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JURISDICTIONAL STATEMENT 

 The United States District Court for the District of Nevada (“district court”) 

had jurisdiction over this diversity action pursuant to 28 U.S.C. § 1332(a).  This is 

an appeal from the district court’s final judgment entered on August 25, 2011 (CR 

308 [1 ER 2]).  This Court has jurisdiction pursuant to 28 U.S.C. § 1291.   

ISSUES PRESENTED 

I. 

 Whether the district court abused its discretion in refusing to allow Ms. 

Klein to introduce evidence of the changes in the Lupron label by showing prior 

Lupron labels, foreign Lupron labels, and subsequent Lupron labels which 

essentially admit the association of Lupron with the unlabeled adverse events that 

Ms. Klein suffered. 

II. 

 Whether the district court abused its discretion in refusing to admit proffered 

MedWatch adverse events reports that demonstrate that the adverse events that Ms. 

Klein suffered were also suffered by many other women, and known by the 

Defendants-Appellees.  

III. 

 Whether the district court abused its discretion in refusing to allow Ms. 

Klein’s counsel to use or refer to scientific journals during her case in chief and 
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x 
 

during cross-examination of Defendants-Appellees’ expert witnesses that were 

relevant to establishing Defendants-Appellees’ prior knowledge of the risks of 

adverse events of the kind suffered by Ms. Klein and for which the Lupron 3.75 

mg label provided to Ms. Klein did not adequately warn. 

IV. 

 Whether the district court abused its discretion in refusing to allow Ms. 

Klein’s experts to testifying regarding their opinions about the effects of Lupron 

and in excluding their opinions formulated in their Supplemental Expert Reports. 

V. 

 Whether the magistrate judge and the trial judge erred in their discovery 

orders. 

VI. 

 Whether the trial judge’s bias was so pervasive as to deny Ms. Klein a fair 

trial. 
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FEDERAL STATUTES AND RULES 

 Please refer to Addendum A at the end of this brief. 
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Appellant’s Opening Brief 

STATEMENT OF THE CASE 

 This is a direct appeal from a final judgment (CR 308 [1 ER 2]) entered in 

favor of defendants-appellees in a pharmaceutical product liability action, 

following a jury trial and defense verdict (CR 302), including an award of costs 

taxed in the amount of $17,577.12 (CR 309 [1 ER 1]). 

A. Statement of Facts 

 This appeal arises out of a failure-to-warn, pharmaceutical products liability 

lawsuit brought by plaintiff-appellant Karin Klein (Ms. Klein) against defendants-

appellees TAP Pharmaceutical Products Inc. (“TAP”) and Abbott Laboratories 

(“Abbott”) (collectively, “TAP-Abbott”).
1
  CR 1 at 10-15 (Complaint).  The 

pharmaceutical at issue is Lupron Depot 3.75 mg (“Lupron”).  CR 1 at 10-14; CR 

136 at 1-2 [2 ER 220-21].  In 1990, the federal Food and Drug Administration 

(“FDA”) approved Lupron for the temporary management of pain in women with 

endometriosis.  CR 136 at 2 [2 ER 221].   

 Karin Klein was 17 years old when she was prescribed Lupron 3.75 mg by 

her gynecologist, Gary Wright, M.D.  8/4/2011 AM Trans. at 536:25 – 537:1, CR 

                                           
1
  Defendant Takeda Chemical Industries, Ltd. (“Takeda”) was never served with 

the summons and complaint, made no appearance otherwise, and probably should 

be removed from the caption in this appeal.  See CR 136 at 2:4 [2 ER 221]. 
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136 at 2 [2 ER 221].  She received six injections over a six month period, from 

August 2005 to January 2006.  CR 136 at 2 [2 ER 221].  The Lupron injections 

caused Ms. Klein to suffer very serious side effects, which have left her 

permanently disabled.  See 8/3/2011 AM Trans. at 282:22-23 [4 ER 661]; 8/3/2011 

PM Trans. at 493:20 – 494:3 [5 ER 872-73]; 8/2/2011 PM Trans. at 169:20 – 

171:5 [4 ER 538]; see also Plaintiff’s Exhibits 29 (records from W. Reid 

Litchfield, M.D – Desert Endocrinology), 30 (records from James Flowers, M .D. 

& Dr. Andrew Morovati), and 80 (disability letter – military doctor). 

 Ms. Klein read the Lupron Depot 3.75 mg packaging label
2
 thoroughly after 

the first injection.  8/4/2011 AM Trans. at 539:6-10 [5 ER 918].  However, the 

label (dated January 2005) provided no warnings for many of the adverse events 

she has experienced, including but not limited to:   

 thyroid disease; 

 extreme or permanent bone-density loss; 

 bone mass development inhibition; 

 neck and back pain; 

 long term suffering of warned adverse events.   

                                           
2
  The January 2005 Lupron Depot 3.75 mg label was admitted at trial as Plaintiff’s 

Exhibit 81 and Defendants’ Exhibit 501.  See CR 306 at 7; 305 at 1.  A copy of the 

unmarked Plaintiff’s Exhibit 81 is included in the Addendum to this brief for the 

convenience of the Court. 
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See 8/4/2011 AM Trans. at 539-40 [5 ER 918-20]; see also Plaintiff’s Exhibit 81.  

Moreover, had warning of these risks been adequately communicated to Ms. Klein, 

she would not have taken the Lupron shots; 8/4/2011 AM Trans. at 540:8-18 [5 ER 

920]. 

 TAP Pharmaceuticals is a joint venture between Takeda Pharmaceuticals, a 

Japanese public company, and Abbott, an American public company.  TAP was 

dissolved as an entity with Abbott accepting all of TAP’s liability in relation to the 

Lupron business along with all future revenues.
3
  Both Takeda and TAP-Abbott 

took part in the clinical studies, the manufacture and the marketing of Lupron 3.75 

mg.   

                                           
3
  The parties stipulated to the following statement regarding the status of and 

relationship between the three named defendants: 

On April 30th, 2008, Abbott and Takeda Pharmaceutical Company 

concluded their TAP Pharmaceutical Products, Inc./TAP Joint 

Venture.  Abbott exchanged its equity interest in TAP for the assets, 

liabilities, and employees related to TAP’s Lupron business 

8/5/2011 PM Trans. at 780:25 – 781:4 [6 ER 1159].  See also 6/3/2009 Trans. at 

41:5-10 [1 ER 183] (TAP-Abbott’s counsel’s representation to the district court 

that: “Abbott – I think we have to keep in mind that Abbott did not acquire the 

rights to Lupron until approximately May of 2008 when the entity, former entity 

known as TAP ceased to exist, so in terms of Abbott personnel being involved 

directly with Lupron, this didn’t happen until May of 2008, after the lawsuit was 

filed and well after plaintiff received the drug.”). 
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B. Procedural History 

1. Ms. Klein’s Cause of Action 

 Ms. Klein filed her complaint in the Eighth Judicial District Court in Clark 

County, Nevada on February 8, 2008, after which the case was removed to the 

federal District Court for the District of Nevada (Las Vegas).  CR 1 (Notice of 

Removal). 

 The complaint alleges three causes of action under Nevada law—strict 

liability, negligence, and breach of warranty—and seeks compensatory as well as 

punitive damages.  CR 1 at 10-15. 

2. The Stipulated Facts 

 The parties stipulated to several factual matters, as recited in the district 

court’s Joint Pretrial Order: 

The following facts are admitted by the parties and require no 

proof: 

1. Plaintiff KARIN KLEIN is a resident of the State of Nevada. 

2. In 2005, defendant TAP PHARMACEUTICAL PRODUCTS 

INC. (“TAP”) was a Delaware corporation doing business in the 

State of Nevada. 

3. In 2005, defendant ABBOTT LABORATORIES (“Abbott”) 

was an Illinois corporation doing business in the State of 

Nevada. 

4. In October 1990, the FDA approved Lupron Depot 3.75 mg 
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for the temporary management of pain associated with 

endometriosis in women. 

5. Lupron Depot 3.75 mg has been on the market since 1990. 

6. In August 2005, Dr. Gary Wright prescribed Lupron Depot 

3.75 mg to plaintiff. 

7. Plaintiff received six (6) treatments of Lupron Depot 

3.75 mg—one per month—between August 2005 and January 

2006. 

8. Before Dr. Wright prescribed Lupron Depot 3.75 mg to 

plaintiff, she and her father met with Dr. Wright and discussed 

different treatment options for plaintiff. 

 

CR 136 at 2-3 [2 ER 221-22]; 8/5/2011 PM Trans. at 780:25 – 781:4 [6 ER 1159]. 

3. Denial of Ms. Klein’s Motion to Compel Additional Discovery 

 On August 6, 2010 the trial judge entered an a discovery-related order (CR 

140 [1 ER 112]) overruling Ms. Klein’s written objection (CR 138 [2 ER 241]) to a 

minute order entered by the magistrate judge (CR 135) regarding his orders in 

response to a motion to compel which Ms. Klein argued effectively denied her the 

ability to discover internal communications of TAP-Abbott regarding the label of 

Lupron, the drug they manufactured and sold to Ms. Klein. 
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4. The Exclusion of Ms. Klein’s Proffered Evidence Regarding Prior 

Labels, Subsequent Labels and Current Foreign Lupron Labels, 

Relevant Portions of the Physician’s Desk Reference, and other 

Proffered Evidence Regarding Known Lupron Adverse Risks 

 During trial, Ms. Klein was not allowed to show the jury other Lupron 

labels, including those in use prior to 2005 that contain warnings about thyroid 

enlargement and extreme bone density loss.  She was also precluded by the trial 

judge from showing the jury the Danish Lupron label to show that TAP-Abbott 

knew of the association of Lupron with the known adverse events of enlarged 

thyroid and extreme bone mineral density loss.  Ms. Klein attempted to admit the 

2009 and 2010 Lupron labels to show subsequent remedial conduct, but this was 

also not allowed by the trial judge.  See CR 285 (“Trial Brief and Offer of Proof 

Regarding Pre-2005 Lupron Labels and the 2009-2010 Lupron Labels”). 

 Ms. Klein filed a Motion in Limine prior to trial in order to address the 

admissibility of the other Lupron labels.  CR 175 at 5:10-6:13 [2 ER 269-70].  The 

district court erroneously denied the motion in limine and ordered that Plaintiff 

could not mention any Lupron label other than the January 2005 label which Ms. 

Klein received at the time of her treatment.  See 7/15/2011 Trans. at 13:11-15:6 [1 

ER 84-86].  At trial, when the label issue came up again, the district court 

reaffirmed its ruling on the motion in limine.  See, e.g., 8/2/2011 AM Trans. (CR 

277) at 130:24-25 [1 ER 68]. 
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 On direct examination of Ms. Klein’s general causation expert, Dr. John L. 

Gueriguian was not allowed to mention prior labels, Physician’s Desk Reference 

entries (PDR’s), or foreign labels.  8/2/2011 AM Trans. at 89-93, and 120-131 [1 

ER 53-69. 

 Later, Ms. Klein’s specific causation expert, Dr. David Redwine was 

similarly forbidden from testifying about his 750 patients’ experiences with 

Lupron.  8/3/2011 AM Trans. at 310 – 322 [4 ER 689-701]] (objection sustained).  

Neither was Dr. Redwine allowed to testify regarding the subject Lupron label, or 

any other labels, on the grounds that Dr. Redwine was not designated as a 

“labeling expert.”  8/3/2011 PM Trans. at 403:14 – 405:14 [5 ER 782-84]).
4
 

 The district court would not allow Ms. Klein’s counsel to cross examine Dr. 

Peck (TAP-Abbott’s FDA expert) regarding any other Lupron labels (that is, 

Lupron labels other that the January 2005 label, which Ms. Klein received).  See 

7/15/2011 Trans. at 13:11-15:6 [1 ER 85-86]; 8/8/2011 PM Trans. at 1054:6 – 

1059 [ ER 1434-39]; see also, CR 285:2, “Plaintiff’s Trial Brief and Offer of Proof 

Regarding Pre-2005 Lupron Labels and the 2009-2010 Lupron Labels”).   

