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APPELLANT’S REPLY BRIEF

I. The District Court Erroneously Disallowed Evidence of Prior and

Subsequent Remedial Measures Regarding the Lupron Label

The only label Ms. Klein was allowed to show the jury, or otherwise
reference during examination of witnesses, was the 2005 Lupron label Ms. Klein
was given at the time of her treatment.! Ms. Klein argued in her Opening Brief
(Brf. at 17), that the district court abused its discretion when it precluded her from
introducing evidence, and examining and cross—examining witnesses, with regard

to prior Lupron 3.75 mg labels and various other Lupron labels, including:

(1)  Lupron labels in use prior to 2005 that contained warnings about
thyroid enlargement and extreme bone density loss;

(2) aDanish Lupron label that also supported Ms. Klein’s allegation
that TAP—Abbott knew of the association of Lupron with the
known adverse events of enlarged thyroid and extreme bone
mineral density loss; and

(3) 2009 and 2010 Lupron labels demonstrating TAP—Abbott’s
subsequent remedial conduct with regard to certain adverse events
of the kind suffered by Ms. Klein.

' The 2005 Label, inadvertently omitted from the addendum to Ms. Klein’s
opening brief is included in Abbott’s supplemental excerpts of record at 1 SER
173—-188 and is attached to this reply brief as Addendum B-5.
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In their Answering Brief (Ans. at 47), appellees (collectively, “Abbott”) argue that
the district court properly disallowed evidence of subsequent remedial measures
pursuant to Fed. R. Evid. 407. However, Abbott’s argument is inconsistent with
substantive Nevada law.

Nevada has long recognized that subsequent remedial conduct is admissible
in products liability cases, as Klein duly argued to the district court. See CR 285
(“Trial Brief and Offer of Proof Regarding Pre—2005 Lupron Labels and the 2009—
2010 Lupron Labels”™).

In Jeep Corporation, et al v. Owen Patrick Murray, 101 Nev. 640; 708 P.2d
297 (1985), the Supreme Court of Nevada held that although subsequent remedial
conduct is inadmissible in simple negligence cases per NRS § 48.095,” these same
considerations do not apply in cases of products liability. Id., 101 Nev. at 64748,
708 P.2d at 302. In the case of mass produced products, the court reasoned, it

expected that a manufacturer will make necessary safety improvements to its

> NRS § 48.095 provides:

1. When, after an event, measures are taken which, if taken
previously, would have made the event less likely to occur, evidence
of the subsequent measures is not admissible to prove negligence or
culpable conduct in connection with the event.

2. This section does not require the exclusion of evidence of
subsequent remedial measures when offered for another purpose, such
as proving ownership, control, feasibility of precautionary measures,
or impeachment.
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product regardless of whether doing so might be admitted as evidence:
In such a case, “it is manifestly unrealistic to suggest that [the]
producer will forego making improvements in its product, and risk
innumerable additional lawsuits and the attendant adverse effect upon
its public image, simply because evidence of ... such improvement
may be admitted in an action founded on strict liability for recovery
on an injury that preceded the improvement.” Accordingly, while
decisions on the subject are by no means unanimous, we believe the
better rule is to allow admission of post—accident remedial measures

in an action based upon strict liability. [Citing illustrative cases from
various courts. ]

Jeep Corp., 101 Nev. at 64748, 708 P.2d at 302 (quoting Ault v. International
Harvester Company, 528 P.2d 1148, 1152 (Cal. 1975)) (citations omitted). Thus,
under the applicable substantive law, evidence of Abbott’s subsequent remedial
conduct—as would have been shown through subsequent and foreign labels of
Lupron—was both relevant and admissible, and it was an abuse of discretion, and

undisputedly prejudicial, for the district court to exclude this evidence.

