), which 

reads “[a]ttached please find our responses concerning bladder cancer languages 

and Dear Investigator letter on macular edema and drug interaction matters.”141 The 

attachment to P4130 is P4726 (attached as Plaintiffs’ Exhibit 90), which includes 

the safety language to appear in the Duetact label.  It reads: “At this occasion, the 

following language about bladder cancer was put into the US package insert.  

TGRD confirmed verbally that FDA agreed to incorporate the same languages into 

package inserts of both Actos and Actoplus Met.  The timeline of this revision has 

not been determined.”142 The next point is made in the same exhibit: “Takeda will 

Not send a Dear Doctor letter about bladder cancer issue,” as well as “[w]e have No 

                                                           
138Trial Tr. vol. XIV at 1961:15-1962:15 (Rec. Doc. 4186) (Ex. 12); (Ex. P0488-0067) 

(Ex. 56). 
139 Trial Tr. vol. XIV at 1962:9-11 (Rec. Doc. 4186) (Ex. 12). 
140 Trial Tr. vol. XXIV at 3621:12-17 (Rec. Doc. 4197) (Ex. 19); (Ex. P6045) (attached 

as Plaintiffs’ Exhibit 105). 
141Trial Tr. vol. XXIV at 3667:4-21 (Rec. Doc. 4197) (Ex. 19); (Ex. P6045) (Ex. 105) 
142Trial Tr. vol. XXIV at 3668:16-24 (Rec. Doc. 4197) (Ex. 19); (Ex. P6045) (Ex. 105). 
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plan to include this bladder cancer language (revision of US label) into our 

CCSI.”143 

x Dr. Spanheimer was shown P0105 (attached as Plaintiffs’ Exhibit 46), which is a 

PowerPoint discussing the EASD presentation on the PROactive results, which he 

agreed is a “slide presentation for Lilly and Takeda dealing with Actos.”144  At 

P0105-00021, the final statement is given, “[f]or somebody who has worked his 

entire academic career on the action mechanisms of PPAR agonists, this was a 

nightmare scenario to defend . . . .”145 Yet the companies made the conscious 

decision to promote the findings of PROactive as positive for CV issues and 

downplay the bladder cancer findings. 

x Dr. Spanheimer was shown a press release about PROactive, including both Eli 

Lilly and Takeda, which failed to include any mention of bladder cancer.146 

x Dr. Spanheimer was asked about the PROactive executive committee disagreement 

as to whether the heart failure abstracts should be submitted or not.  Without relying 

heavily on exhibits P6065, P5016, P2253, and P2254, Plaintiffs’ counsel 

established that Takeda was “emphatic that there had to be an agreement that the 

committee would not meet independently of Takeda and Lilly.”147 

 

                                                           
143Discussed at Trial Tr. vol. XXIV at 3673:10-17 (Rec. Doc. 4197) (Ex. 19); (Ex. 
P6045) (Ex. 105). 
144Trial Tr. vol. XXV at 3735:2-13 (Rec. Doc. 4198) (attached as Plaintiffs’ Exhibit 21). 
145Id. at 3735:25. 
146(Ex. P1645) (attached as Plaintiffs’ Exhibit 66) 
147Trial Tr. vol. XXV at 3823:6-9 (Rec. Doc. 4198) (Ex. 21); P2253 (attached as 

Plaintiffs’ Exhibit 71), P2254 (attached as Plaintiffs’ Exhibit 72), P5016 (attached as Plaintiffs’ 
Exhibit 93), P6065 (attached as Plaintiffs’ Exhibit 107). 
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4. Meng Tan. 

x Meng Tan was Medical Director of the Actos team from approximately 1999 to 

2007.148 

x Meng Tan was shown a letter sent from Upjohn to Takeda reflecting that Upjohn 

would not go forward with pioglitazone since “further clinical development of 

pioglitazone could not be justified based on their concern regarding pioglitazone’s 

margin of safety.”149  Amazingly, Dr. Tan would not readily agree that “safety of a 

drug” is the number one priority.150  Such an admission was powerful, particularly 

amidst the volumes of evidence regarding bladder cancer risk, profits, lazy and 

stupid market segments, etc.  Lilly and Takeda shared in the funding of Actos 

clinical studies.151  Tan was shown an email from Patrick Keohane where Patrick 

states, “Joachim Shrikant forwarded me this summary of the SMEC discussion. It 

may be going to all the medical groups via another channel, but since Medical and 

Marketing should be joined at the hip.”152 

x Meng Tan was shown an email from him to Carlo DiFonzo forwarding 

communication from Takeda Japan in which Takeda responded to a draft “Dear 

Healthcare Provider letter” and instructed Lilly to “delete the whole section of 

World-wide Post-marketing Spontaneous Advise Events Reports. We have never 

                                                           
148Deposition of Meng H. Tan, 18 December 2013, at 45:18–46:18 and 34:23–35:1 (Ex. 

P7515A) (attached as Plaintiffs’ Exhibit 126). 
149(Ex. P6016) (attached as Plaintiffs’ Exhibit 103); Deposition of Meng H. Tan, 18 

December 2013, at 67:16–68:2 (Ex. P7515A) (Ex. 126). 
150Id. at 78:1-79:4. 
151Id. at 85:8–11. 
152(Ex. P0468) (attached as Plaintiffs’ Exhibit 51); Deposition of Meng H. Tan, 18 

December 2013, at 112:11-16 (Ex. P7515A) (Ex. 126). 
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touched the number of adverse events, because we are very anxious that such figure 

will go alone irrespective of their causality or lack of detailed information. This is 

our policy.”153 

x Meng Tan was shown exhibit P3720 (attached as Plaintiffs’ Exhibit 82).154  He 

established EPC means “Executive Policy Committee.155  The companies defined a 

crisis as “any event or action relating to Actos that, if not responded to, would be 

likely to have a negative public impact on the brand or on the Takeda/Lilly 

partnership.”156  The number one example of crisis was deaths related to the 

product.157  A pattern of adverse health effects related to the products were also 

named as a crisis event.158  Other crisis events included statistically increased risk 

of an unexpected serious adverse event, adverse events that damage the TZD class, 

product tampering, criminal activity, adverse action by a regulatory body, and 

removal of a product from the market.159 

x Meng Tan was shown a letter from the FDA to Takeda. In the letter, the FDA refers 

to PROactive as a “failed trial,”160 while explaining that “[s]tatistical significance 

for the primary end-point was not met, and the statistical evaluation does not 

support consideration of secondary end-points in the event of failure to demonstrate 

                                                           
153(Ex. P6336) (attached as Plaintiffs’ Exhibit 111); Deposition of Meng H. Tan, 18 

December 2013, at 126:22–127:6 (Ex. P7515A) (Ex. 126). 
154Id. at 166:11. 
155Id. at 166:17–19. 
156Id. at 176:6–12. 
157Id. at 177:4–5. 
158Id. at 177:8–10. 
159Id. at 177:23–178:10; 178:13-18. 
160(Ex. P5873) (attached as Plaintiffs’ Exhibit 101); Deposition of Meng H. Tan, 18 

December 2013, at 265:11-12 (Ex. P7515A) (Ex. 126). 
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significance for the primary end-point.”161 Meng Tan further stated that this is the 

first time he had seen this document.162 

x Meng Tan stated that, as the sole Lilly person on the PROactive Executive 

Committee, he did not know about bladder cancer in the study until the “data was 

shared with the executive committee after analysis.”163 

x Meng Tan could not recall an email in which members of the PROactive Executive 

committee were resigning.164 Massimo Massi-Benedetti believed, “the only 

possibility that I see to recover the situation, that is likely to produce quite relevant 

and not positive debate in the scientific and professional community with scientific 

and industrial competitors ready to speculate on it, is that the issue is discussed with 

the real decision makers of Takeda at the Japanese headquarter and try to convince 

them that, for the benefit of the study of the drug, and of the company, a different 

approach is to be adopted in the relationships with the EC, re-discussing the 

already-taken decisions according to a western standard.”165 

5. Other Lilly Conduct. 

x Lilly’s reckless conduct also extended to the company’s manipulation of medical 

literature through ghostwriting in order to promote Actos’s lipid profile, as shown 

in P0488, Lilly’s 2005-2006 Global Brand Plan for Actos, which sets forth clinical 

studies, titles of manuscripts and publication dates, while lacking actual authors.166  

                                                           
161Id. at 265:13-19. 
162Id. at 265:22–23. 
163Id. at 281:24–282:4; 282:9-12. 
164Id. at 301:14–302:14; 302:19-306:5. 
165Id. at 305:12–22. 
166Trial Tr. vol. XIV at 2082:4-21 (Rec. Doc. 4186) (Ex. 19); P0488 (Ex. 56). 