                                           
4
  The district court later refused to apply the same standard to TAP-Abbott’s 

expert, when it permitted Dr. Blackwell (also not designated as a “labeling expert”) 

to testify on behalf of TAP-Abbott, regarding the Lupron label, over the objection 

of Ms. Klein’s counsel.  See 8/5/2011 PM Trans. at 847:16 – 850:8 [1 ER 25].  At 

the same time the trial judge allowed TAP-Abbott’s expert Dr. Blackwell also to 

testify specifically about the number of patients he treated with Lupron, the 

sufficiency of the Lupron label, (beyond his expertise), that it was sufficient; and, 

that no further warnings were needed other than those that were given. 
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 The district court also effectively prevented Ms. Klein’s counsel from using 

the other Lupron labels to cross-examine TAP-Abbott’s expert, Dr. Richard 

Blackwell, who testified at trial 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).  In fact, the prior 

labels for Lupron 3.75 mg admitted an association with thyroid disease and 

extreme bone density loss—as does the current foreign label.  Yet, these adverse 

events had been removed from the current US women’s label.  See CR 281 (offer 

of proof regarding MedWatch reports); CR 175 (Ms. Klein’s motion in limine 

regarding labels with labels attached) at 2-3, 10-14, 16-20, 22-42, 44-53, 55-78 [2 

ER 266-67, 274-78, 280-84, 286-306, 308-17, 319-42].
5
 

5. The District Court’s Exclusion of Ms. Klein’s Proffered MedWatch 

Reports and Other Reports of Lupron Adverse Events 

 The district court erroneously excluded any testimony from Ms. Klein’s 

FDA expert, Dr. Gueriguian, regarding Lupron’s adverse events and MedWatch 

                                           
5
  Copies of the referenced labels are also attached to this brief.  See Addendum at 

B-1, B-2, B-3, B-4. 
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reports (which contain adverse events reports), which were offered to demonstrate 

that many other women had reported to the FDA and TAP-Abbott adverse events 

from Lupron treatment.  See 8/2/2011 AM Trans. at 69:3-24, 70:1-15, 76:20-82 [1 

ER 43-51]; see also CR 281 (Ms. Klein’s Trial Brief submitted as Offer of Proof 

Regarding Evidence of Certain Adverse Event Reports); CR 209 (Ms. Klein’s 

objection to Defendants’ MIL re Adverse Events Reports).  The adverse events in 

these excluded reports were the same or similar to the adverse events suffered by 

Ms. Klein but were not identified in the January 2005 label she was given. 

 The district court also prevented cross-examination of TAP-Abbott’s expert, 

Dr. Blackwell, concerning the other labels and MedWatch reports, which would 

have devastated Dr. Blackwell’s credibility and shown the jury that TAP-Abbott 

had knowledge and notice of the association of Ms. Klein’s unwarned adverse 

events.  See 8/5/2011 PM Trans. at 868:17-870:5 [1 ER 34-36]); see also CR 169 

at 1-5, CR 167 (Ms. Klein’s Motion in Limine No. 8 regarding admission of 

MedWatch reports and adverse events) and CR 169 (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]).  
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6. The District Court’s Refusal to Allow Ms. Klein’s Counsel to Use or 

Refer to Scientific Journal Articles Concerning Known Lupron Risks 

During Her Case in Chief and During Cross-Examination of TAP-

Abbott’s Expert Witnesses 

 The district court would not allow Ms. Klein’s counsel to cross-examine 

TAP-Abbott’s expert, Dr. Richard Blackwell, regarding his knowledge of scientific 

journal articles which would have confirmed the association of thyroid disorder 

with Lupron and impeached his credibility.  8/5/2011 PM Trans. at 853 – 855 [1 

ER 31-33]. 

 The district court also sustained TAP-Abbott’s objections when Ms. Klein’s 

counsel tried to cross-examine TAP-Abbott’s FDA expert, Dr. Peck, regarding the 

scientific journal articles that confirmed the association of Lupron with thyroid 

disorder and extreme bone density loss.  See 8/8/2011 PM Trans. at 1034 – 1037 [1 

ER 11-14]. 

7. The District Court’s Refusal to Allow Ms. Klein’s Counsel to Use or 

Refer to Relevant, Lupron-Related Scientific Journal Articles During 

Her Case in Chief and During Cross-Examination of TAP-Abbott’s’ 

Expert Witnesses 

 The district court would not allow Ms. Klein’s counsel to cross-examine 

TAP-Abbott’s expert, Dr. Blackwell, regarding his knowledge of scientific journal 
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articles which confirmed the association of thyroid disorder with Lupron.  See 

8/5/2011 PM Trans. at 853 – 855 [1 ER 31-33]; see also CR 167 (Ms. Klein’s 

Motion in Limine No. 8) and CR 265 (7/15/2011 Trans. at 8:20 – 10:10 [1 ER 79-

81, 95-96] (denying Motion in Limine)). 

 The district court also sustained TAP-Abbott’s objections when Ms. Klein’s 

counsel tried to cross-examine TAP-Abbott’s FDA expert, Dr. Peck, regarding the 

scientific journal articles that confirmed the association of Lupron with thyroid 

disorder and extreme bone density loss.  See 8/8/2011 PM Trans. at 1034 – 1037 [1 

ER 11-14]. 

8. The Striking of the Supplemental Expert Reports Submitted by Ms. 

Klein’s Experts and the District Court’s Exclusion of the Experts’ 

Opinions About the Effects of Lupron, as Set Forth Therein 

 Just prior to trial, TAP-Abbott successfully moved the district court (CR 

231) to strike Ms. Klein’s supplemental expert reports and to prevent Ms. Klein’s 

experts from testifying regarding their opinions contained in their Supplemental 

Reports.  See 7/15/2011 Trans. at 28:6-9 and 36:5 – 37:9) [1 ER 99-107].  The 

district court made its ruling without the benefit of a written response or any 

chance to be heard by Ms. Klein, in spite of her counsel’s assertion that the 

supplemental reports were not filed late.  When asked if Ms. Klein may have the 

opportunity to file a timely response, the district court indicated it would not even 
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consider Ms. Klein’s response, but she was free to file it.  (Id. at 36:5-15).  As a 

result of the district court’s ruling, Ms. Klein’s experts were prevented from 

testifying to any subject matter presented in their supplemental reports.   

9. The Jury’s Verdict 

 On August 10, 2011, the jury returned a verdict in favor of TAP-Abbott on 

all claims.  CR 302. 

10. The District Court’s Judgment and the Award of Costs 

 On August 25, 2011, the district court clerk entered judgment in favor of 

TAP-Abbott pursuant to the jury’s defense verdict.  CR 308 [1 ER 2].  Costs were 

taxed in the amount of $17,577.12 and included in the judgment.  CR 309 [1 ER 

1]. 

SUMMARY OF THE ARGUMENT 

 One of the key elements of a failure to warn case is proving that the drug 

manufacturer was aware of adverse events associated with their drug of which they 

failed to warn.  The best way to prove knowledge or notice of such an association 

is to show that a drug manufacturer has already warned of the adverse events, 

inasmuch as a prior acknowledgement of the association is tantamount to an 

admission.  Ms. Klein was forbidden to mention prior and subsequent Lupron 

labels, and foreign Lupron labels, in her case in chief.  She was also forbidden 
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from cross-examining TAP-Abbott’s experts about their knowledge of the other 

Lupron labels and the effective admissions contained therein.  This was an abuse 

of discretion and was a denial of due process which guaranteed an erroneous 

verdict, since the jury never found out about the prior associations of adverse 

events and that TAP-Abbott previously knew of these associations. 

 If this failure to disclose is merely a business decision, then U.S. citizens and 

the general public have a right to know.  This is the only acceptable public policy 

in this regard. 

 The district court further abused its discretion in refusing to admit proffered 

MedWatch adverse events reports that also would have demonstrated to the jury 

that the adverse events suffered by Ms. Klein were known to TAP-Abbott and, in 

fact, were also suffered by many other women.  Similarly, the district court abused 

its discretion in forbidding Ms. Klein’s counsel from using or referring to scientific 

journals during her case in chief and during cross-examination of TAP-Abbott’s’ 

expert witnesses that also were relevant to establishing their prior knowledge of the 

risks of adverse events suffered by Ms. Klein—but for which there were no 

adequate warnings on the Lupron 3.75 mg label she was provided. 

 The district court abused its discretion in striking Ms. Klein’s supplemental 

expert reports prior to trial and in, consequently, forbidding her experts from 

testifying at trial with regard to the opinions stated in those supplemental reports.  

Contrary to the district court conclusion, the supplemental reports were not 
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untimely.  They were timely submitted in conformity with the requirements of 

Fed.R.Civ.P. 26.  Moreover, the timing of the supplemental expert reports was 

largely dictated by the untimely discovery responses provided by TAP-Abbott and 

the fact that crucial documents sat in the magistrate judge’s chambers, undergoing 

in camera review, for nine months—thus preventing Ms. Klein’s counsel (and her 

experts) from reviewing them. 

 The district court erred in certain of its discovery-related orders, which had 

the effect of substantially prejudicing Ms. Klein in the preparation and presentation 

of her case to the jury.  This included the district court’s wrongful failure to 

compel TAP-Abbott to produce documents related to their internal discussions 

regarding the Lupron labels and why various adverse events, although included in 

some Lupron labels used elsewhere and at different time, were nevertheless 

omitted from the label provided with the Lupron administered to Ms. Klein. 

 Finally, reversal and remand to a new judge is warranted based on the 

district court judge’s pervasive demonstration of bias against Ms. Klein. 
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ARGUMENT 

I. 

 

A NEW TRIAL IS REQUIRED BASED ON THE DISTRICT COURT’S 

ERRONEOUS EVIDENTIARY RULINGS DURING AND PRIOR TO TRIAL 

A. Standard of Review 

 Evidentiary rulings are reviewed for an abuse of discretion.  See 

Sprint/United Mgmt. Co. v. Mendelsohn, 128 S. Ct. 1140, 1145 (2008); Wicker v. 

Oregon Bureau of Labor, 543 F.3d 1168, 1173 (9th Cir. 2008); see, e.g., Ostad v. 

Oregon Health Sciences Univ., 327 F.3d 876, 885 (9th Cir. 2003) (hearsay); 

Geurin v. Winston Indus., Inc., 316 F.3d 879, 882 (9th Cir. 2002) (exclusion of 

evidence); White v. Ford Motor Co., 312 F.3d 998, 1006 (9th Cir. 2002) 

(admission of expert testimony), amended by 335 F.3d 833 (9th Cir. 2003).  To 

reverse on the basis of an erroneous evidentiary ruling, the court must conclude not 

only that the district court abused its discretion, but also that the error was 

prejudicial.  See Harper v. City of Los Angeles, 533 F.3d 1010, 1030 (9th Cir. 

2008); see also Tritchler v. County of Lake, 358 F.3d 1150, 1155 (9th Cir. 2004); 

Geurin, 316 at 882.  Prejudice means that, more probable than not, the lower 

court’s error tainted the verdict.  See Harper, 533 F.3d at 1030; McEuin v. Crown 

Equip. Corp., 328 F.3d 1028, 1032 (9th Cir. 2003); Geurin, 316 F.3d at 882.  

 The district court’s decision to admit or exclude expert testimony is 

reviewed for an abuse of discretion.  See Kumho Tire Co. v. Carmichael, 526 U.S. 
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137, 152 (1999); Summers v. Delta Air Lines, Inc., 508 F.3d 923, 926 (9th Cir. 

2007); Sullivan v. United States Dep’t of Navy, 365 F.3d 827, 832 (9th Cir. 2004); 

see, e.g., Guidroz-Brault v. Missouri Pac. R.R. Co., 254 F.3d 825, 830 (9th Cir. 

2001) (excluded evidence). 

 A district court’s interpretation of the Federal Rules of Civil Procedure is 

reviewed de novo.  See Hambleton Bros. Lumber Co. v. Balkin Enterprises, Inc., 

397 F.3d 1217, 1224 n.5 (9th Cir. 2005) (Fed.R.Civ.P. 30(e)).  

 The district court’s decision to limit the scope and extent of cross‑

examination is reviewed for an abuse of discretion.  See Dorn v. Burlington N. 

Santa Fe R.R., 397 F.3d 1183, 1192 (9th Cir. 2005); Robertson v. Burlington N. 

R.R., 32 F.3d 408, 411 (9th Cir. 1994); see also United States v. Real Property 

Located at 22 Santa Barbara Dr., 264 F.3d 860, 873 (9th Cir. 2001) (applying 

harmless error review). 

 A district court’s interpretation of state law is reviewed de novo.  See Hauk 

v. JP Morgan Chase Bank USA, 552 F.3d 1114, 1118 (9th Cir. 2009). 
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B. The Court’s Erroneous Evidentiary Rulings 

1. The district court abused its discretion in precluding Ms. Klein from 

introducing evidence of prior Lupron labels, subsequent Lupron 

labels and current foreign Lupron labels which varied from that given 

to Ms. Klein in certain important respects 

 In the prior Lupron 3.75 mg labels (the same dosage/milligram that Ms. 

Klein received), TAP-Abbott warned of “thyroid enlargement,” but TAP-Abbott 

failed to warn of any thyroid disorder in the 2005 label, which Ms. Klein received.  

Nevertheless, as recounted above, Ms. Klein was precluded by the trial judge 

introducing evidence and examining and cross-examining witnesses with regard to 

this 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) a Danish 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.  Instead, the 

only label Ms. Klein was allowed to show the jury, or otherwise reference during 

examination of witnesses, was the 20052005 Lupron label Ms. Klein was given at 

the time of her treatment.  The district court abused its discretion in these 
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evidentiary rulings related to the admissibility of the other Lupron labels, all of 

which essentially admit the association of Lupron with the unlabeled adverse 

events that Ms. Klein suffered. 