II. The District Court Abused its Discretion by Failing to Admit

Adverse Events Reported Through MedWatch

One of the elements of a products liability/failure to warn case is proving
that the manufacturer knew of an “association” of its drug with similar adverse
events, and still failed to make a proper warning. In this case, Ms. Klein proffered
evidence in the form of MedWatch Reports, Scientific studies and related

documents—all of which indicated both that certain adverse reactions she
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experienced with Lupron had also been experienced by other people and that
Abbott had full knowledge of these adverse effects but failed to warn her.” There
1s no “causation” standard here, as the district court mistakenly understood, and as
Abbott urges on appeal (4ns. at 37). The district court suppressed the adverse
events reports in the proffered MedWatch reports on the basis that: Abbott was
given no “opportunity to conduct [relevant] discovery on individual reports [such
as the reporters’] medical condition, their allergies, et cetera, the nature of the
diagnosis, the alternative causes for it, who it was that prescribed it, why they
prescribed it[.]” 1 ER 81. The district court erroneously held that adverse event
reports are “quite frankly, unreliable as to evidence of causation or notice” See 1
ER 95 (emphasis added). To the contrary, there are few better ways to show notice
than through adverse events reports, as recognized in Wyeth v. Levine, 555 U.S.
555, 129 S.Ct. 1187 (2009). See id., 555 U.S. at 569, 129 S.Ct. at 1197 (noting,
with regard to what newly acquired information Wyeth had or should have had

about the risks of [V—push administration of Phenergan that Levine presented

3 Plaintiff’s Tr. Exh. 199-224, 235. See 1 SER 132-136 (Plaintiff’s Exhibit List).
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evidence of at least 20 incidents prior to her injury in which a Phenergan injection
resulted in gangrene and an amputation).”

The district court erroneously conflates the adverse events with a causation
standard. Quite simply, adverse events, even if not admissible to show causation,
are still admissible to show notice of an “association.” Federal regulations require
that drug manufacturers, “shall revise their drug labeling to include a warning as
soon as there is reasonable evidence of an association of a serious hazard with a
drug; a causal relationship need not have been proved.” 21 CFR § 201.80(e)
(emphasis added). The factors to consider, in order to determine whether or not
there 1s reasonable evidence of an association, are found in the definition of “new

safety information,” which, with respect to a drug, means: “information derived

* Indeed, as discussed in Justice Thomas’ concurring opinion in (555 U.S. at 592—
93, 129 S.Ct. at 1210-11 (THOMAS, J., concurring), drug manufacturers are
required to “establish and maintain records and make reports” to the FDA about
“la]ny adverse event associated with the use of a drug in humans, whether or not
considered drug related,” after it has received federal approval. 21 CFR

§ 314.80(a), (c) & (j). In addition, the manufacturer must make periodic reports
about “adverse drug experience[s]” associated with its drug and include “a history
of actions taken since the last report because of adverse drug experiences (for
example, labeling changes or studies initiated).” 21 CFR §§ 314.80(c)(2)(1)—(11).
When such records and reports are not made, the FDA can withdraw its approval
of the drug. 21 CFR § 314.80(j); see also 21 U.S.C. § 355(e) (“The Secretary may
... withdraw the approval of an application ... if the Secretary finds ... that the
applicant has failed to establish a system for maintaining required records, or has
repeatedly or deliberately failed to maintain such records or to make required
reports”). The FDA may also determine that a drug is no longer safe for use based
on “clinical or other experience, tests, or other scientific data.”
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from a clinical trial, an adverse event report, a post approval study, or peer
reviewed biomedical literature.” 21 U.S.C. § 355-1(b) (emphasis added). Yet, the
district court refused to allow any evidence of association of Lupron with the
unlabeled adverse events that Ms. Klein suffered. See 8/2/2011 AM Trans. at
69:3-24, 70:1-15, 76:20-82 [1ER 43-51]; see also CR 281 [1 RPLY ER 1797]
(Ms. Klein’s Trial Brief submitted as Offer of Proof Regarding Evidence of
Certain Adverse Event Reports). See also 8/5/2011 PM Trans. at 868:17-870:5 [1
ER 34-36]); see also CR 167 [1 RPLY ER 1722-26] (Ms. Klein’s Motion in
Limine No. 8 regarding admission of MedWatch reports and adverse events) and
CR 169 [1 RPLY ER 1730] (Ms. Klein’s Motion in Limine No. 10 regarding
admission of similar incidents), both of which were denied; 7/15/2011 Trans. at
8:20 — 10:10; and 24:9 — 25:8 [1 ER 79-81, 95-96]). See also 2 ER 454:5 —
459:24 (where the district court specifically disallowed MedWatches as not
relevant). As the district court concluded:

THE COURT: My ruling on this is not based upon my ruling then, it’s

based upon the reason for my ruling then is we’re not going to get into

these specific reports, the number of specific reports, the source of the

specific reports or the validity of the specific reports. We don’t have
the time and it isn’t important.