Case 6:12-cv-00064-RFD-PJH   Document 702   Filed 07/22/14   Page 35 of 67 PageID #: 
 62189



 -31-  

This included a prepared GLAT study manuscript that had not yet had an author 

assigned,167 as well as a final draft, also without an author.168 

x Lilly made payments to thought leaders both directly and indirectly, in exchange for 

speaking favorably about Actos.169  As the evidence demonstrated, Lilly 

underscored the importance of providing “financial support for educational and 

research initiatives,” which Lilly understood to “remain the most desired item a 

medical liaison can provide thought leaders.”170 

x Lilly was made repeatedly aware of a bladder cancer signal, given the occurrences 

of bladder cancer in its own trials, including GLAW.171  Lilly failed to follow the 

conclusions following an FDA meeting setting forth the companies’ commitments 

to report bladder cancer.172 

x In 2004, Lilly ignored further notice of bladder cancer concerns with Actos through 

an email to Meng Tan, Lilly’s Medical Director and a superior officer.173  Despite 

this, Lilly chose to treat the occurrence as a rumor.174 

x Lilly’s awareness of safety issues with dual PPAR-agonists was evident, with the 

company developing its own dual PPAR-agonist to put in place after the co-

                                                           
167Id. at 2087:20-2088:11. 
168Id. at 2086:20-2087:25. 
169Trial Tr. vol. XV at 2105:19-23 (Rec. Doc. 4187) (Ex. 13); (Ex. P0486-00023) 

(attached as Plaintiffs’ Exhibit 55). 
170Id. 
171Trial Tr. vol. XV at 2108:17-2109:13 (Rec. Doc. 4187) (Ex. 13). 
172(Ex. P4694) (attached as Plaintiffs’ Exhibit 88). 
173(Ex. P6352) (attached as Plaintiffs’ Exhibit 112); Trial Tr. vol. XV at 2110:10-2111:1 

(Rec. Doc. 4187) (Ex. 13). 
174(Ex. P6352) (Ex. 112). 
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promotion agreement was set in place.175  Lilly recklessly elected to pursue its own 

dual PPAR-agonist, Navaglitazar,176 despite knowledge that three dual PPAR-

agonists had either been discontinued or were facing safety concerns, including 

Actos.177 

x Lilly was driven to protect Actos from exposure of its bladder cancer risk given that 

the company retained a financial interest in Actos even after the co-promotion 

agreement ended in 2006, as the company received royalties on sales in the U.S. for 

the next three years.178  Mr. Hoven believed it was correct that the revenue arising 

from these royalties was over $200 million a year.179 

x Lilly saw patients as fitting within segments such as “treatment machines, life 

negotiators, and struggle for control.”180 The consistent perception of patients as 

commodities is representative of Lilly’s gross prioritization of profits over patient 

safety. 

x Lilly was made aware of bladder cancer concerns as early as 1999.181 Yet, instead 

of putting forth Lilly’s awareness of bladder cancer concerns at the same time, Lilly 

elected, instead, to claim that during clinical trials, urinary cytology studies 

indicated “no new cases of bladder tumors.”182 

                                                           
175Trial Tr. vol. XV at 2111:12-17 (Rec. Doc. 4187) (Ex. 13). 
176Id. at 2113:5-9. 
177(Ex. P6078) (attached as Plaintiffs’ Exhibit 108). 
178Trial Tr. vol. XV at 2114:2-7 (Rec. Doc. 4187) (Ex. 13). 
179Id. at 2114:11-13. 
180(Ex. P4608) (attached as Plaintiffs’ Exhibit 86). 
181Trial Tr. vol. XV at 2123:11-2124:12 (Rec. Doc. 4187) (Ex. 13). 
182(Ex. P3630) (attached as Plaintiffs’ Exhibit 78); Trial Tr. vol. XV at 2124:13-20 (Rec. 

Doc. 4187) (Ex. 13). 
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x Back in 1999, Lilly also claimed that Actos has affinity for PPAR alpha, which put 

it above Avandia, as that product “has been reported to have no PPAR alpha 

affinity.”183  Lilly recklessly put forth that PPAR alpha receptor stimulation of 

fibrates are “indicated for use in patients with high blood fats.”184  Lilly’s Actos 

sales team was told to “master the answers” to the nine questions, ahead of 

“Extreme Games” held within Lilly, including those discussed above concerning 

bladder cancer and Actos’ PPAR alpha affinity.185 

There is no doubt that not only was Eli Lilly wholly enmeshed in the conduct involving 

Actos, but Lilly was repeatedly reckless in its handling of this medication’s risks and 

communication of those risks.  Like Takeda, Lilly knew and fully understood that Actos 

presented a risk of bladder cancer and, like Takeda, it took whatever steps were necessary to 

keep that knowledge from damaging sales. 

II. THE PUNITIVE DAMAGES AWARDED IN THIS CASE ARE NOT SO 
GROSSLY EXCESSIVE OR ARBITRARY AS TO RENDER THEM IN 
VIOLATION OF THE DUE PROCESS CLAUSE. 
 

The Due Process Clause prohibits the imposition of only “grossly excessive” or 

“arbitrary” punishments. State Farm Mut. Auto. Ins. Co. v. Campbell, 538 U.S. 408, 416 

(2003).This includes punitive damages. Id.The Supreme Court has established three guideposts 

to determine whether a punitive damages award violates due process: (1) the degree of 

reprehensibility of the defendant’s conduct; (2) the disparity between the harm or potential harm 

suffered by the plaintiff and his punitive damages award; and (3) the differences between the 

punitive damages award and the civil penalties authorized or imposed in comparable cases. Id. at 

                                                           
183Id. at 2124:25-2125:6. 
184(Ex. P3630) (Ex. 78); Trial Tr. vol. XV at 2124:25-2125:6 (Rec. Doc. 4187) (Ex. 13). 
185Id. at 2125:7-16. 
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418; BMW of North America, Inc. v. Gore, 517 U.S. 559, 574-75 (1996).Applying these over-

arching guideposts,and the body of law that expounds on them, to this exceptional case, it is 

clear that the jury’s punitive damages verdict satisfies Due Process and should stand. 

A. Reprehensibility. 

 “[T]he most important indicium of the reasonableness of a punitive damages award is the 

degree of reprehensibility of the defendant’s conduct.” BMW, 517 U.S. at 575. This principle 

reflects the accepted view that some wrongs are more blameworthy than others. Id.The 

reprehensibility of a defendant’s conduct is the most important indicator of the reasonableness of 

a punitive damages award and outweighs the other guideposts: “As the Court stated nearly 150 

years ago, exemplary damages imposed on a defendant should reflect ‘the enormity of his 

offense.’” Id. (quoting Day v. Woodworth, 54 U.S. 363, 371 (1851)). When determining “the 

reprehensibility” of a defendant’s conduct, courts considerwhether: (1) “the harm caused was 

physical as opposed to economic”; (2) the defendant’s“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”; and (5) 

“the harm was the result of intentional malice, trickery, or deceit, or mere accident.” State Farm, 

538 U.S. at 419. Under these five factors, it is evident that Defendants’ conduct here rose to such 

a high level of reprehensibility that the jury’s verdict on punitive damages was warranted and 

satisfied due process. 

 First, as Defendants admit, factor one weighs in the favor of Plaintiffs.  (See 

Defendants’Brief in Support of Rule 59 Motion for New Trial, p. 4) (Rec. Doc. 4348). Indeed, 

Mr. Allen suffered severe physical injury here.  There are few ailments more dreaded than 

cancer. 
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 Second, Defendants’ conduct clearly evinced an indifference to and reckless disregard 

for the health and safety of not only Plaintiff but also the health and safety of the general public. 

While it is true that harm to third parties cannot form the sole basis for punitive damages, it can 

be taken into account by the jury when determining reprehensibility. See Philip Morris USA v. 

Williams, 549 U.S. 346, 357 (2007) (when determining reprehensibility, a jury may take into 

account that conduct that risks harm to many is likely more reprehensible than conduct that risks 

harm to only a few).The Dissent and the Majority in Philip Morris seemed in accord on this 

point, as Justice Ginsberg, joined by Justices Scalia and Thomas, crisply observed:  

The purpose of punitive damages, it can hardly be denied, is not to compensate, 
but to punish. Punish for what? Not for harm actually caused to “strangers to the 
litigation,” the Court states, but for the reprehensibility of defendant’s conduct. 
“[C]onduct that risks harm to many,” the Court observes, “is likely more 
reprehensible than conduct that risks harm to only a few.” The Court thus conveys 
that, when punitive damages are at issue, a jury is properly instructed to consider 
the extent of harm suffered by others as a measure of reprehensibility, but not to 
mete out punishment for injuries in fact sustained by nonparties.  

 
Philip Morris, 549 U.S. at 362 (internal citations to the Majority Opinion omitted). 
 
Here, Defendants’ actions clearly created a risk of harm to millions and caused harm to 

thousands of others across the United States.186 

 Third, this is not a case where Plaintiffs were taken advantage of financially, and 

therefore this factor is inapplicable here. 