 Moreover, these rulings substantially prejudiced Ms. Klein in the 

presentation of her case to the jury, both in her case in chief and in her cross-

examination of TAP-Abbott’s’ witnesses.  The proffered—but excluded—

evidence, testimony, and cross-examination would have allowed Ms. Klein to 

clearly demonstrate to the jury that TAP-Abbott had already warned of the very 

adverse events Ms. Klein suffered (and, thus, obviously knew of the associated 

risks) but must have made a conscious business decision to take those warnings 

out of the 2005 label received by Ms. Klein.  As a result of the district court’s 

erroneous evidentiary rulings, the jury never knew that TAP-Abbott had already 

admitted the association of Ms. Klein’s adverse events to their drug, Lupron, and 

that there was had no valid reason for removing the warnings of those risks from 

the January 2005 label received by Ms. Klein. 

 The Court’s rulings were particularly prejudicial with regard to Klein’s 

ability to cross-examine TAP-Abbott’s expert, Dr. Richard Blackwell, who 

testified at trial 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 
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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).  In fact, the prior 

labels for Lupron 3.75 mg admitted an association with thyroid disease and 

extreme bone density loss—as does the current foreign label.  Yet, these adverse 

events had been removed from the current U.S. women’s label.  See CR 281 (offer 

of proof regarding MedWatch reports); CR 175 (Ms. Klein’s motion in limine 

regarding labels with labels attached) at 2-3, 10-14, 16-20, 22-42, 44-53, 55-78 [2 

ER 266-67, 274-78, 280-84, 286-306, 308-17, 319-42].
6
  The jury very likely 

might have reached a different verdict in this case has Ms. Klein’s counsel been 

allowed to ask Dr. Blackwell the logical question:  “Then why did TAP-Abbott 

warn for an association in the former labels, and still warns in the foreign labels?”  

Unfortunately, the trial judge’s ruling on the motions in limine precluded this 

question from being asked. 

 That the district court erred in excluding the other Lupron labels is well 

established by the case law from other jurisdictions. 

 In Shatz v. TEC Technical Adhesives, 415 A.2d 1188, 1191-92 (N.J. Super., 

App. Div. 1980), the court held that the trial judge erroneously precluded plaintiff 

from admitting into evidence a warning label on a container of mastic cement 

                                           
6
  See Addendum to this brief at B-1, B-2, B-3, B-4. 
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manufactured by defendant that had been changed prior to the date of plaintiff’s 

accident.  The court reasoned:  

[W]e perceive of no social policy furthered by allowing a 

defendant to keep from the jury evidence of remedial conduct 

undertaken before an accident.  Certainly we ought not to 

presume that defendant would have declined to change its label 

in apprehension that in claims arising from accidents that had not 

yet happened the prior label by comparison would be asserted to 

have given inadequate warnings.  Indeed, as a matter of policy 

the evidence of change should have been admitted.   

Id. at 141-42, 415 A.2d 1188.  

 And, in fact, many courts have approved of the use of earlier versions of 

labels or warnings to show either the adequacy or inadequacy of present warnings.  

See e.g., Tucker v. SmithKline Beecham Corp., 596 F.Supp.2d 1225, 1229 (S.D. 

Ind. 2008) (“[T]he ongoing ability, authority, and responsibility to strengthen a 

label still rest squarely with the drug manufacturer.”); Felix v. Hoffmann-La Roche 

Inc., 540 So. 2d 103, 103-05 (Fla. 1989); Higgins v. E.I. DuPont De Nemours & 

Co., 863 F.2d 1162, 1167 n.12 (4th Cir. 1988); Blasing v. P.R.L. Hardenbergh Co., 

226 N.W.2d 110, 114 (Minn. 1975).  Even in cases where the evidence sought to 

be admitted is post-accident, courts have admitted such evidence to establish a 

manufacturer’s failure to warn of a known risk or defect.  See e.g. Haran v. Union 

Carbide Corporation, 497 N.E.2d 678 (N.Y. App. Div. 1986); Cover v. Cohen, 

461 N.E.2d 864, 868-69 (N.Y. 1984).  Following these authorities, and the 

reasoning therein, the other Lupron labels used in the United States should have 
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been recognized by the trial judge in this case as both relevant and admissible, 

especially when the labels demonstrate (as they do here) an association with the 

very adverse events that Ms. Klein suffered. 

 The foreign Lupron labels are similarly relevant and admissible to establish 

TAP-Abbott’s failure to adequately warn of the adverse risks Ms. Klein faced 

when undergoing her Lupron treatments.  For example, in Delaware [Wyeth] v. 

Rowatt, 126 Nev. — , — , 244 P.3d 765, 772-73, 784 (2010), the Nevada Supreme 

Court, in discussing the history of Wyeth’s drug Prempro, cited European studies 

linking the drug to breast cancer and modifications to the European labels that 

were not made to the labels used in the United States.  Thus, evidence of foreign 

labels was appropriately admitted to show the jury both the drug company’s 

knowledge of the risks and its conscious failure to warn of these risks within the 

United States.   

 Similarly, in the multi-district litigation, In re Prempro Products Liability 

Litigation, the foreign labels were admitted to show the manufacturers knowledge 

of the risks and their failure to warn users of Prempro in the United States of those 

same known risks.  See generally In re Prempro Products Liability Litigation, 586 

F.3d 547 (8th Cir. 2009); See also Woulfe v. Eli Lilly & Co., 965 F. Supp. 1478, 

1479 (E.D. Okl. 1997) and Axen v. American Home Prods. Corp., 974 P.2d 224, 

242 (Or. Ct. App. 1999).  
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 In short, the foreign Lupron labels—like the other American Lupron 

labels—are relevant and admissible, and the district court abused its discretion in 

denying their proffered use by Ms. Klein.  The foreign labels are relevant to 

establish that TAP-Abbott knew of the risks of Lupron and that they nevertheless 

consciously failed to adequately warn their American consumers, including Ms. 

Klein, of those known risks. 

2. The district court abused its discretion in prohibiting Ms. Klein from 

introducing MedWatch and adverse events reports that would have 

demonstrated that the adverse events that Ms. Klein suffered, were 

also suffered by many other women, and the risks were thus well 

known to TAP-Abbott 

 The district court erroneously excluded any testimony from Ms. Klein’s 

FDA expert, Dr. Gueriguian, regarding Lupron’s adverse events and MedWatch 

reports (which contain adverse events reports), which would have clearly 

demonstrated to the jury that many other women had reported to the FDA and 

TAP-Abbott adverse events.  These reports were similar to the adverse events that 

Ms. Klein suffered, which were not identified in the January 2005 label that was 

given to Ms. Klein.  These excluded adverse events and MedWatch reports were 

offered to show that TAP-Abbott had knowledge—and, therefore, was on notice—

that Lupron was frequently associated with many unwarned adverse events 
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suffered by Ms. Klein.  (See 8/2/2011 AM Trans. at 69:3-24, 70:1-15, 76:20-82 [1 

ER 43-51]; see also CR 281 (Ms. Klein’s Trial Brief submitted as Offer of Proof 

Regarding Evidence of Certain Adverse Event Reports).   

 The district court also prevented cross-examination of TAP-Abbott’s expert, 

Dr. Blackwell, concerning the other labels and MedWatch reports, which would 

have shown the jury that TAP-Abbott had knowledge and notice of the association 

of Ms. Klein’s unwarned adverse events.  See 8/5/2011 PM Trans. at 868:17-870:5 

[1 ER 34-36]); see also CR 169 at 1-5, CR 167 (Ms. Klein’s Motion in Limine No. 

8 regarding admission of MedWatch reports and adverse events) and CR 169 (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]).  

 The Supreme Court of Nevada “has recognized that prior and subsequent 

accidents are admissible in an action based on strict liability.”  Robinson v. G.G.C., 

Inc., 107 Nev. 135, 140, 808 P.2d 522, 525 (1991); Beattie v. Thomas, 99 Nev. 

579, 668 P.2d 268 (1983); Ginnis v. Mapes Hotel Corp., 86 Nev. 408, 470 P.2d 

135 (1970).  As stated by the Nevada Supreme Court in Beattie: 

In strict tort liability cases, evidence of prior or subsequent 

mishaps similar to the one in issue, involving the same product, 

are admissible to show faulty design or manufacture or other 

elements of the strict liability cause of action. 

Beattie, 99 Nev. At 585-586, 668 P.2d at 272.   
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 As a general rule, evidence of the occurrence or non-occurrence of prior 

accidents is admissible for the purpose of showing the dangerous character of an 

instrumentality and also showing the defendant’s knowledge.  Jackson v. Bouton, 

630 So. 2d 1173 (Fla. Ct. App. 1994). 

 In Ginnis, the Plaintiff was injured in an automatic door.  The Nevada 

Supreme Court held that evidence of prior and subsequent repair orders and 

subsequent accidents involving the same door were admissible to show a defective 

and dangerous condition and causation.  Ginnis, 86 Nev. at 413, 470 P.2d at 139 

(1970).  This evidence is equally important in a negligence cause of action since 

“[o]ne measure of the duty element of a negligence cause of action is the 

defendant’s actual or implied knowledge of a defect. . . .”  Jackson v. Bouton, 630 

So.2d 1173 (Fla. Ct. App. 1994). 

 Ms. Klein proffered evidence in the form of MedWatch Reports, Scientific 

studies and related documents all of which indicated that adverse reactions she 

experienced with Lupron also occurred in other people and that TAP-Abbott had 

full knowledge of these adverse effects.  All of these incidents go to show whether 

TAP-Abbott had knowledge of the dangers posed by Lupron Depot and, in 

particular, knowledge of the risk of certain adverse events posed by Lupron, 

actually suffered by Ms. Klein, and about which she was not adequately warned.  

Because this evidence was needed to establish at least one element of Ms. Klein’s 
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causes of action for strict liability, this evidence is relevant and should have been 

admitted. 

 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 standard is not a 

causation standard.  The factors to consider, in order to determine whether or not 

there is reasonable evidence of an association, are found in the definition of “new 

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

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). 

 Since Ms. Klein’s experts were completely forbidden to discuss adverse 

events reports, and her counsel were blocked from mentioning adverse events 

reports on cross-examination of defense experts, Ms. Klein was greatly prejudiced 

in her ability both to present her case to the jury and to rebut TAP-Abbott’s 

defense.  Again, had she been able to present a complete case to the jury, including 

informing the jury of the adverse events and the MedWatch reports (which clearly 

showed the association of Lupron with the unwarned adverse events that Ms. Klein 

suffered), Dr. Blackwell, the defense expert on causation would have been severely 

impeached, and it is likely that the jury would have reached a different result in its 

deliberations.  
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3. The district court abused its discretion in refusing to allow Ms. 

Klein’s counsel to use or refer scientific journal articles during her 

case in chief and during cross-examination of TAP-Abbott’s’ expert 

witnesses 

 The district court would not allow Ms. Klein’s counsel to cross-examine 

TAP-Abbott’s expert, Dr. Blackwell, regarding his knowledge of scientific journal 

articles which confirmed the association of thyroid disorder with Lupron.  See 

8/5/2011 PM Trans. at 853 – 855 [1 ER 31-33]. 

 The district court also sustained TAP-Abbott’s objections when Ms. Klein’s 

counsel tried to cross-examine TAP-Abbott’s FDA expert, Dr. Peck, regarding the 

scientific journal articles that confirmed the association of Lupron with thyroid 

disorder and extreme bone density loss.  See 8/8/2011 PM Trans. at 1034 – 1037 [1 

ER 11-14]. 

 As stated above, 21 CFR 201.80(e), requires 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.”  (Emphasis added).  One of the factors to consider, to 

determine whether or not there is reasonable evidence of an association, are found 

in 21 U.S.C. § 355-1(b), which includes “information derived from a clinical trial, 

an adverse event report, a post approval study, or peer-reviewed biomedical 

literature.”  (Emphasis added). 
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 In this case, the district court ignored both 21 CFR 201.80(e) and 21 U.S.C. 

§ 355-1(b) and prevented Ms. Klein from using scientific literature in her case in 

chief, pursuant to the court’s decisions on the motions in Limine.  See CR 167 (Ms. 

Klein’s Motion in Limine No. 8) and CR 265 (7/15/2011 Trans. at 8:20 – 10:10 [1 

ER 79-81] (denying Motion in Limine)). 

 The district court also prevented Ms. Klein from using this important 

evidence during cross-examination of TAP-Abbott’s experts.  As a result, Ms. 

Klein was never allowed to show the jury that TAP-Abbott’s January 2005 Lupron 

label was defective because it failed to warn of known adverse events which were 

clearly associated with use of Lupron in the scientific journals.  This error is 

extremely prejudicial because it goes to the heart of the main elements of Ms. 

Klein’s case (e.g., failure to warn and causation). 