2 ER 459:20-25 (see also 3 ER 462:9 through 463:25, wherein Ms. Klein’s
counsel makes verbal offer of proof on MedWatches and states intention to file

formal written offer of proof).
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To illustrate just how important prior adverse events are in proving a failure
to warn case we look again to Wyeth v. Levine, 555 U.S. 555, 569, 129 S.Ct. 1187,
1197 (2009), wherein the plaintiff therein, Levine, was necessarily allowed to
present evidence of 20 prior adverse events.” In fact, if Levine had been stopped
from proving the manufacturer’s knowledge of adverse events through MedWatch
reports, the case would have likely resulted in a defense verdict at trial, as did Ms.
Klein’s case.

The adverse events reports in this case, had they been admitted, would
clearly have shown Abbott’s knowledge of an association about which it should
have warned, but did not. Because, instead, the district court took a prohibitive
view of MedWatch reports (just as it did with regard to the prior and foreign
labels), Klein was wrongly denied the opportunity to prove Abbott’s knowledge of
an association with the unlabeled adverse events. In effect, Ms. Klein was
foreclosed—from the date of the hearing on the motions in limine, where any

mention of MedWatch, prior labels, and/or foreign labels was declared verboten by

> As recited by the Supreme Court:

Levine did, however, present evidence of at least 20 incidents prior to
her injury in which a Phenergan injection resulted in gangrene and an
amputation. After the first such incident came to Wyeth’s attention in
1967, it notified the FDA and worked with the agency to change
Phenergan’s label.

Wyeth, 555 U.S. at 569, 129 S.Ct. at 1197.
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the district court—from any meaningful opportunity of proving her case.’

® Moreover, adverse event reports may be probative of causation, even when they
are not sufficient by themselves. In such cases, any limitations on the usefulness
of the reports is best dealt with on cross—examination—as a credibility issue—
rather that a foundational issue warranting their exclusion.

Thus, in In re Baycol Prods. Litig., 532 F. Supp. 1029 (D. Minn. 2007),
although the court found that the adverse event reports did not support the
plaintiff’s expert’s opinion that Baycol was more toxic than other similar drugs, the
court emphasized that its restriction “is not meant to prevent the admission of AER
[adverse event report] evidence at trial. As Plaintiffs point out, the AER data
relevant to this case presented a very strong signal concerning Baycol and its
association with rhabdomyolysis . . .. It thus follows that Plaintiffs’ experts may
testify as to the existence of this signal.” Id. at 1042—43. Similarly, in In re
Fosamax Prods. Liab. Litig., 645 F. Supp. 164 (S.D. N.Y. 2009), the court
acknowledged that case reports “should be viewed with caution” but added that a
large number of such reports “adds greater weight to the reliability of an opinion
on causation” and thus “may be carefully considered in light of other information
available.” Id. at 184. And in In re Phenylpropanolamine (PPA) Prods. Liab.
Litig., 289 F. Supp. 1230, 1242 (W.D. Wash. 2003), the court noted that in
challenging the admissibility of non—epidemiological evidence of causation such as
case reports, as Abbott does here, pharmaceutical defendants “isolate these
sources, rather than considering the whole. Non—epidemiological sources are
frequently utilized by experts in rendering scientific opinions and, under Daubert,
should be considered by the court in assessing the reliability of these opinions.”

Id. at 1242.

As the courts have observed, the limitations of adverse event reports will not
be hidden from the jury, but may be brought out in cross—examination. In /n re
Viagra Prods. Liab. Litig., 658 F. Supp. 2d 950 (D. Minn. 2009), the court allowed
the plaintiff’s expert to testified that 12 adverse event reports “constituted a safety
signal,” finding that challenges to the expert’s “methodologies are better dealt with
on cross—examination than in a motion to exclude.” Id. at 962.