                                                           
186 It is important to remember that the charge the Court gave on this point is identical to 

the language proposed by the Defendants for this charge: “However, although you may 
consider the harm to individuals or entities other than Mr. Allen in determining the extent to 
which a Defendant’s conduct was reprehensible, you may not add a specific amount to your 
punitive damages award to punish the Defendant for the harm it caused to others.”  The Court’s 
charge emphasized the word “not” with all caps, to signify that the Court would 
significantly emphasize this when delivering the instructions.  Thus, to put it mildly, it is 
difficult to understand any complaint by the Defendants that the jury somehow mishandled 
the consideration of harm to others. See Chris Gaul email of January 22, 2014 (attached as 
Plaintiffs’ Exhibit 35), regarding Defendants’ proposed Allen jury instructions. 
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 Fourth, the conduct in question here was not isolated to a single incident, but rather 

involved numerous and repeated actions occurring over a significant length of time.  The actions 

were constantly engaged in by numerous superior officers over a period of 12 years.  As 

discussed above, the effort to keep the bladder cancer risk from being known by doctors and 

patients was a constant and crucial focus throughout the life-cycle of Actos.  Not until the drug’s 

patent was on the cusp of expiring was some description of an increased risk finally placed in the 

warnings.   

 Fifth, the harm here was the result of intentional malice, trickery, and deceit and 

certainly not the result of mere accident.  “Thinking a hundred times before” publishing that your 

drug has a property known to be capable of causing cancer (dual PPAR),187 not publishing the 

statistical significance of the cancer risk (ProActive and KPNC),188 not conducting a meta-

analysis until 2011,189 hiding that your drug has a significantly disproportionate reporting of 

bladder cancer,190 ignoring general safety concerns of your initial development partner 

(Upjohn),191 sending Dear Doctor letters pointing out your competitor’s safety issues, but never 

one regarding bladder cancer,192 and pushing for a pediatric indication despite deep bladder 

cancer knowledge and concern193 are not accidents.  These actions and many others were a 

collection of deliberate and callous conduct designed to protect existing profit and create new 

profit, with men and women across America, indeed the world, bearing the brunt of the 

corporately known, but publically hidden, risks of Actos. 

                                                           
187Trial Tr. vol. XIV at 2075:17-2076:2 (Rec. Doc. 4186) (Ex. 12). 
188Hillaire-Buys et al., supra, at 1543. 
189Trial Tr. vol. XVI at 2271:21-2274:15 (Rec. Doc. 4188) (Ex. 14). 
190Trial Tr. vol. IX at 1126:7-1137:14 (Rec. Doc. 4180) (Ex. 4). 
191Trial Tr. vol. XIV at 2037:21-2038:3 (Rec. Doc. 4186) (Ex. 12); (Ex. P0005). 
192(Ex. P4726) (attached as Plaintiffs’ Exhibit 90). 
193Trial Tr. vol. IV at 450:13-451:5 (Rec. Doc. 4175) (Ex. 3). 
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B. The Disparity Between the Harm or Potential Harm Suffered by the 
Plaintiffs and the Punitive Damages Award. 
 

1. Punitive damages are not subject to rote formulaic determination. 

There is no mathematical bright line test to determine if a punitive damages award is 

unreasonable or excessive. See BMW, 517 U.S. at 582 (stating that the Court has consistently 

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). Similarly, there is no 

concrete constitutional limit on the ratio between harm, or potential harm, to the plaintiff and the 

punitive damages award. State Farm, 538 U.S. at 424. 

 The “single digit” test referred to by the Defendants is not a bright line rule.  In fact, the 

Supreme Court has affirmed punitive damages awards 526 times greater than actual damages. 

See TXO Production Corp. v. Alliance Resources Corp., 509 U.S. 443 (1993).  In TXO, the Court 

affirmed a $10,000,000 punitive award despite there being only a $19,000 compensatory award. 

Id. at 446, 466. The Court based its decision on the significant potential harm caused by the 

defendant’s misconduct rather than the less extensive actual harm. Id. at 462.  The court provided 

a hypothetical in which a man fires a gun wildly into a crowd, by sheer chance injuring no one, 

but damaging a pair of glasses. Id. at 459-60. The Court opined that the jury could reasonably 

find only nominal compensatory damages in such a case, but award hundreds of times that 

amount in punitive damages to discourage future bad acts. Id. Thus, a dramatic disparity between 

the actual damages and the punitive award will not be controlling in all cases. Id. at 462.  “The 

Constitution identifies no particular multiple of compensatory damages as an acceptable limit for 

punitive awards; it does not concern itself with dollar amounts, ratios, or the quirks of juries in 

specific jurisdictions. Rather, its fundamental guarantee is that the individual citizen may rest 

secure against arbitrary or irrational deprivations of property.” Id. at 467 (Kennedy, J., 
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concurring in part and concurring in the judgment). The Court’s focus here should not and must 

not be on the amount of the award or the ratio between actual and punitive damages, but instead 

whether the jury’s award amounts to an irrational deprivation of property. See id. The Supreme 

Court recognized this when it stated that it is the reprehensibility of the defendant’s conduct that 

is the “most important” factor in determining the reasonableness of punitive damages. BMW, 517 

U.S. at 575. If that is the case, where there is extreme reprehensible conduct, a high punitive 

damages award should not be overturned based on a ratio that the court has repeatedly declined 

to establish. See id. at 582.  Where, as here, the jury’s reasons for imposing punitive damages are 

entirely rational and readily defensible, the award should not be disturbed. 

2. Deterrence is the cornerstone of punitive damages. 

 As discussed above, the purpose of punitive damages is not to compensate the plaintiff, 

but to punish the defendant and thereby discourage the defendant from acting in a similar way in 

the future. See Exxon Shipping Co. v. Baker, 554 U.S. 471, 492-93 (2008). Thus, punitive 

damages serve a similar purpose to criminal law, in that they seek to both punish a defendant for 

past bad conduct and to protect the public by deterring the defendant and others from engaging in 

similar bad conduct in the future. Id. at 504-05. In this regard, in determining the amount of 

punitive damages, it is appropriate for a jury to consider the magnitude of the potential harm to 

other victims, if similar future behavior were not deterred. TXO, 509 U.S. at 460.The full inquiry 

is, “whether there is a reasonable relationship between the punitive damages award and the harm 

likely to result from the defendant’s conduct as well as the harm that actually has occurred,’” 

BMW, 517 U.S. at 581 (quoting TXO, 509 U.S. at 460), and “the possible harm to other victims 

that might have resulted if similar future behavior were not deterred,” TXO, 509 U.S. at 460 

(emphasis supplied). 
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 There can be no doubt that corporations who deal in providing chemicals to be ingested 

by millions of people, chemicals that the corporations themselves in mantra fashion declare 

“always have some risk,” must have the highest level of deterrence from engaging in reckless 

conduct.  It may be no exaggeration to say that the 310 million people in our society may never 

have needed greater deterrence of corporate bad conduct than they do from the international 

pharmaceutical industry.  This industry, whether its claims of only wanting to help human health 

are true or feigned, puts over 100 million peopleat risk of drug “side-effects” each and every day 

in this country.194  The incentive to look the other way, as ancient as humans themselves, greed, 

can easily work its way into the process of pharmaceutical development.  This is not the fertile 

imagination of brief writing plaintiff lawyers.  The list of drug company wrongful conduct and 

the massive swath of death and injury caused by that conduct is absolutely stunning.  In Vioxx 

alone, the F.D.A. estimated that over 24,000 people died from heart attacks due to Vioxx and 

over 100,000 suffered from heart attacks.195  Had that occurred in a single day or week, it would 

have been one of the defining moments of our nation.  Many people would have gone to prison 

for a long time.  Because it occurred in 24,000 different homes, countless different towns and 

cities, and over a period of many years, most people, indeed probably most individuals running 

pharmaceutical companies, do not even know it happened.  That sad saga underscores why the 

Supreme Court’s guidance in TXO is so crucial in the current context: “the possible harm to other 

                                                           
194Qiuping Gu et al.,Prescription Drug Use Continues to Increase: U.S. Prescription 

Drug Data for 2007–2008, National Center for Health Statistics (2010) (attached as Plaintiffs’ 
Exhibit 36). 

195http://www.ncbi.nlm.nih.gov/pmc/articles/PMC2267386/ (attached as Plaintiffs’ 
Exhibit 137). 
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victims that might have resulted if similar future behavior were not deterred” may be considered.  

Id. (emphasis supplied). 

3. The Defendants’ wealth and their massive profits, both in part created 
by their conduct, should be accounted for in assessing the disparity 
here. 
 