4. The district court abused its discretion in refusing to allow Ms. 

Klein’s experts from testifying regarding their opinions about the 

effects of Lupron, as set forth in their Supplemental Expert Reports 

submitted prior to trial 

 Just prior to trial, TAP-Abbott successfully moved the district court (CR 

231) to strike Ms. Klein’s supplemental expert reports and to prevent Ms. Klein’s 

experts from testifying regarding their opinions contained in their Supplemental 

Reports.  See 7/15/2011 Trans. at 28:6-9, and 36:5 – 37:9 [1 ER 99-107]).  The 
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district court made its ruling without the benefit of a written response or any 

chance to be heard by Ms. Klein, in spite of her counsel’s assertion that the 

supplemental reports were not filed late.  When asked if Ms. Klein may have the 

opportunity to file a timely response, the district court indicated it would not even 

consider Ms. Klein’s response, but she was free to file it.  (Id. at 36:5-15).
7
  As a 

result of the district court’s ruling, Ms. Klein’s experts were prevented from 

testifying to any subject matter presented in their supplemental reports.   

 The supplemental expert reports were not untimely.  The district court 

abused its discretion in striking the reports and in limiting the testimony of Ms. 

Klein’s experts accordingly.  Ms. Klein was, again, prejudiced by not being able to 

present an effective case in support of her claims. 

 In prematurely granting TAP-Abbott’s motion to strike (CR 231), Ms. 

Klein’s counsel engaged in the following colloquy with the trial judge: 

MR. HUGGINS:  But, your Honor, what we — we didn’t really 

spring any information on them.  We are in full compliance with 

Rule 26 and Rule 26 requires that 30 days prior to trial that you 

supplement and that’s what we did, and that’s all we did. And 

we’ve got that – 

THE COURT:  You may be in compliance with that rule but 

                                           
7
  In fact, Ms. Klein did file a response in opposition (CR 258) on July 18, 2011, 

but this was apparently not considered by the district court, as the district court had 

warned at the hearing 3 days earlier.  On July 15, 2011, the trial judge granted 

TAP-Abbott’s motion (CR 231) to strike Ms. Klein’s Supplemental Expert 

Reports, before the response deadline of July 23, 2011.  7/15/ 2011 Trans. at 28:6-

9 [1 ER 99-107]. 
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you’re not in compliance with the Court’s rule and the Court’s 

order, Counsel. 

7/15/2011 Trans. at 37:2-9 [1 ER 108]. 

 The district court never stated what “Court’s rule and the Court’s order” 

were allegedly violated.  In any event, there was no violation of any court rule or 

order.  Rather, Ms. Klein timely submitted her initial expert reports in March 2009, 

but most of TAP-Abbott’s discovery documents were not provided to Ms. Klein 

until March 26, 2010, ten months after the discovery cutoff date (CR 38 at 22), and 

after the initial expert reports were due to be exchanged on March 20, 2009 (CR 38 

at 23-24).  Therefore, any delay in getting the supplemental expert reports was 

directly and only attributable to TAP-Abbott’s delays in producing all the missing 

adverse events reports and labeling information that had been requested and never 

produced until after Ms. Klein’s motion to compel production.
8
 

 After defense counsel submitted the adverse events and other materials in 

camera, they remained in camera and were not disclosed to Ms. Klein until more 

than nine months later, on or about March 26, 2010, when they were finally 

released from the Magistrate’s chambers.  See CR 121.  During that time, Ms. 

Klein had virtually no access to most of the adverse events reports concerning 

                                           
8
  See CR 56 (motion to compel) and CR 64 (Minutes of Proceedings), which 

states: “The motion to compel [56] is GRANTED to the extent that defense 

counsel is to submit in camera to the Court documents requested in letter exhibit 8 

attached to the motion by 6/17/09.”   
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Lupron in TAP-Abbott’s possession.  Thus, these could not be used by experts or 

counsel to prepare for trial, summary judgment motions, Daubert motions and, of 

course, the supplemental expert reports.
9
 

                                           
9
  Ms. Klein was justified in moving to compel production of adverse events and 

labeling materials for Lupron, which TAP-Abbott admitted after the fact by their 

production and by their letter stating that the discovery materials were misplaced in 

various warehouses due to “collection or filing error or oversight.”  See CR 126 at 

11-13).    

 As a result of TAP-Abbott’s delay, Ms. Klein was severely hampered in her 

preparation for trial.  Nevertheless, TAP-Abbott argued in their motion to strike the 

supplemental expert reports (see CR 231) that the supplemental reports were “two 

years late”—and the district court, to the surprise of Ms. Klein’s counsel, agreed.  

See 7/15/2011 Trans. at 28:6-9 and 36:5 – 37-9 [1 ER 99-107]). 

 Due to the blatant unfairness of the Magistrate’s discovery orders, which 

severely restricted Ms. Klein’s discovery of all of the adverse events and labeling 

information, all subsequent reports, motions and trial preparations were likewise 

severely prejudiced.  Ms. Klein objected to the Magistrate’s discovery orders (see 

CR 138 [2 ER 241]), hoping to get the remainder of unproduced discovery 

materials, including undisclosed internal communications regarding the Lupron 

labeling changes, inter alia, but the Magistrate’s discovery orders were affirmed by 

the district court (CR 140 [1 ER 112]). 

 Ms. Klein attempted to appeal the interlocutory orders to this Court prior to 

trial, but the appeal was dismissed on jurisdictional grounds.  Accordingly, Ms. 

Klein was forced to go to trial with incomplete discovery documents and no 

internal communications showing the motives behind the label changes that lead to 

the sanitized January 2005 label that Ms. Klein received—the label that lacked 

warning for several of the known adverse events which she later suffered.   

 Even those documents that were finally provided on March 26, 2010, had 

been successfully suppressed as long as possible by TAP-Abbott, who clearly had 

every intention of not producing the Lupron adverse events and labeling 

information until they absolutely had to do so by court order.  And by the time they 

were partially provided, they were of little use to Ms. Klein.  Essentially, the 

Magistrate’s discovery orders (affirmed by the district judge) relating to Ms. 

Klein’s Motion to Compel were completely ineffective, as they were too little too 

late, essentially letting TAP-Abbott off the hook for gross discovery abuse.   
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 The district court’s order striking Ms. Klein’s supplemental expert reports 

was an abuse of the district court’s discretion, and severely prejudiced her case, 

since the supplemental reports were largely based upon the materials that had to be 

compelled and were not received until after March 26, 2010. 

 A party is permitted to supplement an expert report after the close of 

discovery if the failure to supplement the report in a timely manner is, 

“substantially justified or harmless.”  See Fed.R.Civ.P. 37(c)(1).  In determining 

whether such a failure is justified or harmless, the Court should consider: (1) the 

prejudice or surprise to the party against whom the testimony is offered; (2) the 

ability of the party to cure the prejudice; (3) the extent to which introducing such 

testimony would disrupt the trial; and (4) the moving party’s bad faith or 

willfulness.  Woodworker’s Supply, Inc. v. Principal Mutual Life Ins. Co., 170 F.3d 

985, 993 (10th Cir. 1999). 

 Also, “Federal Rule of Civil Procedure 26(a)(2)(B) requires parties to serve 

expert disclosures containing “a complete statement of all opinions to be expressed 

and the basis and reasons therefore. . . .”  Fed.R.Civ.P. 26(a)(2)(B); see also Sierra 

                                                                                                                                        
 Finally, and most importantly, it should be noted that TAP-Abbott never 

produced the internal communications regarding Lupron that had been requested 

since October 20, 2008.  See CR 56:3-16).  Rather, these were flatly rebuffed and 

never addressed by the Magistrate’s erroneous Minute Entry, with no formal order. 

See CR 56.  So, TAP-Abbott’s flagrant, bad-faith discovery tactics paid off in 

spades for TAP-Abbott in what can only be called a complete travesty of justice 

for Ms. Klein and the general public. 
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Club v. Cedar Point Oil Co., 73 F.3d 546, 569 (5th Cir. 1996) (“Rule 26(a) 

requires initial expert disclosures to be complete and detailed).  The purpose of this 

requirement is to “avoid the disclosure of sketchy and vague’ expert information.”  

Id. (citing Fed.R.Civ.P. 26 advisory committee’s note).  

 Rule 26(e)(1) provides that parties are under a duty to supplement their 

disclosures or discovery responses when they learn that a prior response was 

incomplete or incorrect and that the additional corrective information was not 

otherwise known to the other parties during the discovery process.  Fed.R.Civ.P. 

26(e)(1).  In addition, that subsection provides that with respect to expert reports, 

any additions or other changes must be disclosed by the parties by the time their 

Rule 26(a)(3) pretrial disclosures are due (at least 30 days before trial, pursuant to 

Rule 26(a)(3)(c)).   

 In this case, Ms. Klein timely provided her initial expert reports by March 

20, 2009, per the Scheduling Order (CR 38).  Ms. Klein’s supplemental expert 

reports were updated and disclosed prior to the 30 day deadline, and, thus, they 

were not late in any way.  Further, any delay in updating the expert reports was 

directly related to the late production of discovery by TAP-Abbott.  After 

discovery documents were finally produced by TAP-Abbott in June 2009, the 

documents were held in the Magistrate’s chambers (for nine months) until March 

26, 2010, after which the documents were finally released to Ms. Klein’s counsel.  

It would have been, therefore, impossible for Ms. Klein’s counsel to have updated 
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or supplemented her expert reports prior to the close of discovery.  Under the 

circumstances, the supplemental expert reports submitted by Ms. Klein’s experts 

were timely and it was an abuse of discretion for the district court to rule 

otherwise.  This error, particularly together with the other errors of the district 

court in its evidentiary rulings, resulted in substantial prejudice to Ms. Klein in the 

presentation of her case and, therefore, warrants a remand for a new trial. 

II. 

 

A NEW TRIAL IS REQUIRED BASED ON THE 

DISTRICT COURT’S ERRONEOUS DISCOVERY RULINGS 

A. Standard of Review 

 This Court reviews the district court’s rulings concerning discovery for an 

abuse of discretion.  See Preminger v. Peake, 552 F.3d 757, 768 n.10 (9th Cir. 

2008); Childress v. Darby Lumber, Inc., 357 F.3d 1000, 1009 (9th Cir. 2004).  “A 

district court is vested with broad discretion to permit or deny discovery, and a 

decision to deny discovery will not be disturbed except upon the clearest showing 

that the denial of discovery results in actual and substantial prejudice to the 

complaining litigant.”  Laub v. United States Dep’t of Interior, 342 F.3d 1080, 

1084, 1093 (9th Cir. 2003) (internal quotation marks and citation omitted); see also 

Kulas v. Flores, 255 F.3d 780, 783 (9th Cir. 2001) (the district court’s rulings 

concerning discovery will only be reversed if the ruling more likely than not 
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affected the verdict); Blackburn v. United States, 100 F.3d 1426, 1436 (9th Cir. 

1996) (the district court has wide discretion in controlling discovery and the ruling 

will not be overturned absent a showing of clear abuse of discretion). 

B. The Purpose of Discovery 

 The purpose of discovery is clear.  It is to aid a party in the preparation of 

their case.  See Pacific Fisheries v. U.S., 484 F.3d 1103, 1112 (9th Cir. 2007).  

However, when one party elects to use discovery to thwart the right of another 

party to prepare its case, it is an appropriate exercise of the Court’s discretion to 

level the playing field and insist upon full and complete answers and the 

production of all documents which might lead to admissible evidence to which a 

privilege does not apply. 

 The Federal Rules of Civil Procedure permit discovery of “any matter, not 

privileged, that is relevant to the claim or defense of any party.”  Fed.R.Civ.P. 

26(b)(1).  Discovery is not limited solely to admissible evidence but encompasses 

matters which appear reasonably calculated to lead to the discovery of admissible 

evidence.”  Oppenheimer Fund, Inc. v. Sanders, 437 U.S. 340 (1978). “ Relevance 

is construed broadly and determined in relation to the facts and circumstances of 

each case.”  Hall v. Harleysville Ins. Co., 164 F.R.D. 406, 407 (E.D. Pa. 1996). 

 Federal Civil Procedure Rule 37 contemplates complete and full cooperation 

in the discovery process coupled with its mechanism to insure that compliance 
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through motions to compel where a party fails to appropriately respond to 

discovery propounded.  Specifically, Rule 37, in the relevant part, states: 

Rule 37.  Failure to Make Disclosures or to Cooperate in 

Discovery; Sanctions  

(a) Motion for an Order Compelling Disclosure or Discovery. 

 A party seeking discovery may move for an order compelling 

an answer, designation, production, or inspection. This motion 

may be made if: 

 (I) 

* * * 

(iii) a party fails to answer an interrogatory submitted under 

Rule 33; or 

(iv) a party fails to respond that inspection will be permitted — 

or fails to permit inspection — as requested under Rule 34. 

 (4) Evasive or Incomplete Disclosure, Answer, or Response. 

For purposes of this subdivision (a), an evasive or incomplete 

disclosure, answer, or response must be treated as a failure to 

disclose, answer, or respond.   

 

(Emphasis added). 

 The discovery process should not be a contest of size and resources, but an 

honest examination of the relevant facts and evidence.  Due process requires an 

element of fundamental fairness, which applies also in the discovery phase of the 

proceedings.   