Similarly, in Smith v. Wyeth—Ayerst Labs., 278 F. Supp. 684 (W.D. N.C.
2003), the court allowed the plaintiff’s expert to testify that a drug similar in
chemical composition to the defendant’s was named in case reports of the adverse
effect suffered by the plaintiff. The existence of the reports, the court noted, “is a
historical fact, or a piece of the puzzle so to speak.” Id. at 704. The limitations of

(continued)
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III. The District Court Abused its Discretion in Suppressing

Appellant’s Supplemental Expert Reports

Abbott asserts in its Answering Brief (4ns. at 49) that Ms. Klein’s
supplemental expert reports, which she argues were improperly excluded by the

district court, were two years too late. As already argued in appellant’s Opening

the reports as proof of a causal connection between the defendant’s product and the
plaintiff’s injury “can be brought out on cross—examination” or by a limiting
instruction. /d. In any event, the adverse event reports are clearly admissible to
show that the defendant was on notice of the potential hazards of its product.

In Benedi v. McNeil-P.P.C., Inc., 66 F.3d 1378 (4th Cir. 1995) the Fourth
Circuit ruled that the district court properly admitted case reports known as Drug
Experience Reports (“DERs”) to show that the defendant had notice that its
product could cause the type of injury sustained by the plaintiff. The court noted
that adverse reaction reports offered to show the defendant’s knowledge of the
potential hazard are not hearsay because they are not offered to prove the truth of
the matter asserted but rather to show the defendant’s state of mind. The court
found that the dissimilarities between the plaintiff’s situation and those described
in the DERs “do not affect the admissibility of the evidence, but rather go to the
weight the jury gives to the evidence.” Id. at 1385. The court also rejected the
defendant’s contention that the reports were unduly prejudicial and should have
been excluded under Fed. R. Evid. Rule 403. The court found that the
dissimilarities between the plaintiff’s situation and those described in the DERs
“do not affect the admissibility of the evidence, but rather go to the weight the jury
gives to the evidence.” Id. at 1386. The court’s disposition of the defendant’s
objection based on Rule 403 is consistent with that of other courts. See Smith v.
Wyeth—Ayers Labs, 278 F. Supp. at 704 (because the evidence was offered to prove
notice and was accompanied by a limiting instruction, “the Court cannot find that
the probative value is substantially outweighed by the danger of unfair prejudice to
Defendant.”); cf also Matrixx Initiatives, Inc. v. Siracusano, 131 S.Ct. 1309, 1319
(2011) (holding that failure to disclose adverse event reports can be the basis for a
securities fraud claim as courts frequently permit expert testimony on causation
based on evidence other than statistical significance).
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Brief, (Brf. at 27-33), the supplemental reports included information that had to be
compelled to be produced to the magistrate’s chambers, where they sat for more
than nine months—during which time Ms. Klein had no access to the important
adverse events reports that Abbott refused to turn over to Ms. Klein until
compelled to do so. Abbott nevertheless argues, in defense, that, it “had long
before produced the drug development file which summarized every adverse event
reported.” See 1 SER 99-101. This is incorrect and does not address the fact that
Abbott’s summaries of adverse events is not the same thing as the adverse events
reports themselves (and are, not surprisingly, of dubious accuracy, and thus utility,
from Ms. Klein’s perspective). In fact, Abbott’s late production of the adverse
events reports is not seriously in dispute. Even Abbott’s trial counsel (Jeremy
Cole) was forced to admit that the adverse events reports were not produced as
requested—mnot, in fact produced until compelled—in his letter to Magistrate Judge
Johnston, wherein he asserted that certain boxes of requested information were
“misplaced” in a warehouse. 2 ER 262-263.

Abbott’s continuing attempt to justify the district court’s exclusion of the
expert reports on the ground of their being untimely is even harder to reconcile
with its own intransigence in producing the adverse events reports given that,
regardless of the warehoused documents, it was Abbott’s common practice to
produce the reports to the FDA electronically, and presumably could just as easily

have done so here. See 2 ER 257, 259-60. The only reasonable inference is that

10
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the adverse incident reports could easily have been provided to Ms. Klein’s
counsel electronically, but were not, because they clearly substantiate Ms. Klein’s
liability claim based on Abbott’s failure to warn of a known adverse
“association.”’