It is appropriate for the jury to take into consideration a variety of other factors in 

determining a punitive damages award, including the amount of money at stake and the wealth of 

the defendant. See id. at 462 (stating that although the punitive damages award was certainly 

large, in light of the amount of money potentially at stake, the bad faith of petitioner, the fact that 

the scheme employed in this case was part of a larger pattern of fraud, trickery and deceit, and 

petitioner’s wealth, the Court was not persuaded that the award was so “grossly excessive”); 

Pacific Mut. Life Ins. Co. v. Haslip, 499 U.S. 1, 21-22 (1991) (concluding that the financial 

positionof the defendant is one factor that could be taken into account in assessing punitive 

damages). It is well established that a defendant’s net worth is a factor to be considered when 

awarding punitive damages: “While the Due Process Clause requires that punitive damages not 

be grossly excessive, it does not require that punitive damages be ineffectual and impotent.  The 

corporate size of [defendant] is another factor that supports the award of punitive damages 

against it.” Eichenseer v. Reserve Life Ins. Co., 934 F.2d 1377, 1384 (5th Cir. 1991); Rose v. 

Brown & Williamson Tobacco Corp., 809 N.Y.S.2d 784, 803-07 (Sup. Ct. N.Y. Cty. 2005). 

Defendants here are hugely wealthy corporations that realized an enormous profit from sales of 

Actos in the United States.  It was stipulated at trial that Takeda’s net worth in 2013 totaled 

$23,652,755,000.00 and Eli Lilly’s net worth in 2013 totaled $17,631,000,000.00, as well as that 

sales of Actos in the United States from 1999 to 2012 generated $24,196,922,000.00. 
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 While a $9 billion punitive damages award may seem large, it is only equal to 

approximately 37% of the revenue generated from the sale of Actos in the U.S. alone. In the face 

of the financial realities, the reckless conduct and the massive importance, dollars-wise, that 

Actos was to these corporations (life-cycle U.S. sales exceeded Takeda’s 2013 net worth), $6 

billion and $3 billion are not irrational amounts.  These amounts were determined by a carefully 

instructed and rational jury of eight (who had found pain and suffering damages for a cancer 

victim to be less than $1 million).  The conduct, the profit-motivated nature of it, the magnitude 

of both the harm and the potential risk, and the need for real and powerful deterrence, drove this 

rational decision.   

The rationality and propriety is perhaps dialed into focus when considering some 

alternative scenarios: should two companies, worth a total of $41 billion, that had sales of $24 

billion on a drug they knew could cause cancer, and did cause cancer, walk away from this 

episode of corporate greed by giving up, say, 1% percent of their overall sales - $240 million?  

1% percent of their overall value - $410 million?  Given what we know and what the jury knew 

of how these corporations acted here, it is not difficult to see that such a result could actually be 

an encouragement to these corporations and countless others, rather than any kind of deterrent.  

A great irony would thus be worked.  Historically, one thing is clear: profit driven corporations 

will not always be guided by the notions of right versus wrong that most of us are taught as 

children.  Somehow, corporations, and those who drive their profit machinery,cannot help 

themselves when it comes to putting profits over safety and humanity.  That is why deterrence is 

so needed, and that is why the dollar amount here is eminently rational.  If the award were 

limited to 1% of sales, that “cost-of-doing business” probably does not even eclipse what these 
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Defendants spent on advertising and marketing Actos.196  The bottom line is indeed the bottom 

line. If the financial equation is not sufficiently powerful, the message will not sear itself into the 

corporate memory.  Rather, it will be one more forgetful lawsuit in the relentless pursuit of 

profit. 

 In sum, this is an exceptional case where all of the factors warranting high punitive 

damages are not only present, but are present to a greater degree than any other punitive damages 

case analyzed by the Supreme Court.  Indeed, the Defendants have failed to point to a case 

factually similar to the case at bar where a punitive damages award was deemed unreasonable. 

Certainly, it is apparent that in cases where purely economic injury is at stake, courts carefully 

scrutinize the ratio of compensatory damages to punitive damages. In BMW, for example, the 

claim centered on a failure to disclose that automobiles had been repainted prior to delivery. 

BMW, 517 U.S. at 563; see also Pacific Mut. Life Ins. Co., 499 U.S. at 6 (an allegation of 

fraudulently accepting premium payments despite cancellation of insurance policies).  In the 

Allen case, cancer was caused not by 40 years of smoking, but by a medicine that patients and 

doctors thought was safe.  Plaintiffs urge that it is for an exceptional case such as this that the 

Supreme Court remains “reluctant to identify concrete constitutional limits on the ratio between 

harm, or potential harm, to the plaintiff and the punitive damages award.” State Farm, 538 U.S. 

at 424.  In the present case, there is egregious physical harm to the plaintiff, a high degree of 

potential physical harm to others, including wrongful death, as well as a pattern of fraud, 
                                                           

196 The prestigious British Medical Journal recently published a study that found that 
drug companies typically spend approximately 25% of total sales revenues on marketing 
medications.  Thus, a one percentage point additional cost of reaping $24 billion dollars in 
revenue would not stand as a great barrier to reckless conduct.  Donald W. Light & Joel R. 
Lexchin, Pharmaceutical Research and Development: What Do We Get for All That Money? The 
BMJ (2012)(attached as Plaintiffs’ Exhibit 33). 
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trickery, and deceit, and blatant bad faith of the Defendants.The irrational approach would be the 

“single digit” test referenced by Defendants. 

Indeed, if the main purpose of punitive damages is to deter future conduct, a single digit 

multiple of $1.475 million would certainly not have that effect. As stated supra, Defendants had 

revenues of more than $24 billion from the sale of Actos in the United States alone. These 

revenues were made possible by the Defendants’ reprehensible conduct, and would not have 

been realized without it.  In light of the goal to deter Defendants’ reprehensible conduct from 

continuing in the future, Defendants’ suggestion that punitive damages of nine million dollars 

will have that effect is preposterous: a simple calculation shows that, over 13 years, average U.S. 

Actos sales revenues amounted to $10 million dollars every 48 hours. 

III. THE DIFFERENCES BETWEEN THE PUNITIVE DAMAGES AWARD 
AND THE CIVIL PENALITIES AUTHORIZED OR IMPOSED IN 
COMPARABLE CASES. 

 
 The disparity between the punitive damages award and the “civil penalties” authorized or 

imposed in comparable cases is a factor to be examined. State Farm, 538 U.S. at 428. The 

Supreme Court has also looked to criminal penalties that could be imposed. Id. Courts have held 

that this is the least important of the three guideposts. See Turley v. ISG Lackawanna, Inc., 960 

F. Supp. 2d 425, 453 (W.D.N.Y. 2013); Leavey v. UNUM/Provident Corp., 2006 WL 1515999, 

at *16 (D. Ariz. 2006). The penalty for violation of a statute or rule is only one of several factors 

in assessing the reasonableness of a punitive award.  BMW, 517 U.S. at 574-75.  Here, the jury 

found that Defendants recklessly disregarded the risk of bladder cancer and recklessly failed to 

adequately warn Mr. Allen’s prescribing physicians about a potential risk of bladder cancer from 

Actos.  Defendants admit that New York “has not adopted statutory penalties for this precise 

conduct.”  Defendants instead attempt to analogize it to general New York consumer protection 
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statutes and the Federal Statute imposing fines for misbranding of drugs. Since neither of those 

statutes provides “civil penalties” for conduct that is comparable to the conduct seen here, 

Defendants have failed to demonstrate how this factor is in their favor. 

If anything is relevant to this inquiry, it would be the fine imposed on one of the 

Defendants, Lilly, for an improper marketing of one of its drugs, Zyprexa.  A fine was imposed 

on Lilly in 2009 for pushing this medication to be prescribed for health problems for which it 

had not formally obtained an approved indication (“off-label” marketing) and, thus, in violation 

of FDA regulation and the statutes underlying prescription drug approval.  The fine was $1.4 

billion.197  Unlike here, in that circumstance, there was neither proof, nor any allegation, that 

physical injury had indeed already occurred.  Rather, the underlying purpose of the fine, and the 

regulation, was that off-label patients are subject to the drug’s considerable risks and the FDA 

had not determined that such a risk/benefit analysis weighed in favor of marketing it to a broader 

patient population.  This fine illustrates that when risk to many millions is the issue, let alone 

actual proven harm caused, what is appropriate to deter such massive corporations is an amount 

of money that will have some effect on their mind-set.  In the present case, the conduct was far 

worse: (1) the plea agreement did not indicate that actual harm had already occurred; (2) Zyprexa 

was marketed off-label but the risks were known, whereas here, the very basis for the punitive 

award is that the risk was known neither to doctors nor the plaintiff and was recklessly hidden; 

(3) the risk here is one of the most feared diseases and was in fact proven to have been caused to 

the plaintiff.  Accordingly, if any comparable fine or penalty is to be considered, it is the billion 

                                                           
197http://www.justice.gov/usao/pae/News/2009/jan/lillyrelease.pdf (attached as Plaintiffs’ 

Exhibit 37). 
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dollars plus fine assessed against one of these very Defendants for conduct that did not plumb the 

depths of the conduct here. 