Case: 11-17250     06/06/2012     ID: 8204116     DktEntry: 24-2     Page: 47 of 131



36 

 Many large corporate entities apparently prefer to use evasive, shifty, 

uncooperative and incomplete answers as a discovery tool, thereby putting undue 

burden upon the Plaintiff, who has substantially fewer resources.   In such a case, 

judicial intervention is required in order to compel that which should have been 

provided voluntarily as contemplated by the rules.  Such conduct should not be 

excused or even rewarded by the court by inaction, which would only effect  

further damages upon the disabled.   

 Further, information relating to post claim remediation, both in the product 

itself and in the packaging materials, is relevant.  See Fed.R.Evid. 407 

(Remediation evidence is admissible to prove intent and purpose).  As such, the 

district court should have overruled all objections concerning prior claims of injury 

or other litigation involving claims of injuries arising from the Lupron Depot 

product. 

 TAP-Abbott objected to almost every request for production based on the 

requested documents being overly broad, unduly burdensome and not reasonably 

calculated to lead to admissible evidence.  Clearly, while the submissions to the 

FDA may be substantial in volume, such request was not overly broad.  These 

submissions included scientific studies, adverse reactions and other evidence 

which are clearly relevant to the issues before this Court.  In addition, all labeling, 

package inserts, brochures, printed literature, and other documentation distributed 

or circulated by TAP-Abbott about Lupron were similarly relevant to the issues 
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before this Court as these materials are statements by TAP-Abbott about the 

efficacy of Lupron and its potential uses.   

 As noted above, the purpose of discovery is clear.  It is to aid a party in the 

preparation of their case.  See Pacific Fisheries, 484 F.3d at 1112.  Unfortunately, 

in this case the magistrate and the trial judge simply were not willing to go the 

lengths necessary to assure that the purposes of discovery were fulfilled with 

regard to the preparation of Ms. Klein’s case, as reflected in the following 

statement made in the context of considering the party’s respective motions in 

limine prior to trial: 

 I will say, however, that this trial will not rehash or make an 

issue of discovery, any failures of discovery, or failures of 

disclosure, or what have you.  We’re not going to get involved in 

discovery debates and issues.  I have seen no evidence that – of 

any intentional failure to disclose things that were not ultimately 

disclosed and I will not turn this into a discovery issue to try to 

show that one side or the other is trying to hide things.  The 

discovery is what it is. 

 You’ve had plenty of time to bring motions and have brought 

motions with respect to this and those motions have been, to a 

certain extent, granted and orders issued for disclosure and that’s 

as far as that is going to go. 

7/15/2011 Trans. at 25:20 – 26:6 [1 ER 96] (emphasis added). 
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C. The District Court’s Erroneous Discovery Orders Were so Unfair as to 

Constitute an Abuse of Discretion, and a Violation of Public Policy 

 As a result of the district court’s discovery rulings, Ms. Klein was denied the 

ability to discover relevant evidence, most especially TAP-Abbott’s internal 

communications regarding the Lupron label and the reasons for the variations in 

the various Lupron labels used at other times and/or outside of the United States.  

The district court’s discovery orders were an abuse of discretion, caused 

substantial prejudice to Ms. Klein in the presentation of her case, and, therefore 

warrant a new trial.  Moreover, if the district court’s rulings are allowed to stand, 

to be adopted and followed by other courts, this Court will be opening the door for 

additional discovery abuses by drug companies in future cases—much to the likely 

detriment of the general public, who rightly expect to be protected when drug 

companies fail to adequately warn of the dangers of their drugs present.   

1. TAP-Abbott’s Discovery Abuses 

 Starting in 2008, Ms. Klein’s counsel sent discovery requests to TAP-

Abbott’s counsel requesting, inter alia, internal communications, or any internal 

documents, that referred or related to Lupron.  This was an attempt to track the 

changes in the Lupron label, which that had formerly warned of “thyroid 

enlargement” as well as extreme bone density loss.  Each of these are adverse 

events that Ms. Klein suffered—and which were no longer listed among the 
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warning in the 2005 Lupron label she received.  See CR 56 at 26:19 – 27:7 (Ms. 

Klein’s Interrogatory No. 3 and TAP-Abbott’s Response).  As the Response to 

Interrogatory No. 3 indicates, the internal communications regarding Lupron were 

completely stonewalled and never produced.
10

  

 TAP-Abbott’s discovery responses were answered on November 24, 2008.  

TAP-Abbott failed to respond to any interrogatories or any requests for production 

of documents and, instead, declared that access to the documents would be 

provided only after a protective order was signed.  On or about January 12, 2009, 

the protective order was agreed to by Ms. Klein’s counsel.  On February 13, 2009, 

counsel for Ms. Klein travelled to Chicago to review the documents.  Counsel for 

Ms. Klein was taken to a moot court room that contained 25 boxes.  The 25 boxes 

were not placed in numerical order and were generally disorganized and did not 

have an index.  Counsel reviewed all of the documents in the boxes twice during 

the review process. 

 There were over 10,000 pages of documents that were available to view in 

electronic format.  Counsel purchased two 4 GB flash drives to download all of the 

electronic documents.  However, counsel for TAP-Abbott refused to allow Ms. 

                                           
10

  This apparently was the general approach for all of TAP-Abbott’s discovery 

responses.  (For an example of the tone of discovery abuse of TAP-Abbott, 

refusing to answer virtually any discovery requests in good faith, please refer to 

Ms. Klein’s discovery requests and responses thereto attached to Ms. Klein’s 

motion to compel (CR 56) and in the attachments thereto, CR 56 at 23-74). 
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Klein’s attorney to download the electronic documents so that she could review 

them upon returning to Las Vegas.  Instead, TAP-Abbott demanded another 

protective order.  The electronic documents were received on March 28, 2009, 

eight days after the expert report deadline on March 20, 2009.  This denied Ms. 

Klein’s experts the time to review all the available documents.   

 All of these issues were raised in Klein’s Motion to Compel Discovery (CR 

60) and the affidavit of counsel attached thereto. 

2. Ms. Klein’s Efforts at Obtaining the Discovery She Was Entitled To 

 Ms. Klein also filed a Motion to Amend/Correct & Extend Discovery Plan & 

Scheduling Order on June 16, 2009 (see CR 66).  This Motion was filed due to the 

fact that the Magistrate had already compelled TAP-Abbott to comply with Ms. 

Klein’s discovery requests.  TAP-Abbott admitted when they finally complied that 

indeed they had not provided all of the documents, just as Ms. Klein had alleged.  

Further, Ms. Klein was seeking an opportunity for a new Discovery Plan so that 

her experts could examine the documents that were contained on the computer 

disks that were received after their initial reports were due on March 20, 2009 and 

for their experts to review the documents that were being provided pursuant to the 

motion to compel.  The Magistrate denied Ms. Klein’s motion to extend discovery  

nine months later.  See CR 120 (Order Denying [66] Plaintiff’s Motion to Extend 

and Amend Discovery Plan, etc.).   
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 Then on 7/15/2011, the trial judge granted TAP-Abbott’s motion to strike 

Ms. Klein’s supplemental expert reports (CR 231) without giving Ms. Klein an 

opportunity to respond.  See 7/15/2011 Trans. at 28:6, and 36:4 – 37:12 [ 1 ER 99, 

107-08].  This order effectively limited Ms. Klein’s expert’s testimony to only 

those opinions and other matters from the expert reports of March 20, 2009—

essentially shutting the door on allowing her experts to review and discuss the rest 

of the discovery which TAP-Abbott had produced late.  As argued in the previous 

section of this brief, this handicapped Ms. Klein’s case to the point of cutting off 

all ability to properly present her case to the jury.   

 Further, according to TAP-Abbott’s designated employee for labeling, 

David C. Ross, the former Director of Regulatory Affairs for Abbott Laboratories, 

the Annual Reports containing the MedWatch reports would not have been 

difficult to obtain because the reports were prepared pursuant to FDA regulations 

on an annual basis.  See CR 60-3 (affidavit of counsel).  However, these documents 

were not provided until after Ms. Klein’s motion to compel and were kept from 

Ms. Klein’s counsel until after March 26th, 2010.  See CR 60-3 (including affidavit 

of counsel).  The district court inability, or unwillingness, to assure that Ms. Klein 

completely—and timely—received the discovery she was rightfully due 

substantially prejudiced Ms. Klein in her trial preparation and, ultimately, in her 

ability to present her case to the jury.   
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3. The Prejudicial Effect of TAP-Abbott’s Unremedied Discovery Abuses 

 The original Proposed Discovery Plan/Scheduling Order was only filed on 

July 16, 2008.  CR 19.  And the discovery was to be closed by June of 2009, even 

though this case involved literally tens of thousands of documents and records.  

Many of those documents were not received until March 28, 2009 and March of 

2010.  Each of these dates is beyond the expert report deadline of March 20, 2009.  

Obviously, this case involved extremely complicated litigation requiring additional 

time for discovery due to the enormous numbers of documents that must be 

reviewed and synthesized.  Nevertheless, the Magistrate refused to allow an 

extension of discovery, in spite of the effects of failing to do so on Ms. Klein’s 

ability to litigate her claims.  See CR 120 (order denying Ms. Klein’s motion to 

extend discovery plan and scheduling order); see also CR 66 (motion to extend 

discovery deadlines). 

 Ms. Klein was forced to file her Motion to Compel in order to obtain TAP-

Abbott’s internal communications regarding its label changes, and the adverse 

events that were reported regarding Lupron.  The Motion to Compel was heard 

before the Magistrate, who ruled via minute entry on 6/9/2009 (CR 64), which 

granted the Motion to Compel in a very limited way, and only insofar as TAP-

Abbott was to produce a list of items requested in Exhibit 8, attached to the 

motion.  However this Order allowed TAP-Abbott to escape production of any of 

the other materials requested, which had been wholly stonewalled by TAP-Abbott.  
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This included the all-important internal Lupron documents that Ms. Klein had 

requested.  See CR 56-2 at 26:19 – 27:7.   

 The Magistrate’s discovery order (CR 64) and the subsequent order 

affirming the same (CR 140 [1 ER 112]) were erroneous and not harmless error.  

The failure to require TAP-Abbott to produce their internal communications was 

extremely prejudicial to Ms. Klein, and extremely favorable to TAP-Abbott, who 

never had to disclose their rationale for initially warning for “enlarged thyroid” and 

extreme bone density loss in their earlier labels, and then removing these warnings 

from the label that Ms. Klein received.  TAP-Abbott was also never required to 

provide any internal communications regarding why they continue to warn for 

these removed adverse events in their foreign label.  This evidence was of vital 

importance to Ms. Klein, and the general public, as TAP-Abbott has set forth 

inconsistent and contradictory positions as to the labeling of adverse events of the 

kind that Ms. Klein suffered.  An inference could be drawn that the only reason 

why the adverse events were removed from Ms. Klein’s label was to increase sales 

of the Lupron product, even when it was known, as admitted in other Lupron 

labels, that it is associated with serious adverse events.  Ms. Klein was prevented 

from obtaining this discovery, however.   

 There is a public interest at stake here as well.  Common sense and 

experience informs that the purposeful under-warning of serious adverse events is 

likely the result of putting profits over patient safety, as Ms. Klein has alleged in 
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this case.  Unfortunately for Ms. Klein, and the general public, TAP-Abbott was 

given a free pass to entirely sidestep the issue and never be held accountable for 

the changes in its label.  She is now held to suffer, and the general public will also 

suffer as a result if this kind of stonewalling is approved in this case and allowed to 

serve as a precedent for future litigation. 

 If this matter is remanded, discovery should be re-opened and TAP-Abbott 

should be required to answer in good faith to the discovery requests, which they 

were able to unfairly—and improperly—avoid in the proceedings to date.
11

 

D. TAP-Abbott’s Past Criminal History and its Sanctionable Discovery Abuses 

in this Case 

 Defendants-Appellees’ criminal histories were raised in Ms. Klein’s Motion 

to Compel (CR 60, 60-2, 60-3) and were tendered to illustrate to the trial court that 

TAP-Abbott have a history of willfully withholding or manipulating data and 

breaking the law in a calculated way to the detriment of U.S. Citizens. 

 Both Abbott and TAP have already pleaded guilty to crimes involving 

fraudulent marketing of their products, including Medicare and Medicaid fraud, 

                                           
11

  Moreover, because of TAP-Abbott’s purposefully evasive approach to 

discovery, and the delays which arose therefrom, the district court should have 

extended the time period for filing expert reports or allowed all such reports to be 

supplemented by the responses to Interrogatories and documents produced in 

response to Requests for Production of Documents.  To do otherwise was to 

reward the very discovery abuses that the rules are designed to prevent. 
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conspiracy and bribery in regards to Lupron.  They are infamous manipulators of 

facts and data.  In this matter they used discovery abuse as a tactic to suppress the 

history of their label changes and the adverse events that are associated with 

Lupron.  TAP-Abbott was never forced to disclose internal communications 

regarding Lupron, or the reasons for the ever-changing label.  The suppression of  

TAP-Abbott’s internal communications rises to the level of spoliation if it is 

intentional.  TAP-Abbott’s nondisclosure of internal communications was 

effectively used as a sword and a shield in the district court.  First TAP-Abbott 

refused to produce timely discovery, and then it moved to strike Ms. Klein’s 

supplemental expert reports that are delayed as a result of TAP-Abbott’s discovery 

delays.   