Once it was determined that relevant adverse events that could have been
easily produced, but were not produced, Ms. Klein’s counsel sought to continue the
deposition of Mr. Ross until after production of the relevant adverse events, and
this again was denied by Abbott’s trial counsel (June Ghezzi). See 2 ER 256, 260.

Abbott further tries to shift responsibility for the timing of the supplemental
expert reports to Ms. Klein by pointing out (4ns. at 7) that her counsel only
conducted one deposition in this matter. This, of course, begs the question why

were more depositions not done? The answer should be obvious: Ms. Klein’s

7 1t is quite obvious in the record that Abbott’s trial counsel went to extreme
lengths to avoid production of the requested adverse events, and to sideline the
issue. For example, Abbott’s employee, David C. Ross—who was deposed on the
very issue of collection and reporting of adverse events—was essentially hushed
up during his deposition, during which Abbott’s trial counsel continually
obstructed and filibustered honest, direct questions about Abbott’s storage and
production of adverse events. Only after every attempt was made to steer him
away from the issue of production of adverse events, was he finally forced to admit
that the adverse events would not be difficult to produce. Thus we have Abbott’s
insistence that the adverse events were all produced and then its later admission
that, in fact, they actually were not all produced because they were “misplaced” in
various warehouses due to “collection or filing error or oversight.” See CR 126 at
11-13. All of which this Court is being asked to ignore in order to accept the
assertion that Ms. Klein’s supplemental expert reports, concerning the adverse
events, were duly excluded as untimely.

11
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practical inability to conduct other depositions (and, indeed, the limited utility of
even conducting the single deposition taken) was a direct product of Abbott’s
intransigence—condoned by the district court—particularly with regard to its delay
in producing requested adverse events, but also with regard to the label change
information, corporate communications regarding adverse events and label changes
(never produced), and other materials which were requested and which were
needed by Ms. Klein’s counsel before any meaningful deposition could be
conducted. As previously noted, these materials, (minus the corporate
communications) were eventually produced to the magistrate “in camera,” but Ms.
Klein’s counsel had no access to them prior to the time of the discovery cutoff;
thus, the crucial documentation supporting liability in this case was never
available to use for any depositions. Instead, it sat in the magistrate judge’s
chambers for nine months. In other words, Ms. Klein may have had the ability to
set depositions, but the ability was essentially meaningless; any further depositions
would have been an exercise in futility—they, predictably, would have been
consumed by the same filibusters and speaking objections that characterized the

deposition of David C. Ross.

12
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IV. The District Court Prejudiced Ms. Klein’s Case
Through a Constant Exhibition of Extreme Animus

Directed Against Her and Her Counsel

Although undersigned counsel has the highest respect for the trial judge in
this case, the record reflects that manner in which the trial in this matter was
conducted before the jury necessarily deprived Ms. Klein of any hope of a fair and
impartial resolution of her claims.

For example, the entirety of her counsel’s direct examination of her
causation expert, Dr. John L. Gueriguian, is replete with more than a dozen
instances where the trial judge interrupted the flow of the examination by
continually making evidentiary objections and derogatory comments upon the
credibility of the witness and the evidence without any objection being lodged by
Abbott’s counsel. From the very beginning, the clear message sent to the jury was
that the judge in charge of the proceedings viewed Ms. Klein, her counsel, and her
case with extreme disfavor. See 3 ER 449, 452:1-3, 455:14-19, 457 — 459, 462:3,
493:12 —494:15, 512 - 513, 514 - 518, 515:7-16.

At one point in the Ms. Klein’s direct examination of Dr. Gueriguian, the
trial judge actually interjects that her counsel is leading the witness, and then
actively solicits an objection from defense counsel. ER 519:9-11. In another
instance, the trial judge states: “I haven’t heard if there is an objection or not, but

the court objects to the lack of foundation for the exhibit.” ER 519:24 — 520:10.

13
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Although not per se improper,”® this pattern of bias, combined with the many
abuses of discretion regarding evidence that was disallowed, sent a clear message
to the jurors that Ms. Klein and her counsel should not be believed and that any

evidence that they presented must be viewed with suspicion.