IV. PUNITIVE DAMAGES AGAINST ELI LILLY. 

The constitutionality of the jury’s punitive damages award should be reviewed separately 

for each Defendant without a reduction based on percentage of fault.  Defendants argue that it 

was improper for the jury to find Lilly responsible for 25% of the compensatory damages and it 

was improper for it to find them responsible for 33% of the punitive damages in light of the 24% 

culpability holding. Defendants cite no law for the proposition that a co-defendant’s share of 

punitive damages must be equivalent to their share of compensatory damages.  The punitive 

damages analysis is separate from and different than the analysis for contribution to the 

proximate cause of the events.  The punitive analysis, as the jury instructions advised, took 

numerous additional factors into account.  Thus, if anything, the variation in the compensatory 

and punitive percentages reflects a thoughtful consideration by a rational jury.  For the same 

reasons discussed above, the amount of punitive damages awarded was, in light of the facts, 

rational. 

The court in Cimino v. Raymark Industries, Inc. recognized that a jury was authorized to 

award separate, several punitive damages awards as to each defendant. 151 F.3d 297, 326-27 

(5th Cir. 1998). In determining whether the jury’s punitive damages award is constitutional in 

this case, the guideposts must be reviewed separately for each Defendant; so neither Takeda nor 

Eli Lilly are entitled to a reduction based on percentage of fault and each are liable to the extent 

constitutionally permissible.   
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 For the reasons discussed in Plaintiffs’ opposition to the Defendants’ preemption motion 

under Rule 50(b), the fact that Lilly was never the holder of the NDA for Actos does not render it 

immune from punitive damages. 

 Finally, there is no reason to believe that Lilly was tainted by Takeda’s spoliation of 

documents.  The Court and the evidence were very clear that the spoliation of evidence was 

applicable only to Takeda.  Perhaps the litmus test for this is that defense counsel did not ask for 

any specific instruction to further illuminate that spoliation was a Takeda-only issue.  If such 

additional instruction was needed, then it seems likely that defense counsel would have pursued 

that before trial, during trial and/or before the final charge.  Therefore, aside from the clarity of 

instructions given by the Court, Defendants should not now be heard to complain about some 

undefined confusion.  If there is some issue as to clarity as to whom the spoliation evidence 

applied, perhaps this issue is one best left to internal discussions between Lilly and Takeda 

regarding whether there was a conflict due to the same counsel representing both Defendants 

and not some confusion within this jury’s deliberations. 

V. THE JURY’S PUNITIVE DAMAGES AWARD IS NOT GROSSLY 
EXCESSIVE OR THE RESULT OF PASSION, PREJUDICE, OR BIAS. 
 

Although a jury verdict can be set aside when it is grossly excessive or the result of 

passion, prejudice, or bias, “the jury’s assessment should not be disturbed unless it shocks the 

conscience of the court.” Wittman v. Gilson, 503 N.Y.S.2d 214, 215 (4th Dep’t 1986); see also 

Caldarera v. Eastern Airlines, Inc., 705 F.2d 778, 784 (5th Cir. 1983).  What shocks the 

conscience in this Actos case is not the jury’s punitive damages award, but the conduct that 

resulted in the Plaintiff developing cancer at the age of 56, millions of others at risk for cancer, 

thousands of others alleging they too were caused cancer, and the massive profits reaped while 

concealing the cancer risk.  This jury examined the evidence presented of the injury suffered by 

Case 6:12-cv-00064-RFD-PJH   Document 702   Filed 07/22/14   Page 51 of 67 PageID #: 
 62205



 -47-  

Mr. Allen, the expenses of his medical care, past and future, his pain and suffering, the effects on 

his wife, Sue, and awarded only $1.475 million dollars.  This was not a jury driven by passion, 

prejudice or bias.    

VI. DEFENDANTS ARE NOT ENTITLED TO A NEW TRIAL AS THE 
RULINGS BY THE COURT ON SPOLIATION ARE PROPER. 

 
A.  The Court Did Not Err in Giving a Permissive Instruction to the Jury. 

 
 At the outset, it should be noted that the court gave a permissive instruction, as opposed 

to a mandatory instruction. That instruction permitted, but did not require, the jury to 

independently determine whether documents destroyed by Takeda would have been favorable to 

the Plaintiffs.  The Court had a plethora of instructive evidence before it, both from pretrial 

spoliation discovery and from evidence adduced at trial, that could have supported a mandatory 

instruction, if not more severe sanctions, such as entering a default judgment or striking 

defenses.  The permissive instruction was the most benign option under the circumstances.  And 

the court only did so after providing Takeda with every opportunity during trial to explain away 

the massive destruction that took place following Takeda’s 2002 litigation hold. 

 Defendants cite Fifth Circuit jurisprudence that allows the Court to give an adverse 

inference instruction based on spoliation of evidence if three criteria are met:  (1) the defendant 

destroyed relevant evidence at a time when it had a legal duty to preserve evidence for pending 

or potential litigation by the plaintiffs; (2) the defendant destroyed the evidence in bad faith - - 

i.e., with the intent of preventing the evidence from being used against the defendant in 

litigation; and (3) the destruction of the evidence is prejudicial to the plaintiff. 198 

                                                           
 198See Defendants’ Brief in Support of Rule 59 Motion for New Trial, pp. 15-16 (Rec. 
Doc. 4348). The Defendants rely on four cases: Pressey v. Patterson, 898 F.2d 1018 (5th Cir. 
1990); King v. Illinois Cent. R.R.,337 F.3d 550 (5th Cir. 2003); Condrey v. SunTrust Bank of 
Georgia, 431 F.3d 191 (5th Cir. 2005); and Consolidated Aluminum Corp. v. Alcoa, Inc.,244 
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 All three criteria were clearly satisfied in the case at bar and the Amended Final 

Memorandum Opinion and Ruling (the “Amended Ruling”) explains in great detail how each 

criteria was met.199 

1. The Court Correctly Determined that Takeda had a Legal Duty to Preserve 
Documents for the Allens and other Bladder Cancer Patients beginning in 2002. 

 
 It is undisputed that Takeda issued a general products liability hold for Actos in 2002.200  

That hold was never lifted.  In fact, Stacey Calahan, in-house counsel for Takeda, who testified 

                                                                                                                                                                                           
F.R.D. 335 (M.D. La. 2006).  None of these cases provide any support for Defendants’ 
argument.  
 Pressey did not even involve an adverse instruction, but rather found that, under the 
circumstances of that case, the Court could not find willful misconduct or bad faith necessary to 
support the severe sanction the trial judge imposed.  898 F.2d at 1023.  In Pressey, the trial judge 
had struck defendant’s answer as a discovery sanction for destroying evidence.  Id. 
 In King, the plaintiff appealed a ruling by a trial court that declined to give an adverse 
inference instruction because there was no showing of bad conduct on the part of the defendant.  
337 F.3d at 556.  The Fifth Circuit affirmed, holding that the district court did not abuse its 
discretion in finding bad faith was not shown.  Id. King is distinguishable from the case at bar, 
where this Court found “Takeda acted in bad faith as to the deletion and destruction of 
documents, and engaged in willful abuse of the judicial process in an attempt to conceal that 
deletion and destruction.”  (Amended Ruling, p. 106) (Rec. Doc. 4330). 
 Condrey was not a jury trial but rather a summary judgment hearing, where the district 
judge failed to draw evidentiary presumptions from the defendant’s failure to produce evidence.  
431 F.3d at 203. In Condrey, the plaintiff failed to specifically allege what evidence the 
defendant destroyed and what documents were missing.  Id. at n.8.  Condrey is clearly 
distinguishable from the case at bar where the files of 46 custodians have been destroyed, 
(Amended Ruling, pp. 25-28) (Rec. Doc. 4330), and where the Court has found the destruction to 
be in bad faith, (Id. at 81). 
 Consolidated Aluminumis also distinguishable because there was no finding of bad faith.  
244 F.R.D. at 343.  The court did hold, however, that “the determination of a proper sanction for 
spoliation, if any, is confined to the sound discretion of the trial judge, and is determined on a 
case by case basis.”  Id. at 339 (citing Zubulake v. UBS Warburg, LLC, 220 F.RD. 212, 216 
(S.D.N.Y. 2003)). 

199As discussed infra in more detail, in its Amended Ruling, the Court provided a 
comprehensive discussion of how each criteria was met, including specific findings that Takeda 
destroyed documents in violation of its duty (Amended Ruling, pp. 62-66)(Rec. Doc. 4330); that 
the destruction was intentional and not inadvertent (Id. at 66-67); and that the destruction was 
prejudicial to the Plaintiffs (Id. at 92-98). 
 200While the Court adopted the 2002 hold date Takeda established as the hold date 
applicable to the instant litigation, Takeda should have anticipated litigation relating to Actos as 
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at trial for six days, admitted that bladder cancer is a type of products liability case201 and that 

documents destroyed by Takeda were done so in violation of that hold and Takeda’s document 

retention policies.202 Takeda now drolly suggests that the 2002 hold was not applicable to 

bladder cancer cases.   