 In Kawamata Farms v. United Agri Products, 948 P.2d 1055 (Haw. 1997), 

the Hawaii Supreme Court found that DuPont had intentionally withheld 

information and documents that it should have produced during discovery, the 

circuit court sanctioned DuPont by, among other things, (a) ordering DuPont to 

pay a $1.5 million fine to the State of Hawaii, (b) lifting previous protective orders 

concerning the confidentiality of DuPont documents, with the exception of those 

documents that contained trade secrets, and (c) declaring that the circuit court 

would give the jury remedial instructions  

 In Computer Task Group, Inc. v. Brotby, 364 F.3d 1112 (9th Cir. 2004), the 

Ninth Circuit noted that Discovery in that case was fought tooth and nail.  Brotby 
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refused to fully respond to CTG’s interrogatories.  Instead, he gave contradictory 

answers, made frivolous objections and filed baseless motions, never disclosing all 

the information CTG sought.  He made excuses and changed his story repeatedly, 

making it impossible for CTG to establish basic facts with any certainty.  Brotby 

also refused to produce key documents.  Faced with these roadblocks, CTG filed 

eight motions to compel discovery.  The magistrate judge granted all of the 

motions and issued five separate orders compelling Brotby’s cooperation.  The 

magistrate also imposed two monetary sanctions.  Brotby paid one but not the 

other.  In August of 1999 — two years after CTG filed suit — the parties were still 

mired in discovery.  CTG filed a motion for terminating sanctions under Federal 

Rule of Civil Procedure (b)(2).  In February 2000, the Magistrate Judge conducted 

a three-day hearing on the motion for sanctions.  Brotby was given the opportunity 

to cross-examine CTG’s witnesses, call his own witnesses and produce evidence.  

 After the hearing, the Magistrate Judge issued a report detailing Brotby’s 

discovery abuses and concluded that he “has engaged in a consistent, intentional, 

and prejudicial practice of obstructing discovery.”  Based on that finding, the 

Magistrate recommended that the motion for terminating sanctions be granted.  

The district court deferred to the Magistrate Judge’s credibility determination, see 

United States v. Raddatz, 447 U.S. 667, 676 (1980), but otherwise reviewed the 

record de novo.  The court found that Brotby would not cooperate in discovery, 

that lesser sanctions had failed to secure his cooperation, and that the only 
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available alternative was to adopt the magistrate judge’s recommendation and 

dismiss Brotby’s counter-claims, strike his answer and enter his default on CTG’s 

claims.  

 In Appling v. State Farm Mut. Auto Ins. Co., 340 F.3d 769 (9th Cir. 2003), 

the dissenting judge stated the following regarding pretrial discovery: As the Rules 

Advisory Committee has explained, Rule 26 explicitly imposes an affirmative duty 

“to engage in pretrial discovery in a responsible manner that is consistent with the 

spirit and purposes of Rules 26 through 37,” Fed.R.Civ.P. 26, Advisory Committee 

Notes, 1983 Amendment, Subdivision (g), and Rule 37 (c) permits a district court 

to sanction a party for making false or misleading discovery disclosures. See 

Fed.R.Civ.P. 37(c).  As the Washington Supreme Court has held, the Federal Rules 

of Civil Procedure explicitly encourage the imposition of sanctions for discovery 

abuse in part because “a spirit of cooperation and forthrightness during the 

discovery process is necessary for the proper functioning of modern trials.”  

Washington State Physicians Ins. Exch. & Ass’n v. Fisons Corp., 858 P.2d 1054, 

1077 (Wash. 1993).  The court noted that although “[f]air and reasoned resistance 

to discovery is not sanctionable. . . misleading . . . responses [are] . . . contrary to 

the purposes of discovery and . . . most damaging to the fairness of the litigation 

process.”  Id. at 1079. 

 In Fair Housing of Marin v. Combs, 285 F.3d 899 (9th Cir. 2002), the 

district court (N.D. Cal., Jenkins, J.) found that Fair Housing had standing and later 
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sanctioned Combs for discovery abuses by striking his Answer and entering a 

Default Judgment against him prior to trial.  The district court awarded the plaintiff 

compensatory damages of $24,377 and punitive damages of $74,400, and adopted 

the magistrate judge’s recommendation, made after a full hearing, of attorney’s 

fees and costs in the amount of $508,606.78. 

 As this Court has previously recognized: 

There is no point to a lawsuit, if it merely applies law to lies.  

True facts must be the foundation for any just result.  

Sometimes, as in Anheuser-Busch, a party’s discovery violations 

make it impossible for a court to be confident that the parties will 

ever have access to the true facts. 

 

Valley Engineers Inc. v. Electric Engineering Co., 158 F.3d 1051, 1058 (9th Cir. 

1998) (emphasis added) (referring to Anheuser-Busch, Inc. v. Natural Beverage 

Distributors, 69 F.3d 337, 352 (9th Cir. 1995)). 

E. Reversal, and Remand with Specific Instructions to the District Court 

Regarding Ms. Klein’s Right to Obtain Previously Requested Discovery, is 

Warranted 

 In this case a key component for Ms. Klein’s factual case (and any 

pharmaceutical case) is the Adverse Event Reports, MedWatch Reports, and the 

ever changing labeling of Defendant TAP-Abbott, which show remedial behavior 

that is admissible in a products liability case under Nevada law.  It was critically 

important that Ms. Klein be able to discover and prove to a jury what TAP-Abbott 
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knew about the lack of safety and effectiveness of the drug Lupron Depot.  She 

was prevented from doing so. 

 The district court’s erroneous discovery orders were harmful errors that 

prevented Ms. Klein from obtaining relevant facts to prove failure of TAP-Abbott 

to warn Ms. Klein—and the general public—for adverse events that are admittedly 

associated with TAP-Abbott’s drug, Lupron.  Ms. Klein is entitled to a new trial, 

with reopened discovery, and specific instructions to the district court that will 

guarantee that she receives the discovery that she is rightly entitled to on remand. 

III. 

 

THIS MATTER SHOULD BE REVERSED, AND REMANDED 

TO A NEW JUDGE, BASED ON THE DISTRICT COURT’S 

CLEAR DEMONSTRATION OF BIAS AGAINST MS. KLEIN 

A. Standard of Review 

 This Court has recognized that “[f]ederal judges are granted broad discretion 

in supervising trials, and a judge’s behavior during trial justifies reversal only if he 

abuses that discretion.  A judge’s participation during trial warrants reversal only if 

the record shows actual bias or leaves an abiding impression that the jury perceived 

an appearance of advocacy or partiality.”  Price v. Kramer, 200 F.3d 1237, 1252 

(9th Cir. 2000) (internal quotation marks and citation omitted). 
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B. The District Court’s Bias Was So Pervasive as To Deny Ms. Klein Access 

To Fair Discovery and, Ultimately, to Deny Her a Fair Trial 

 From the very start of the trial, and even before (for example, at the hearings 

on Motions in Limine), the trial judge exhibited extreme bias against Ms. Klein and 

her counsel and was so argumentative toward Ms. Klein’s case at trial as to 

completely derail any momentum that would have otherwise been established by 

Ms. Klein in the proof at trial.  Not only did the trial judge rule against Ms. Klein 

on virtually all of her Motions in Limine, but he also ruled for TAP-Abbott on 

virtually all their Motions in Limine.  7/15/11 Trans.  At trial this prepared the 

stage for a scenario where every time Ms. Klein’s counsel tried to present relevant 

evidence regarding TAP-Abbott’s knowledge of an association between Lupron 

and the un-warned adverse events that Ms. Klein suffered there was an objection 

made either by defense counsel or the court, sua sponte, resulting in rulings that 

denied Ms. Klein a fair opportunity to present the elements of her case of failure to 

warn to the jury.   

 In addition to the many erroneous evidentiary rulings in favor of the defense, 

noted above, see also the following excerpts indicative of court bias.  

1. The district court objects sua sponte and suggests the answer to the 

witness, and comments on the evidence, and arguing for the defense: 

Q.  What risks, sir?  That’s my point.  The risk that the FDA is  

pointing out to TAP and Abbott is “clinical significance.”  The 

risk that TAP and Abbott is telling the public is “not clinically 

significant.”  Isn’t that accurate?  
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THE COURT:  No, Counsel –  

THE WITNESS:  No.  

THE COURT: — that’s a misrepresentation of what that says. 

One’s talking about the overall problem; the part you’re reading 

is talking about for the first six months.  The rest of it refers to 

possible permanent loss.  

MR. NEMEROFF:  With respect your Honor, I’m on cross-

examination. 

 THE COURT: I understand that.  You’re just

 misrepresenting the thing in your question. 

 MR. NEMEROFF: With respect, your Honor, I don’t believe 

it’s the Court’s position to tell me or the witness or the jury what 

I’m doing or not.  I’m asking the witness a question.  If he thinks 

I’m misrepresenting, I think it’s up to him, not up to the Court, to 

point that out.  And I take umbrage with the fact that you’ve 

accused me of misrepresenting anything, which I have not.  

8/8/2011 PM Trans. at 1069:15 – 1070:10 [7 ER 1449-50]). 

2. The district court objects sua sponte, and argues for the defense: 

Q. So, in 2001, when the medical officer said that the “loss of 

BMD is the most clinically significant and ... adverse 

consequence of taking Lupron,” that medical officer did so with 

the entire body of scientific evidence in front of him or her to 

reach that conclusion; is that correct? 

A. Yes. 

Q. And, after that conclusion was reached, we have no 

explanation from anybody in a document that we have seen to 

explain why the “clinical significance” did not make its way into 

the label that made its way into Karin Klein’s hands; isn’t that 

true? 
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A. No. I can explain. 

Q. I don’t want an explanation. I’m asking — 

THE COURT: Coun- — 

BY MR. NEMEROFF: 

Q. — for a document. 

THE COURT: — Counsel, he’s already explained it and made 

reference to a document and read you portions of it which he said 

was an explanation of that language. Doesn’t have those two 

words that you talked about. But his testimony has been that the 

language that he read from the label and the insert sheet, or 

both — I’m not sure which he was reading from – he said was an 

interpretation to explain that. We can go round and round if we 

want to, Counsel, but he’s answered that question.  

MR. NEMEROFF: I have to object to the Court’s comments as 

basically the argument of the defendants that they’ll be making 

in this case and I would appreciate, your Honor, if you would not 

do so. He has not explained it. What he has told me it his 

interpretation of the label. He has not shown me a document — 

BY MR. NEMEROFF: 

Q. And I’ll ask you again: Is there a document that explains why 

there is a difference between the 2001 medical officer FDA 

review language and the label in 2005, something — 

THE COURT: And he’s — 

BY MR. NEMEROFF: 

Q. — from that — 

THE COURT: — testified there isn’t a difference. 

MR. REIDY: I object as asked and answered, your Honor. 
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THE COURT: It is asked and answered.  The objection’s 

sustained. 

MR. NEMEROFF: Well, I submit we’ll let the jury determine 

whether that’s been asked and answered or — or — 

THE COURT: We will indeed. 

8/8/2011 PM Trans. at 1074:6 – 1075:24 [7 ER 1454-55]. 

3. The district court unfairly limits cross-examination of TAP-Abbott’s 

FDA expert, Dr. Peck, regarding Lupron labels (8/8/2011 PM Trans. at 1054 – 

1059 [7 ER 1434-39]). 

4. The district court sua sponte interjects opinion on lack of bias of TAP-

Abbott expert, with no prior objection by defense counsel. (8/8/2011 PM Trans. at 

1019:7 – 1022:5 [7 ER 1399-1402]). 

5. Court does not allow Ms. Klein counsel to cross-examine TAP-

Abbott’s FDA expert, Dr. Peck, concerning scientific journal articles; and, the 

district court sua sponte negates foundation for Dr. Peck’s testimony regarding 

scientific journals.  (8/8/2011 PM Trans. at 1034:3 – 1038:2 [7 ER 1414-18]). 

6. The district court does not allow cross-examination of Dr. Peck, FDA 

expert and makes defense objections and comments on evidence sua sponte. 

(8/8/2011 PM Trans. at 1038:6 – 1041:22 [7 ER 1418-21]). 

7. The district court sua sponte interrupts Ms. Klein counsel’s cross-

examination of Dr. Peck, FDA expert and refuses to allow questioning and begins 

to argue on  behalf of defense and suggesting answer to witness. (8/8/2011 PM 

Trans. at 1048:21 – 1051:12 [7 ER 1428-31]). 

8. The district court sua sponte objects to questioning of Dr. Peck, FDA 

expert, and  comments on Ms. Klein counsel’s questioning as not being legitimate.  

(8/8/2011 PM Trans. at 1052:1-8 [7 ER 1432]). 