V.  The District Court’s Errors Were Prejudicial and Warrant Reversal

The district court’s various errors (as set forth elsewhere in this brief and in
Ms. Klein’s opening brief) were not harmless and therefore warrant reversal. See
Cassino v. Reichhold Chemicals, Inc., 817 F.2d 1338, 1342 (9th Cir. 1987) (“We
review evidentiary rulings for abuse of discretion and will not reverse absent some
prejudice.”); accord S.E.C. v. Jasper, 678 F.3d 1116, 1122 (9th Cir. 2012). Ms.
Klein presented expert testimony and other evidence showing that she has suffered
very serious (in fact, disabling) health problems following treatment with Abbott’s
drug, that her health problems were in fact caused by Abbott’s drug, and that
Abbott failed to provide her adequate warning of these problems as potential
complications from taking Abbott’s drug. The jury could have ruled in Ms. Klein’s
favor based on the present trial record. However, she was greatly, and improperly,

hindered in the effective presentation of her case to the jury, particularly with

5 See generally Caperton v. A.T. Massey Coal Co., Inc., 556 U.S. 868, 883 (2009);
Aetna Life Ins. Co. v. Lavoie, 475 U.S. 813, 825 (1986); Hurles v. Ryan, 706 F.3d
1021, 1037 (9th Cir. 2013).

14
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regard to her ability to challenge the reliability of the opinions of Abbott’s expert
Dr. Blackwell and to bolster the opinions of her own experts, Dr. Gueriguian and
Dr. Redwine. Had Ms. Klein been able to engage Abbott in a fair battle of the
experts, free of the restrictions imposed by the district court’s improper rulings, the
jury may have reached a different result.

The evidence excluded by the district court (prior labels, subsequent labels,
foreign labels, MedWatch reports, efc.) and the limitations imposed on Ms. Klein’s
counsel both during her case in chief and during cross examination of Abbott’s
experts 1s abundantly detailed on pages 6 through 12 of the opening brief and need
not be repeated here. Nevertheless, in order to rebut the suggestion of lack of
prejudice it is perhaps helpful to give a more detailed recital of the conflicting
testimony given by the parties’ respective experts.

Ms. Klein’s general causation expert Dr. Gueriguian® testified that the
warnings given in the 2005 Lupron Depot 3.75 label were inadequate:

And Doctor, have you reviewed the label, the Lupron Depot

3.75 label which was the drug that was given to Karin Klein in this
case?

A. T have.
Q. Have you reviewed TAP/Abbott’s internal studies?

A. 1 have reviewed whatever we were able to obtain from TAP.

” Dr. Gueriguian confirmed that all of his opinions were based on a reasonable
degree of scientific/medical certainty. 4 ER 550:6-10.
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Q. Have you been able to compare what was in the internal studies
with the label that both Karin’s doctor and that Karin saw?

A. Yes. I was able to do that and in addition, I compared it also to the
published literature.

Q. And have you reached conclusions as to whether or not the label
that went to Karin’s doctor and went to Karin was adequate or
inadequate?

A. I have reached a conclusion that under main and for specific
situations it was inadequate.

2 ER 386:7-22; see also 4 ER 632:5-10 (confirming opinion).

Dr. Gueriguian opined specifically, inter alia, that the risk warnings in the
2005 label were inadequate with regard to changes in bone density (4 ER 545—
548). He discussed thyroid conditions associated with taking Lupron Depot 3.75
and opined that Lupron Depot 3.75 can cause a number of different thyroid-related

pathologies, including “Hashimoto’s disease.”"® 4 ER 549:3—5. He confirmed that

' Dr. Gueriguian described Hashimoto’s autoimmune thyroid disease as follows:

A. Hashimoto’s disease results in hyperthyroidism [sic.], that is to say
there’s not enough Thyroxin in the blood to do what it’s supposed to
do under normal conditions. But the importance of Hashimoto’s
disease is that it’s an autoimmune disease, which means now the body
thinks that some of the elements of its own are foreign to it, it doesn’t
recognize them, and it makes antibodies to attack and destroy itself.
And that is one of the mechanism by which not enough Thyroxin is
synthesized because one of the mechanism is to have an antibody that
blocks the big blob that produces Thyroxin.