 In support of its illogical argument that the 2002 hold does not apply to bladder cancer, 

Takeda cites no Fifth Circuit law, but rather relies heavily on Van Treeck v. Klinck, a 

preliminary203 ruling from a state court judge in Wisconsin, decided under Wisconsin law. Van 

Treeck v. Klinck, No. 12-cv-007359, slip op. at 11-17 (Wis. Cir. Ct. Jun. 16,2014) (attached 

hereto as Plaintiffs’ Exhibit 134). The court in Van Treeck indicated that the Motion for 

Spoliation Sanctions would be held in abeyance and suggested that sanctions might be 

appropriate if it is shown that Takeda purged files of its departing officers with a conscious effort 

to affect the outcome of this litigation or in such a flagrant, knowing disregard of the judicial 

process, such that no other sanction would punish the conduct.  Id. at 21.  Furthermore, the 

Defendants failed to disclose to this Court that the Van Treeck ruling is an outlier among state 

court rulings on Takeda Actos spoliation and that other state court judges have found the 2002 

litigation hold to be applicable to bladder cancer cases.204 Aside from the fact that other state 

                                                                                                                                                                                           
far back as 1993, when Upjohn advised Takeda of concerns it had over the safety profile of 
pioglitazone.  See letter from J. R. Mitchell to Tai Matsuzawa, dated September 21, 1993 (P-
6016), attached as Exhibit 22 to the Motion for Sanctions (Rec. Doc. 3484). 
 201Trial Tr. vol. VI at 729-731, 768 (Rec. Doc. 4177) (Plaintiffs’ Exhibit 6). 

202 (Amended Ruling, p. 62)(Rec. Doc. 4330); Trial Tr. vol. V at 619-20 (Rec. Doc. 
4176) (attached as Plaintiffs’ Exhibit 5). 

203The judge in Van Treeck left open the question of what sanctions Takeda might receive 
for destruction of the Miyazaki file and what sanctions might be awarded for Takeda negligently 
breaching a duty to produce documents that were only recently produced.  
 204 In Triana v. Takeda Pharmaceuticals American Inc., et al, Case No. A-13-680556-C, 
the district judge in Clark County, Nevada found that “Takeda’s letter dated July 19, 2002 is a 
general products liability hold letter regarding the product Actos, which includes all claims 
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court judges have issued rulings contrary to Van Treeck, it is clear from a reading of the Van 

Treeck opinion that the Wisconsin judge did not have the benefit of all of the evidence that this 

Court had in the case at bar.  This Court not only had the benefit of Magistrate Judge Patrick 

Hanna presiding over months of spoliation discovery, but also had the benefit of hearing live trial 

testimony for more than a week from Ms. Calahan, in-house counsel for Takeda, as well as other 

germane evidence during the two month trial that collectively established massive destruction at 

the highest levels of the corporate food chain.  The Van Treeck ruling implies that the 2002 

general Actos products liability hold, which was refreshed many times and never lifted, would 

only be applicable to the liver claim filed during that timeframe.  The ruling makes no mention 

of the fact that Takeda relied upon the 2002 hold for a variety of Actos-related injuries over the 

years and did not issue separate holds specific to each injury.  If the 2002 Actos hold was truly 

injury specific as concluded in Van Treeck, Takeda would have issued injury-specific holds for 

each subsequent claim.  Takeda had already recognized the obligation to preserve Actos related 

documents with the issuance of the Actos general products liability litigation hold in 2002.205 

                                                                                                                                                                                           
regarding Actos causing bladder cancer.  (Attached as Plaintiffs’ Exhibit 133). As such, the 2002 
litigation hold therefore covers the Plaintiff’s claims against Defendants in this case.”  Id. at 4. 
 In Whitlatch v. Takeda Pharmaceuticals America, Inc., Case No. 11-L 010011, a state 
case in the circuit court of Cook County, Illinois, the court also found the 2002 hold applicable to 
bladder cancer cases, rejecting the argument that the original hold was for a liver failure as 
opposed to a bladder cancer case as “a distinction without a difference.”  Id. at 3 (attached as 
Plaintiffs’ Exhibit 136). Citing Illinois law, the court in Whitlatch found that Takeda did not act 
in good faith, but ultimately did not award sanctions because the court did not find that the 
plaintiff in Whitlatch was prejudiced by Takeda’s destruction of the specific documents that were 
missing.   (Id. at 6, 7). 
 205 The judge in Van Treeck mistakenly assumed that Takeda could not have anticipated 
bladder cancer in 2002.  Evidence adduced at the Allen trial established that the duty to preserve 
Actos related documents with respect to bladder cancer preceded even the 2002 general products 
liability hold.  This Court had the benefit of considerable testimony regarding the many efforts 
by Takeda to conceal the link between Actos and bladder cancer, which pre-dated the 2002 hold. 
Takeda issued an Actos product liability legal hold in 2002, which it violated by the destruction 
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 The court in Van Treeck also misapplied the shifting duty206 doctrine.  The 2002 Actos 

general products liability hold was not an injury specific hold as Van Treeck concludes.  Ms. 

Calahan admitted at trial that the hold was still in effect at the time the Allen claim was brought 

and that the documents should have been preserved.207  The fact that the 2002 hold was refreshed 

from time to time is further proof that it was issued for the benefit of all Actos related personal 

injury claims and was not injury specific. 

2. The Court Was Well Within its Discretion in Finding that Takeda Destroyed 
Documents in Bad Faith. 

 In its Amended Ruling, the Court explained in great detail the methodical and 

incremental approach it took regarding the spoliation issue. (Amended Ruling, pp. 5-37)(Rec. 

Doc. 4330).  At each step of the process, Takeda was provided an opportunity to explain how 

and why the files of 46 employees who were involved with the development and marketing of 

Actos were destroyed.  It would have been a simple process if Takeda had nothing to hide.  All 

Takeda needed to do to exonerate itself from the adverse consequences associated with the 

                                                                                                                                                                                           
of documents, including electronic data that was relevant to issues before the Court in the MDL 
and the Allen case.  (Amended Ruling, p. 109)(Rec. Doc. 4330). 
 206  Takeda previously cited to both Point Blank Solutions, Inc. v. Toyobo America, Inc., 
No. 09-61166-CIV, 2011 WL 1456029 (S.D. Fla. Apr. 5, 2011) and In Re Delta/AirTran 
Baggage Fee Antitrust Litigation, 770 F. Supp. 2d 1299 (N.D. Ga. 2011) in support of its 
“shifting duty” argument when opposing Spoliation and Motion for Rule 37 Sanctions, and 
revisits this argument with reliance on Stanfill v. Talton, 851 F. Supp. 2d 1346 (M.D. Ga. 2012) 
in the instant motion. The shifting duty argument has previously been rejected by this Court in its 
Original Spoliation Opinion and Ruling filed January 30, 2014 (Rec. Doc. 3933, at pp. 41-42), 
where the Court correctly described shifting duty cases as involving a claimant seeking the 
benefit of a previously issued hold not issued for his or her benefit.  The 2002 hold was, by its 
own language, a products liability hold that was not specific to any type of injury (nor did it 
exclude any specific injury or disease).  (See also Amended Ruling, pp. 39-45)(Rec. Doc. 4330).  
Shifting duty is, therefore, inapplicable because Allen was a beneficiary of the 2002 Actos hold. 
 207Trial Tr. vol. II at 153-54 (Rec. Doc. 4173) (Ex. 1); Trial Tr. vol. VI at 727-31, 768-69 
(Rec. Doc. 4177) (Ex. 6). 
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destroyed documents was to disclose the correct litigation hold for Actos product liability claims 

and then demonstrate that the missing files were not destroyed in violation of that hold.208 

 Throughout the entire spoliation odyssey, the Court proceeded in aconservative manner 

and gave Takeda every opportunity to explain the widespread document destruction.  The Court 

went so far as to allow Takeda to amend their witness list on the eve of trial to add Stacey 

Calahan, their in-house counsel, to explain away the destruction.  Her testimony, however, did 

just the opposite.  Ms. Calahan admitted “the intentionally-broad scope of the 2002 Hold would 

have covered all maladies, including bladder cancer and thus, should have resulted in the 

immediate cessation of all destruction of documents related to Actos, irrespective of the 

type of side effect alleged.”  (Id. at 43) (emphasis in original).  The Court found that this 

admission was in “direct contradiction to Takeda’s arguments made to [the] Court” during 

discovery and motion practice.  (Id.) (emphasis in original).209 Even though key document 

destruction occurred in Japan, Ms. Calahan testified that she had no knowledge of Takeda 

Japan’s related conduct – and yet repeatedly had to recant when confronted with documented 

evidence to the contrary. (Id. at 20). 