9. The district court objects sua sponte, “counsel you’re testifying.”  

10. The district court lodged multiple objections sua sponte for the 

defense, commented on evidence in favor of defense, and argued for defense.  
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(8/2/2011 AM Trans. at 135:17-25 [3 ER 514]; 8/2/2011 AM Trans. at 136:7 – 18 

[3 ER 515]; 8/2/2011 AM Trans. at 138:1 – 12 [3 ER 517]; 8/2/2011 AM Trans. at 

139:2 – 19 [3 ER 518]; 8/2/2011 AM Trans. at 140:11 [3 ER 519]; 8/2/2011 AM 

Trans. at 140:24 – 141:8 [3 ER 520]); 

11. The district court comments on evidence during cross examination of 

Ms. Klein’s FDA expert: (8/2/2011 PM Trans. at 183:22 – 184:1 [4 ER 562-63]);  

12. The district court sua sponte attempts to discredit Ms. Klein’s FDA 

expert and starts to cross-examine witness: (8/2/2011 PM Trans. at 192:12- 193:1 

[4 ER 571]); 

13. The district court sua sponte argues with Ms. Klein’s FDA expert, Dr. 

Gueriguian.  (8/2/2011 PM Trans. at 242:18 243:14 [4 ER 621-22]); 

14. The district court refused to allow cross-examination of TAP-Abbott’s 

expert by reference to scientific journal.  (8/5/2011 PM Trans. at 853:3 – 855:6 [4 

ER 631-23]). 

 

 Judicial rulings may constitute bias “only in the rarest circumstances. . . 

[where] they display a deep-seated favoritism or antagonism that would make fair 

judgment impossible.”  Liteky v. United States, 510 U.S. 540, 555 (1994).  The 

Magistrate and the trial judge in the case exceed the rare standard stated in Liteky, 

starting from their allowing TAP-Abbott to grossly violate the discovery rules from 

the very beginning, refusal to compel TAP-Abbott to provide answers to discovery, 

then holding TAP-Abbott’s discovery production in chambers for over nine 

months (requiring Ms. Klein to pay in excess of $4,000.00 “forthwith” in order to 

receive the “in chambers” production), while Ms. Klein had no access to them 

during the defense of multiple summary judgment motions, and Daubert motions, 
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which she also needed to confer with her experts for trial preparation and for the 

drafting of the supplemental expert reports.  Judicial bias is also very obvious in 

multiple rulings on the Motions in Limine, which were decided overwhelmingly in 

favor of TAP-Abbott: the motion to strike Ms. Klein’s supplemental expert reports, 

which was granted without affording Ms. Klein an opportunity to respond; and 

throughout the trial by making evidentiary rulings that literally tied Ms. Klein’s 

hands and stymied the presentation of her case to the jury.  Finally, the trial judge’s 

many statements to the jury as to his opinion of the character of what little 

evidence was actually adduced completely guaranteed that Ms. Klein would not 

receive a fair trial. 

 If this matter is remanded, this court has the power to reassign this matter to 

another judge based upon the court’s statutory power to require such further 

proceedings to be had as may be just under the circumstances.  See 28 U.S.C. 

§ 2106; see also Log Cabin Republicans v. U.S., 658 F.3d 1162, 1167 (9th Cir. 

2011). 
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CONCLUSION 

 For the reasons set forth above, Ms. Klein requests that this Court reverse 

the judgment of the district court and remand this case for a new trial before a 

different judge and magistrate, consistent with this Court’s disposition of the 

various evidentiary and discovery issues raised herein.  She requests, in particular, 

that any remand include specific instructions that the district court, inter alia, 

reopen discovery, allow Ms. Klein’s experts to supplement their reports, and 

compel TAP-Abbott to comply with Ms. Klein’s outstanding requests—including, 

but not limited to, those which asked for TAP-Abbott’s internal communications 

regarding the changes to the various Lupron labels and the deletion and addition of 

certain adverse events therein, and vacate the fees and costs award of $4,074.60 

awarded by the district court during discovery. 

 

 DATED:  June 6, 2012. 

 

      Respectfully Submitted, 

 

 

 /s/ Beau Sterling 

 ------------------------------------ 

 BEAU STERLING 

 

 

 /s/ Joseph J. Huggins 

 ------------------------------------ 

 JOSEPH J. HUGGINS 

 

      Attorneys for Appellant 
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STATEMENT OF RELATED CASES 

 Counsel is aware of no other related cases pending before this or any other 

court. 
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21 U.S.C. § 355-1.  Risk evaluation and mitigation strategies 

(b) Definitions 
 

For purposes of this section: 
 

(1) Adverse drug experience  
 

The term “adverse drug experience” means any adverse event associated with the use of a 

drug in humans, whether or not considered drug related, including--  
 

(A) an adverse event occurring in the course of the use of the drug in professional practice;  
 

(B) an adverse event occurring from an overdose of the drug, whether accidental or 

intentional;  
 

(C) an adverse event occurring from abuse of the drug;  
 

(D) an adverse event occurring from withdrawal of the drug; and  
 

(E) any failure of expected pharmacological action of the drug.  
 

(2) Covered application  
 

The term “covered application” means an application referred to in section 355(p)(1)(A) of 

this title.  
 

(3) New safety information  
 

The term “new safety information”, with respect to a drug, means information derived from 

a clinical trial, an adverse event report, a postapproval study (including a study under 

section 355(o)(3) of this title), or peer-reviewed biomedical literature; data derived from 

the postmarket risk identification and analysis system under section 355(k) of this title; or 

other scientific data deemed appropriate by the Secretary about--  
 

(A) a serious risk or an unexpected serious risk associated with use of the drug that the 

Secretary has become aware of (that may be based on a new analysis of existing 

information) since the drug was approved, since the risk evaluation and mitigation strategy 

was required, or since the last assessment of the approved risk evaluation and mitigation 

strategy for the drug; or  
 

(B) the effectiveness of the approved risk evaluation and mitigation strategy for the drug 

obtained since the last assessment of such strategy.  
 

(4) Serious adverse drug experience  
 

The term “serious adverse drug experience” is an adverse drug experience that--  
 

(A) results in--  
 

(i) death;  
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(ii) an adverse drug experience that places the patient at immediate risk of death from the 

adverse drug experience as it occurred (not including an adverse drug experience that 

might have caused death had it occurred in a more severe form);  
 

(iii) inpatient hospitalization or prolongation of existing hospitalization;  
 

(iv) a persistent or significant incapacity or substantial disruption of the ability to conduct 

normal life functions; or  
 

(v) a congenital anomaly or birth defect; or  
 

(B) based on appropriate medical judgment, may jeopardize the patient and may require a 

medical or surgical intervention to prevent an outcome described under subparagraph (A).  
 

(5) Serious risk  
 

The term “serious risk” means a risk of a serious adverse drug experience.  
 

(6) Signal of a serious risk  
 

The term “signal of a serious risk” means information related to a serious adverse drug 

experience associated with use of a drug and derived from--  
 

(A) a clinical trial;  
 

(B) adverse event reports;  
 

(C) a postapproval study, including a study under section 355(o)(3) of this title;  
 

(D) peer-reviewed biomedical literature;  
 

(E) data derived from the postmarket risk identification and analysis system under section 

355(k)(4) of this title; or  
 

(F) other scientific data deemed appropriate by the Secretary.  
 

(7) Responsible person  
 

The term “responsible person” means the person submitting a covered application or the 

holder of the approved such application.  
 

(8) Unexpected serious risk  
 

The term “unexpected serious risk” means a serious adverse drug experience that is not 

listed in the labeling of a drug, or that may be symptomatically and pathophysiologically 

related to an adverse drug experience identified in the labeling, but differs from such 

adverse drug experience because of greater severity, specificity, or prevalence.  
 

 

CREDIT(S) 

 

(June 25, 1938, c. 675, § 505-1, as added Sept. 27, 2007, Pub.L. 110-85, Title IX, § 

901(b), 121 Stat. 926.)
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28 U.S.C. § 2106.  Determination 

The Supreme Court or any other court of appellate jurisdiction may affirm, modify, vacate, 

set aside or reverse any judgment, decree, or order of a court lawfully brought before it for 

review, and may remand the cause and direct the entry of such appropriate judgment, 

decree, or order, or require such further proceedings to be had as may be just under the 

circumstances. 

 

 

CREDIT(S) 

 

(June 25, 1948, c. 646, 62 Stat. 963.)
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Federal Rules of Civil Procedure Rule 26 

Rule 26. Duty to Disclose; General Provisions Governing Discovery 

(a) Required Disclosures. 
 

(1) Initial Disclosure.  
 

(A) In General. Except as exempted by Rule 26(a)(1)(B) or as otherwise stipulated or 

ordered by the court, a party must, without awaiting a discovery request, provide to the 

other parties:  
 

(i) the name and, if known, the address and telephone number of each individual likely to 

have discoverable information--along with the subjects of that information--that the 

disclosing party may use to support its claims or defenses, unless the use would be solely 

for impeachment;  
 

(ii) a copy--or a description by category and location--of all documents, electronically 

stored information, and tangible things that the disclosing party has in its possession, 

custody, or control and may use to support its claims or defenses, unless the use would be 

solely for impeachment;  
 

(iii) a computation of each category of damages claimed by the disclosing party--who must 

also make available for inspection and copying as under Rule 34 the documents or other 

evidentiary material, unless privileged or protected from disclosure, on which each 

computation is based, including materials bearing on the nature and extent of injuries 

suffered; and  
 

(iv) for inspection and copying as under Rule 34, any insurance agreement under which an 

insurance business may be liable to satisfy all or part of a possible judgment in the action or 

to indemnify or reimburse for payments made to satisfy the judgment.  

 

(B) Proceedings Exempt from Initial Disclosure. The following proceedings are exempt from 

initial disclosure:  

 

(i) an action for review on an administrative record;  

 

(ii) a forfeiture action in rem arising from a federal statute;  

 

(iii) a petition for habeas corpus or any other proceeding to challenge a criminal conviction 

or sentence;  

 

(iv) an action brought without an attorney by a person in the custody of the United States, 

a state, or a state subdivision;  

 

(v) an action to enforce or quash an administrative summons or subpoena;  

 

(vi) an action by the United States to recover benefit payments;  

 

(vii) an action by the United States to collect on a student loan guaranteed by the United 

States;  
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(viii) a proceeding ancillary to a proceeding in another court; and  

 

(ix) an action to enforce an arbitration award.  

 

(C) Time for Initial Disclosures--In General. A party must make the initial disclosures at or 

within 14 days after the parties' Rule 26(f) conference unless a different time is set by 

stipulation or court order, or unless a party objects during the conference that initial 

disclosures are not appropriate in this action and states the objection in the proposed 

discovery plan. In ruling on the objection, the court must determine what disclosures, if 

any, are to be made and must set the time for disclosure.  

 

(D) Time for Initial Disclosures--For Parties Served or Joined Later. A party that is first 

served or otherwise joined after the Rule 26(f) conference must make the initial disclosures 

within 30 days after being served or joined, unless a different time is set by stipulation or 

court order.  

 

(E) Basis for Initial Disclosure; Unacceptable Excuses. A party must make its initial 

disclosures based on the information then reasonably available to it. A party is not excused 

from making its disclosures because it has not fully investigated the case or because it 

challenges the sufficiency of another party's disclosures or because another party has not 

made its disclosures.  

 

(2) Disclosure of Expert Testimony.  

 

(A) In General. In addition to the disclosures required by Rule 26(a)(1), a party must 

disclose to the other parties the identity of any witness it may use at trial to present 

evidence under Federal Rule of Evidence 702, 703, or 705.  

 

(B) Witnesses Who Must Provide a Written Report. Unless otherwise stipulated or ordered 

by the court, this disclosure must be accompanied by a written report--prepared and signed 

by the witness--if the witness is one retained or specially employed to provide expert 

testimony in the case or one whose duties as the party's employee regularly involve giving 

expert testimony. The report must contain:  

 

(i) a complete statement of all opinions the witness will express and the basis and reasons 

for them;  

 

(ii) the facts or data considered by the witness in forming them;  

 

(iii) any exhibits that will be used to summarize or support them;  

 

(iv) the witness's qualifications, including a list of all publications authored in the previous 

10 years;  

 

(v) a list of all other cases in which, during the previous 4 years, the witness testified as an 

expert at trial or by deposition; and  

 

(vi) a statement of the compensation to be paid for the study and testimony in the case.  

 

(C) Witnesses Who Do Not Provide a Written Report. Unless otherwise stipulated or ordered 

by the court, if the witness is not required to provide a written report, this disclosure must 

state:  

 

(i) the subject matter on which the witness is expected to present evidence under Federal 

Rule of Evidence 702, 703, or 705; and  
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(ii) a summary of the facts and opinions to which the witness is expected to testify.  

 

(D) Time to Disclose Expert Testimony. A party must make these disclosures at the times 

and in the sequence that the court orders. Absent a stipulation or a court order, the 

disclosures must be made:  

 

(i) at least 90 days before the date set for trial or for the case to be ready for trial; or  

 

(ii) if the evidence is intended solely to contradict or rebut evidence on the same subject 

matter identified by another party under Rule 26(a)(2)(B) or (C), within 30 days after the 

other party's disclosure.  