So it’s a very severe disease. It is chronic. It can last for a long
time.

4 ER 549:6-18.
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none of the warnings provided in the 2005 label mentioned “thyroid.” 4 ER 550:5.
He opined that estrogen levels do not return to normal after taking Lupron Depot
3.75. 4 ER 549:21-23.

Dr. Redwine, Ms. Klein’s specific causation expert provided the necessary
opinion testimony specifically linking her various health problems to her treatment
with Lupron Depot 3.75 and/or low estrogen levels resulting from her treatment
with Lupron Depot 3.75, including: bone mineral density loss (5 ER 797:21-25;
see also 4 ER 759-60); severe neck and back pain (5 ER 798:1-3; see also 4 ER
759); and Hashimoto’s autoimmune thyroid disease (5 ER 798:4-5). See also 5
ER 798:9-12 (attributing Ms. Klein’s “long term suffering” to adverse events that
are all “a result of chronic low levels of estrogen which in this case would result

from the administration of Lupron™).!" Dr. Redwine’s testimony was based on his

""" The testimony at trial was as follows:

Q. What is your opinion, Dr. Redwine, with regard to Karin’s bone
mineral density and the cause thereof?

A. Lupron.
Q. And—
A. Low estrogen state resulting from Lupron.

Q. All right. And, Dr. Redwine, what is your opinion with regard to
the cause of Karin Klein’s severe neck and back pain?

A. The low estrogen level resulting from Lupron.
Q. And, with regard to Ms. Klein’s diagnosis of Hashimoto’s?

(continued)
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review of Ms. Klein’s medical records and a medical examination of Ms. Klein he
conducted personally.'> 5 ER 796-797.

The testimony of Ms. Klein’s medical experts, together with her own
testimony, the finding of permanent disability by her treating physician Dr.
Flowers," the testimony of her economic damages expert, * and other evidence
present during her case in chief, was enough to establish a prima facie case of
product liability under a failure to warn theory. Thus, the district court denied
Abbott’s motion for judgment as a matter of law brought at the close of Ms.

Klein’s case. 6 ER 1173, 1178-1179.

A. The low estrogen levels associated with Lupron.
Q. And Ms. Klein’s diagnosis with regard to positive ANA’s?
A. That’s not so certain.

Q. Okay. And your opinion with regard to Ms. Klein’s long—term
suffering of—of the adverse events that she suffers?

A. They’re all events that are seen as a result of chronic low levels of
estrogen which in this case would result from the administration of
Lupron.

5 ER 797-798.

"2 He confirmed that his opinions were based upon a reasonable degree of medical
probability. 5 ER 797.

" Plaintiff’s Exhibit 30, admitted by stipulation (1 RPLY ER 1652-59).

'* John Brough estimated Ms. Klein’s future losses (total present value),
depending on whether she entered the workforce with a high school diploma or
with a bachelor's degree, at $1,349,759 or $2,338,026, respectively. 4 ER 644,
657:17, 659:12.
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In its defense case, Abbott disputed that any of Ms. Klein’s medical
problems were caused by her treatment with Lupron Depot 3.75 and also disputed
that Lupron Depot 3.75 was even capable of causing such medical problems. Its
defense was supported, inter alia, by the testimony of its medical expert (as
discussed in the opening brief at 8), Dr. Blackwell. Dr. Blackwell testified, for
example, that it was “biologically impossible” for Lupron to affect the thyroid
gland:

Well, you might say, well, okay. What about the thyroid gland itself?

Right? There are no receptors for GnRH. So there is no basic key on

the thyroid gland for Lupron. Therefore, it is absolutely biologically

impossible for Lupron to affect the thyroid gland. No textbook, no

article has ever supported that contention. It’s simply biologically
impossible.

8/5/2011 PM Trans. at 818:5-10 [1 ER 22] (emphasis added). Dr. Blackwell’s
absolute statement that it was “biologically impossible” for Lupron to affect the
thyroid is belied by prior labels and foreign labels, essentially admitting the
association, and also by the medical literature, but Ms. Klein’s counsel was
forbidden to even mention any other labels and was also not allowed to go into the
medical literature that made the association. See Brfat 20, 31.