                                                           
 208  The problem for Takeda was that if they disclosed the 2002 product liability hold 
date, they would have to explain years of destruction.  In what was later revealed to be an 
obvious attempt to conceal massive spoliation, Takeda represented to the Plaintiffs Steering 
Committee (the “PSC”), and the Court, that the initial litigation hold applicable to the Allen case 
was issued in February 2011.  Takeda not only failed to promptly correct that misrepresentation, 
but adopted it in subsequent briefings and argument.  The Court correctly concluded that Takeda 
knowingly and willfully concealed the 2002 Actos litigation hold date from the PSC, and the 
Court, in an attempt to thwart spoliation discovery.  (Amended Ruling, p. 82-83) (Rec. Doc. 
4330) (Ex. 1). 
 209The Court went on to conclude that “Takeda’s conduct within this MDL, when judged 
against the admissions of its own Assistant General Litigation Counsel, support a finding of a 
violation of Fed. R. Civ. P. 37 and evidence of a willful abuse of the judicial process.” (Amended 
Ruling,  p. 56)(Rec. Doc. 4330). 
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 Having the benefit of the spoliation discovery that preceded trial, as well as the testimony 

at trial, the Court, considering the totality of circumstances, found the requisite bad faith to 

support apermissive instruction.  And again, the Court gave a permissive instruction, rather than 

a mandatory instruction, allowing the jury to reach its own conclusion based on the evidence.  In 

its Amended Ruling, the Court listed each fact or circumstance supporting its finding of bad faith 

and discussed in detail each circumstance, including: 

(1) The scope of the document destruction that occurred in the case (id. at 86-87);   

(2) The failure to comply with the litigation hold established in 2002 (id. at 88-91);  

(3)  The fact that relevant documents that would have been in Takeda files were found in 

third party files (the Upjohn affair) (id. at 95-97);  

(4)  The critical role played by employees with missing files in the development and 

marketing of Actos (id. at 98);  

(5)  The timeframe over which documents were destroyed (id. at 99);  

(6)  The failure to enforce its own document retention policies (id.);  

(7)  The misrepresentations as to the litigation hold dates (id.);  

(8)  The decision to designate a 30(b)(6) witness who had no institutional knowledge of 

the document destruction litigation holds (id. at 100);210 

(9) The reversal of Takeda’s position on accessibility of documents (id.); and,  

                                                           
 210Defendants argue that Mr. Regard was an appropriate designee as a 30(b)(6) witness 
and that the PSC did not object to his designation.  The deposition of Mr. Regard spanned four 
days and space does not permit a listing of the many examples where Mr. Regard dodged 
questions, played word games or simply could not answer questions.  The PSC was operating 
under time constraints provided by Magistrate Judge Hanna at the time with an approaching trial 
date.  Magistrate Judge Hanna was evidently aware of the difficulty in obtaining answers from 
Mr. Regard to the extent that he ordered questions answered.  Upon conclusion of the deposition, 
the PSC filed its Motion for Sanctions with the Court and made clear its objection to the 
production of Mr. Regard as the corporate representative for Takeda. 
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(10) The failure by Takeda to provide a prompt and full explanation for the missing 

documents (id.). 

 The totality of the circumstances regarding the massive destruction of documents that 

occurred over a decade, and spanned three continents, clearly support a finding of bad faith.  The 

spoliation was an obvious attempt to conceal evidence.  The Court should (and did) consider the 

totality of circumstances in considering whether bad faith had been proven.  To require more 

proof of bad faith than what was established in the instant case would make a mockery of 

spoliation rules and encourage (and reward) spoliators.   

3. The Plaintiffs were Unquestionably Prejudiced by Takeda’s Massive Document 
Destruction. 

 
 In support of its argument that the Plaintiff was not prejudiced by the deletion of files, 

Takeda argues that evidence of whether a drug presents potential safety risks comes from 

scientific data - not emails and power point presentations - and Takeda produced all of its 

scientific data regarding Actos to Plaintiffs.  (Defendants’ Brief in Support of Rule 59 Motion for 

New Trial, pp. 20-21)(Rec. Doc. 4348).  The argument is not only incorrect; it is also misleading 

to the extent that it implies that the only documents destroyed which prejudice the Plaintiffs 

would be of a scientific nature.  Much of this case focused on inadequate warnings and how 

Takeda concealed the link between bladder cancer and Actos from the FDA, doctors and 

consumers.  Evidence of Takeda manipulating data and concealing the link between Actos and 

bladder cancer would likely be found anywhere including, but not limited to, handwritten notes, 

paper files, computer hard drives, emails, PowerPoint presentations and written correspondence.  

Information of that nature would also likely be found in the files of Takeda employees in various 

departments including, but not limited to, marketing, regulatory and science.  It is for that precise 

reason that litigation holds are written broadly, as the 2002 hold was in this case, to include 
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preservation of all evidence, electronic and otherwise, that relates to Actos.  Given the scope of 

destruction, there can be no doubt scientific evidence was destroyed.  Even assuming, arguendo, 

Takeda’s assertion that no scientific evidence was destroyed, there is considerable evidence that 

other discoverable and relevant evidence was destroyed and cannot be reconstructed.211 

 Obviously, without access to destroyed documents, it is challenging to prove the 

destruction was prejudicial.  However, the Plaintiffs clearly were able to do so through access to 

third-party document discovery directed to Upjohn.  The PSC discovered in Upjohn files a letter 

from Dr. Kitazawa, one of the Takeda custodians whose files had been destroyed, requesting that 

Upjohn “revise” their statement of why they were withdrawing from clinical development of 

pioglitazone to reflect a concern about efficacy as opposed to safety.  (See Letter from K. 

Kitazawa of Takeda to Patricia L. Ruppell, Director of Project Management at Upjohn, dated 

October 25, 1993 (P0003) (Rec. Doc. 3484) (Plaintiffs’ Exhibit 39).  The Court correctly points 

to the Upjohn evidence as illustrative in ruling that evidence was likely destroyed which would 

have been beneficial to the PSC.  (Amended Ruling, pp. 92-98)(Rec. Doc. 4330). 

  The Kitazawa letter to Upjohn is just an example of the type of documents that were 

destroyed by Takeda that the PSC will never see, but for those documents the PSC was fortunate 

enough to find through third-party discovery.  It can also be concluded from the scope of the 

destruction involved, the timeframe over which the destruction occurred, and the custodians 

involved, that relevant information which would have been helpful to the Plaintiffs was 
                                                           
 211During the Allen trial, the PSC became aware that Takeda was “reconstructing” certain 
files, which Takeda had previously described as inaccessible.  The word “reconstruction” is a 
misnomer to the extent it suggests an adequate remedy for the destruction that has taken place.  
At best, a reconstruction effort can recover some electronic documents that may exist on back-up 
tapes. Ms. Calahan admitted she did not know whether the backup tapes could provide complete 
reconstruction of deleted material. Trial Tr. vol. V at 584-85 (Rec. Doc. 4176) (Ex. 5). Takeda 
documents and computer hard drives that were wiped clean are lost forever and cannot be 
reconstructed.   
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destroyed.  The custodians who had their files destroyed include Kiyoshi Kitazawa, a Takeda 

Managing Director; Masahiro Miyazaki, the Associate Director of Pharmaceutical Research; 

Katsuhisa Saito, the Senior Director of Pharmaceutical Development; and John Yates, the 

President of Takeda Global Research and Development.  (Id. at 25-27).  The Court had the 

benefit during trial to assess the importance of these custodians and other custodians whose files 

were destroyed.  There was no error in the Court concluding that documents that would have 

been beneficial to the Plaintiffs were destroyed.  

B.  The Court Correctly Allowed Evidence of the Massive Document Destruction 
to go to the Jury. 

 
 Defendants argued that the Court committed error in admitting evidence of spoliation at 

the Allen trial.   First, what this Court actually allowed was an opportunity for Takeda to 

exculpate itself.  Second, the only case Takeda cites in support of their argument, Wallace v. 

Ford Motor Co., 2013 WL 3288435 (S.D. Miss. June 28, 2013), is a case where the district judge 

in Mississippi handled the spoliation issue almost exactly as the case at bar.  In Wallace, the 

defendant had requested sanctions against the plaintiff for disposing of a vehicle that was central 

to the litigation. Id. at *4.The judge relied on Fifth Circuit law in holding that “District courts 

may permit the parties to put on evidence about the alleged spoliation and let the jury ‘punish 

parties accordingly.’”  Id. at *6 (quoting United States v. Wise, 221 F.3d 140, 156 (5th Cir. 

2000)).  The judge in Wallace went on to rule that the parties would be entitled to present limited 

evidence and argument to assist the jury in determining whether the subject vehicle was lost 

through bad conduct and that the parties would include a proposed jury instruction on the issue in 

their pretrial submissions to the Court. Id. at *7.  In essence, the judge in Wallace, the only case 

cited by Takeda, did exactly what the Court did in this case – he let evidence of spoliation go to 

the jury to assist the Court in deciding what jury instruction might be given.   
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 As the Court points out in its Amended Ruling, evidence of document destruction would 

have gone to the jury anyway on the issue of punitive damages, which are allowed by New York 

law.  In allowing the parties to present spoliation evidence to the jury, the Court was giving 

Takeda the opportunity to explain why files were destroyed.212 

 The Court did not restrict Takeda in deciding which witnesses they would call to address 

the spoliation issue.  Throughout discovery and motion practice leading up to the first Bellwether 

trial, Takeda was fully aware spoliation was at issue; was fully aware the Magistrate Judge had 

ruled the PSC had made a prima facie showing that Takeda engaged in spoliation and, yet, 

Takeda did not timely amend its required witness list to add a witness beyond Mr. Regard213 

until after the Court’s Pretrial Conference, and, even then, the witness Takeda designated, Ms. 

Calahan, could not testify to critical aspects of Takeda’s argument – i.e., Takeda Japan’s conduct 

and operations and Takeda US’s attempted reconstitution of deleted and destroyed electronic 

files.  (Amended Ruling, p. 18)(Rec. Doc. 4330). 

 

                                                           
 212  If, for example, the documents had been destroyed pursuant to some records retention 
program, Takeda had the opportunity to present a witness to explain this to the jury.  Takeda 
chose to present Ms. Calahan, who, with respect to the U.S. document destruction, testified that 
Takeda had a retention policy it never implemented.  Trial Tr. vol. V at 588-89, 602-05, 618 
(Rec. Doc. 4176) (Ex. 5).  With respect to the missing files of the key Japanese custodians, Ms. 
Calahan had little to offer due to her limited knowledge of Takeda Japan.  (Amended Ruling, p. 
21) (Rec. Doc. 4330).  Takeda’s problem was not that the Judge allowed spoliation evidence to 
go to the jury, but rather that the one witness they listed on spoliation was unable or unprepared 
to explain why documents were destroyed in violation of an existing Actos products liability 
hold. 
 213  As noted by the Court in its Amended Ruling, “for the ordered FED. R. CIV. P. 
30(b)(6) deposition Takeda chose to designate as its selected representative an ‘IT consultant,’ 
who had no independent personal or corporate knowledge of any of the Takeda entities or 
policies, who had never worked with or for, in any corporate capacity, any of the Takeda entities 
prior to his being hired to assist Takeda in this litigation and who, consequently, had only a 
shallow, at best, understanding of only some of the ordered areas of inquiry and no knowledge of 
others.”  (Amended Ruling, p. 14) (Rec. Doc. 4330). 
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C.  Eli Lilly Cannot Show Prejudice Due to the Court’s Ruling on Spoliation as 
to Takeda. 

 
 Eli Lilly, without citing any legal authority, complains it was prejudiced by the admission 

of evidence and that the prejudice was exacerbated by the jury instruction on spoliation. Lilly 

offers no proof that it was prejudiced, only speculation.  Even if there had been any question that 

the jury might have confused the actions of Takeda and Lilly with reference to document 

destruction, that confusion could easily have been cured by counsel for Lilly. 

 Lilly had many opportunities during the trial and during closing arguments to distance 

itself from the document destruction issues facing Takeda.  Knowing spoliation was an issue, 

Lilly could have called witnesses of its own to show it had not destroyed documents in the 

manner that Takeda did.  Lilly made an informed choice, however, to have the same counsel as 

Takeda, knowing that their interests with Takeda were not necessarily aligned, particularly on 

spoliation. 

 Lilly complains it did not get an instruction on spoliation alleviating unfair prejudice.  

(Defendants’ Brief in Support of Rule 59 Motion for New Trial, p. 22)(Rec. Doc. 4348).  The 

problem, of course, is that Lilly never requested such an instruction. Lilly acquiesced in the 

arrangement where Takeda and Lilly were represented by the same counsel at trial, knowing full 

well that spoliation by Takeda would be an issue.  A separate attorney for Lilly may well have 

argued at the jury charge conference, and at the trial, that Lilly did a better job of preserving 

documents than Takeda did and that they should not be tainted by any issue with Takeda 

spoliation, should the jury conclude Takeda willfully destroyed relevant documents. That, of 

course, could have prejudiced Takeda and therein lay the strategic conundrum.  Lilly obviously 

knew that Takeda, for strategic reasons, would not want to highlight the contrast in the way the 

companies preserved documents.  Put another way, did Lilly really expect that where their 

Case 6:12-cv-00064-RFD-PJH   Document 702   Filed 07/22/14   Page 63 of 67 PageID #: 
 62217



 -59-  

interests with Takeda might diverge, counsel would take off the Takeda hat and put on the Lilly 

hat?  In any event, whatever the strategic, political or business agenda, Lilly cannot now be heard 

to complain about the lack of an instruction they never requested and that their counsel 

strategically chose not to employ.   

 Any claim that Lilly was prejudiced by the Takeda spoliation evidence is unsupported by 

any evidence in the record.  First of all, the Plaintiffs did not put on any evidence of Lilly 

spoliation.  Second, Lilly cannot claim it was error not to give an instruction it never requested.  

And lastly, Lilly made a strategic decision not to distance itself from Takeda’s spoliation 

misconduct.  For all these reasons, Eli Lilly’s claim of prejudice must be rejected. 

VII. DEFENDANTS ARE NOT ENTITLED TO A NEW TRIAL AS THE 
COURT COMMITTED NO ERROR IN ITS EVIDENTIARY RULINGS 
AND INSTRUCTIONS TO THE JURY. 

 In their final catch-all, Defendants urge that the Court erred in rendering various Daubert 

and other evidentiary rulings as well as in its jury instruction on the burden of proof for punitive 

damages, which errors allegedly warrant the granting of a new trial. Plaintiffs respectfully submit 

that the Court’s rulings, made only after considering excruciatingly detailed briefing and 

extensive argument, were correct and do not justify Defendants’ new trial request. 

 First, Defendants urge the Court erred in denying the Daubert motions directed towards 

Drs. Delacroix (Rec. Doc. 463), Kessler (Rec. Doc. 3855), Southgate (Rec. Doc. 3819) and 

Schneeweiss (Rec. Doc. 3829), and in admitting their testimony at trial. In comprehensive 

rulings, this Court has already addressed Defendants’ claims. Defendants cite no authority which 

would require this Court to depart from its prior rulings and warrant the granting of Defendants’ 

new trial request.  
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 Second, Defendants urge the Court erred in denying Defendants’ Motion to Exclude 

Testimony of Plaintiffs’ Experts that Actos Can Cause Bladder Cancer Within One year of Use. 

(Rec. Doc. 463).  For the same reasons that the Court’s Daubert rulings are correct, this 

evidentiary ruling need not be revisited.  Defendants have failed to advance any argument that 

the Court’s ruling was incorrect or not supported by relevant evidence and no basis exists for the 

Court to reconsider its ruling on this issue. 

 Third, Defendants falsely assert that the district court erred in instructing the jury that the 

burden of proof for punitive damages is preponderance of the evidence and instead should have 

instructed the jury that the burden of proof is clear and convincing evidence.  New York case law 

regarding this issue is inconsistent and there are cases on both sides of the coin. See Rose, 809 

N.Y.S.2d at 798-803 (discussing conflicting cases in New York with regard to the burden of 

proof for punitive damages).  In such situations, federal courts are obligated to look first to the 

opinions of the State’s highest court in attempting to predict how that court would rule on a 

particular question. See Greenbaum v. Svenska Handelsbanken, N.Y., 979 F. Supp. 973, 977 

(S.D.N.Y. 1997). 

 This is precisely the analysis engaged in by the court in Greenbaum.  The court 

determined the most recent New York Court of Appeals case to address the issue was Corrigan 

v. Bobbs–Merrill Co., 228 N.Y. 58, 66 (1920), which held that a preponderance of the evidence 

standard would govern punitive damages. Greenbaum, 979 F. Supp. at 978.  The Greenbaum 

Court noted that this holding was also in line with the Second Circuit’s holding in Simpson v. 

Pittsburgh Corning Corp., 901 F.2d 277, 282 (2d Cir. 1990), which found that the burden of 

proof under New York law for punitive damages in product liability cases is a preponderance of 

the evidence. Greenbaum, 979 F. Supp. at 981.  
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 Thus, despite the inconsistency that exists in New York case law, a federal court applying 

New York law should apply the preponderance of the evidence standard. 

CONCLUSION 

 By reason of all of the foregoing, Defendants’ motion should be denied in all respects. 

 

Dated:  July 18, 2014 Respectfully submitted, 

 Plaintiffs’ Steering Committee 

By: /s/ Richard J. Arsenault  
Richard J. Arsenault, Co-Lead Counsel 
Neblett, Beard & Arsenault 
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P.O. Box 1190 
Alexandria, Louisiana 71301 
(800) 256-1050 
rarsenault@nbalawfirm.com 

 
By:/s/ Paul J. Pennock  
Paul J. Pennock, Co-Lead Counsel and 
Counsel for Terrence and Susan Allen 
Weitz & Luxenberg P.C. 
700 Broadway 
New York, NY 10003 
(212) 558-5500 
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