The conflicting opinions of the parties’ respective experts presented the jury
with a classic “battle of the experts.” Given this dynamic, it was absolutely crucial
that Ms. Klein’s counsel be able to attack the reliability of the opinions of Abbott’s

experts and bolster the credibility of her own experts in the eyes of the jury. Each
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of the errors claimed by Ms. Klein in this appeal directly and substantially
hindered her ability to do so—by denying her the use of relevant and necessary
documents or (with regard to the many incidences of apparent animosity displayed
by the trial judge) by directly undermining the credibility of Ms. Klein, her
supporting witnesses, and her counsel. The harm, therefore, was substantial, not

harmless, and reversal is warranted.

VI. Abbott’'s Comments on the Evidence are Irrelevant and Misleading

Abbott asserts in its answering brief that “Klein did not produce a single
medical record showing a definitive diagnosis of Hashimoto’s thyroiditis or
confirmatory test results” (4ns at 5) and dismisses “enlarged thyroid” as “a
condition Klein does not have” (4ns at 40). These statements, and other similar
statements in Abbott’s answering brief, are both misleading and, at this stage of the
proceedings, irrelevant.

The statements are irrelevant because Ms. Klein is not arguing that the jury’s
defense verdict is not supported by substantial evidence. Rather, Ms. Klein is
arguing that the district court erred in various evidentiary and pre—trial rulings, that
the trial judge exhibited bias in front of the jury, and that, as a result, she was
prejudiced in the presentation of her case. To the extent that these statements are
intended to imply that there is no evidence in the record to support her claim that

she suffers from serious thyroid—related health problems, and that these problems
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were caused by her treatment with Lupron Depot 3.7, the statements are directly
contradicted by the testimony of her experts. The district court’s errors are not
prejudicial because the testimony of her experts was undisputed, but because it was
disputed—and there is a possibility that, absent the court’s errors, the jury would
have reached a result in her favor. See Cassino v. Reichhold Chemicals, Inc.,
supra, 817 F.2d at 1342.

The statements are misleading because they are not only contradicted by Ms.
Klein’s experts (see Section V of this Reply), but by Ms. Klein’s testimony
regarding her treatment (5 ER 976, 978, 991) and by the medical records of her
treating physicians admitted at trial, which document thyroid and thyroid—related
problems, including specifically, Hashimoto’s autoimmune thyroid disease.”” In
fact, Ms. Klein’s treating physician, Dr. Litchfield, consistently lists “Hashimoto’s
disease” in the “assessment” portion of his treatment records. 1 RPLY ER 1531
1651 (Plaintiff’s Exhibit 29). It is true that Hashimoto’s disease is not under a
separate heading called “diagnosis” (there is no such heading), but the records,
which were admitted by stipulation and without Dr. Litchfield testifying, are more
than sufficient to support the interpretation of Ms. Klein’s experts. For example:

e In his record for May 13, 2009, Dr. Litchfield writes, under Impressions:

“IMPRESSION: autoimmune thyroid disease.” 1 RPLY ER 1580 (KK
Litchfield —49).

"> The parties stipulated to the admissibility of all of Ms. Klein’s medical records
at trial. See 4 ER 641; 1 RPLY ER 1827-31.
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e From August 19, 2009 to September 2, 2009, He treated Ms. Klein with
Synthroid (a synthetic thyroid hormone replacement medication used to treat
hypothyroidism). 1 RPLY ER 1589 (KK Litchfield —58).

e In his record for October 5, 2009, he writes, under History of Present Illness:
“thyroid minimally enlarged and tender.” 1 RPLY ER 1583 (KK Litchfield
—-52).

e In his record for June 14, 2011, he writes, under Symptoms: “The patient
returns for follow—up regarding [her] autoimmune thyroid disease. I've let
her know that my primary focus will be to care for her thyroid disease.”

1 RPLY ER 1533 (KK Litchfield -2).

CONCLUSION

For the reasons set forth above, it is respectfully requested that this Court

grant the relief requested by Ms. Klein in her opening brief.

DATED this 8th day of April, 2013.

RESPECTFULLY SUBMITTED

s/ Beau Sterling

Beau Sterling
Counsel for Appellant
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