 

(E) Supplementing the Disclosure. The parties must supplement these disclosures when 

required under Rule 26(e).  

 

(3) Pretrial Disclosures.  

 

(A) In General. In addition to the disclosures required by Rule 26(a)(1) and (2), a party 

must provide to the other parties and promptly file the following information about the 

evidence that it may present at trial other than solely for impeachment:  

 

(i) the name and, if not previously provided, the address and telephone number of each 

witness--separately identifying those the party expects to present and those it may call if 

the need arises;  

 

(ii) the designation of those witnesses whose testimony the party expects to present by 

deposition and, if not taken stenographically, a transcript of the pertinent parts of the 

deposition; and  

 

(iii) an identification of each document or other exhibit, including summaries of other 

evidence--separately identifying those items the party expects to offer and those it may 

offer if the need arises.  

 

(B) Time for Pretrial Disclosures; Objections. Unless the court orders otherwise, these 

disclosures must be made at least 30 days before trial. Within 14 days after they are made, 

unless the court sets a different time, a party may serve and promptly file a list of the 

following objections: any objections to the use under Rule 32(a) of a deposition designated 

by another party under Rule 26(a)(3)(A)(ii); and any objection, together with the grounds 

for it, that may be made to the admissibility of materials identified under Rule 

26(a)(3)(A)(iii). An objection not so made--except for one under Federal Rule of Evidence 

402 or 403--is waived unless excused by the court for good cause.  

 

(4) Form of Disclosures. Unless the court orders otherwise, all disclosures under Rule 

26(a) must be in writing, signed, and served.  

 

* * * 

 

(e) Supplementing Disclosures and Responses. 
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(1) In General. A party who has made a disclosure under Rule 26(a)--or who has 

responded to an interrogatory, request for production, or request for admission--must 

supplement or correct its disclosure or response:  

 

(A) in a timely manner if the party learns that in some material respect the disclosure or 

response is incomplete or incorrect, and if the additional or corrective information has not 

otherwise been made known to the other parties during the discovery process or in writing; 

or  

 

(B) as ordered by the court.  

 

(2) Expert Witness. For an expert whose report must be disclosed under Rule 

26(a)(2)(B), the party's duty to supplement extends both to information included in the 

report and to information given during the expert's deposition. Any additions or changes to 

this information must be disclosed by the time the party's pretrial disclosures under Rule 

26(a)(3) are due.  

 

* * * 

CREDIT(S) 

 

(Amended December 27, 1946, effective March 19, 1948; January 21, 1963, effective July 

1, 1963; February 28, 1966, effective July 1, 1966; March 30, 1970, effective July 1, 1970; 

April 29, 1980, effective August 1, 1980; April 28, 1983, effective August 1, 1983; March 2, 

1987, effective August 1, 1987; April 22, 1993, effective December 1, 1993; April 17, 2000, 

effective December 1, 2000; April 12, 2006, effective December 1, 2006; April 30, 2007, 

effective December 1, 2007; April 28, 2010, effective December 1, 2010.) 

 

ADVISORY COMMITTEE NOTES 

1983 Amendment 

* * * 

Subdivision (g); Signing of Discovery Requests, Responses, and Objections. Rule 

26(g) imposes an affirmative duty to engage in pretrial discovery in a responsible manner 

that is consistent with the spirit and purposes of Rules 26 through 37. In addition, Rule 

26(g) is designed to curb discovery abuse by explicitly encouraging the imposition of 

sanctions. The subdivision provides a deterrent to both excessive discovery and evasion by 

imposing a certification requirement that obliges each attorney to stop and think about the 

legitimacy of a discovery request, a response thereto, or an objection. The term “response” 

includes answers to interrogatories and to requests to admit as well as responses to 

production requests. 

 

If primary responsibility for conducting discovery is to continue to rest with the litigants, 

they must be obliged to act responsibly and avoid abuse. With this in mind, Rule 26(g), 

which parallels the amendments to Rule 11, requires an attorney or unrepresented party to 

sign each discovery request, response, or objection. Motions relating to discovery are 

governed by Rule 11. However, since a discovery request, response, or objection usually 

deals with more specific subject matter than motions or papers, the elements that must be 

certified in connection with the former are spelled out more completely. The signature is a 

certification of the elements set forth in Rule 26(g). 
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Although the certification duty requires the lawyer to pause and consider the 

reasonableness of his request, response, or objection, it is not meant to discourage or 

restrict necessary and legitimate discovery. The rule simply requires that the attorney make 

a reasonable inquiry into the factual basis of his response, request, or objection. 

 

The duty to make a “reasonable inquiry” is satisfied if the investigation undertaken by the 

attorney and the conclusions drawn therefrom are reasonable under the circumstances. It is 

an objective standard similar to the one imposed by Rule 11. See the Advisory Committee 

Note to Rule 11. See also Kinee v. Abraham Lincoln Fed. Sav. & Loan Ass'n, 365 F.Supp. 

975 (E.D.Pa.1973). In making the inquiry, the attorney may rely on assertions by the client 

and on communications with other counsel in the case as long as that reliance is appropriate 

under the circumstances. Ultimately, what is reasonable is a matter for the court to decide 

on the totality of the circumstances. 

 

Rule 26(g) does not require the signing attorney to certify the truthfulness of the client's 

factual responses to a discovery request. Rather, the signature certifies that the lawyer has 

made a reasonable effort to assure that the client has provided all the information and 

documents available to him that are responsive to the discovery demand. Thus, the lawyer's 

certification under Rule 26(g) should be distinguished from other signature requirements in 

the rules, such as those in Rules 30(e) and 33. 

 

Nor does the rule require a party or an attorney to disclose privileged communications or 

work product in order to show that a discovery request, response, or objection is 

substantially justified. The provisions of Rule 26(c), including appropriate orders after in 

camera inspection by the court, remain available to protect a party claiming privilege or 

work product protection. 

 

The signing requirement means that every discovery request, response, or objection should 

be grounded on a theory that is reasonable under the precedents or a good faith belief as to 

what should be the law. This standard is heavily dependent on the circumstances of each 

case. The certification speaks as of the time it is made. The duty to supplement discovery 

responses continues to be governed by Rule 26(e). 

 

Concern about discovery abuse has led to widespread recognition that there is a need for 

more aggressive judicial control and supervision. ACF Industries, Inc. v. EEOC, 439 U.S. 

1081 (1979) (certiorari denied) (Powell, J., dissenting). Sanctions to deter discovery abuse 

would be more effective if they were diligently applied “not merely to penalize those whose 

conduct may be deemed to warrant such a sanction, but to deter those who might be 

tempted to such conduct in the absence of such a deterrent.” National Hockey League v. 

Metropolitan Hockey Club, 427 U.S. 639, 643 (1976). See also Note, The Emerging 

Deterrence Orientation in the Imposition of Discovery Sanctions, 91 Harv.L.Rev. 1033 

(1978). Thus the premise of Rule 26(g) is that imposing sanctions on attorneys who fail to 

meet the rule's standards will significantly reduce abuse by imposing disadvantages 

therefor. 

 

Because of the asserted reluctance to impose sanctions on attorneys who abuse the 

discovery rules, see Brazil, Civil Discovery: Lawyers' Views of its Effectiveness, Principal 

Problems and Abuses, American Bar Foundation (1980); Ellington, A Study of Sanctions for 

Discovery Abuse, Department of Justice (1979), Rule 26(g) makes explicit the authority 

judges now have to impose appropriate sanctions and requires them to use it. This authority 

derives from Rule 37, 28 U.S.C. § 1927, and the court's inherent power. See Roadway 

Express, Inc. v. Piper, 447 U.S. 752 (1980); Martin v. Bell Helicopter Co., 85 F.R.D. 654, 

661-62 (D.Col.1980); Note, Sanctions Imposed by Courts on Attorneys Who Abuse the 

Judicial Process, 44 U.Chi.L.Rev. 619 (1977). The new rule mandates that sanctions be 

imposed on attorneys who fail to meet the standards established in the first portion of Rule 
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26(g). The nature of the sanction is a matter of judicial discretion to be exercised in light of 

the particular circumstances. The court may take into account any failure by the party 

seeking sanctions to invoke protection under Rule 26(c) at an early stage in the litigation. 

 

The sanctioning process must comport with due process requirements. The kind of notice 

and hearing required will depend on the facts of the case and the severity of the sanction 

being considered. To prevent the proliferation of the sanction procedure and to avoid 

multiple hearings, discovery in any sanction proceeding normally should be permitted only 

when it is clearly required by the interests of justice. In most cases the court will be aware 

of the circumstances and only a brief hearing should be necessary. 
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Federal Rules of Civil Procedure Rule 37 

Rule 37.  Failure to Make Disclosures or to Cooperate in Discovery; Sanctions 

(a) Motion for an Order Compelling Disclosure or Discovery. 
 

(1) In General. On notice to other parties and all affected persons, a party may move for 

an order compelling disclosure or discovery. The motion must include a certification that the 

movant has in good faith conferred or attempted to confer with the person or party failing to 

make disclosure or discovery in an effort to obtain it without court action.  
 

(2) Appropriate Court. A motion for an order to a party must be made in the court where 

the action is pending. A motion for an order to a nonparty must be made in the court where 

the discovery is or will be taken.  
 

(3) Specific Motions.  
 

(A) To Compel Disclosure. If a party fails to make a disclosure required by Rule 26(a), any 

other party may move to compel disclosure and for appropriate sanctions.  
 

(B) To Compel a Discovery Response. A party seeking discovery may move for an order 

compelling an answer, designation, production, or inspection. This motion may be made if:  
 

(i) a deponent fails to answer a question asked under Rule 30 or 31;  
 

(ii) a corporation or other entity fails to make a designation under Rule 30(b)(6) or 

31(a)(4);  
 

(iii) a party fails to answer an interrogatory submitted under Rule 33; or  
 

(iv) a party fails to respond that inspection will be permitted--or fails to permit inspection--

as requested under Rule 34.  
 

(C) Related to a Deposition. When taking an oral deposition, the party asking a question 

may complete or adjourn the examination before moving for an order.  
 

(4) Evasive or Incomplete Disclosure, Answer, or Response. For purposes of this 

subdivision (a), an evasive or incomplete disclosure, answer, or response must be treated 

as a failure to disclose, answer, or respond.  
 

(5) Payment of Expenses; Protective Orders.  
 

(A) If the Motion Is Granted (or Disclosure or Discovery Is Provided After Filing). If the 

motion is granted--or if the disclosure or requested discovery is provided after the motion 

was filed--the court must, after giving an opportunity to be heard, require the party or 

deponent whose conduct necessitated the motion, the party or attorney advising that 

conduct, or both to pay the movant's reasonable expenses incurred in making the motion, 

including attorney's fees. But the court must not order this payment if:  
 

(i) the movant filed the motion before attempting in good faith to obtain the disclosure or 

discovery without court action;  
 

(ii) the opposing party's nondisclosure, response, or objection was substantially justified; or  
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(iii) other circumstances make an award of expenses unjust.  
 

(B) If the Motion Is Denied. If the motion is denied, the court may issue any protective 

order authorized under Rule 26(c) and must, after giving an opportunity to be heard, 

require the movant, the attorney filing the motion, or both to pay the party or deponent 

who opposed the motion its reasonable expenses incurred in opposing the motion, including 

attorney's fees. But the court must not order this payment if the motion was substantially 

justified or other circumstances make an award of expenses unjust.  
 

(C) If the Motion Is Granted in Part and Denied in Part. If the motion is granted in part and 

denied in part, the court may issue any protective order authorized under Rule 26(c) and 

may, after giving an opportunity to be heard, apportion the reasonable expenses for the 

motion.  
 

(b) Failure to Comply with a Court Order. 
 

(1) Sanctions in the District Where the Deposition Is Taken. If the court where the 

discovery is taken orders a deponent to be sworn or to answer a question and the deponent 

fails to obey, the failure may be treated as contempt of court.  
 

(2) Sanctions in the District Where the Action Is Pending.  
 

(A) For Not Obeying a Discovery Order. If a party or a party's officer, director, or managing 

agent--or a witness designated under Rule 30(b)(6) or 31(a)(4)--fails to obey an order to 

provide or permit discovery, including an order under Rule 26(f), 35, or 37(a), the court 

where the action is pending may issue further just orders. They may include the following:  
 

(i) directing that the matters embraced in the order or other designated facts be taken as 

established for purposes of the action, as the prevailing party claims;  
 

(ii) prohibiting the disobedient party from supporting or opposing designated claims or 

defenses, or from introducing designated matters in evidence;  
 

(iii) striking pleadings in whole or in part;  
 

(iv) staying further proceedings until the order is obeyed;  
 

(v) dismissing the action or proceeding in whole or in part;  
 

(vi) rendering a default judgment against the disobedient party; or  
 

(vii) treating as contempt of court the failure to obey any order except an order to submit 

to a physical or mental examination.  
 

(B) For Not Producing a Person for Examination. If a party fails to comply with an order 

under Rule 35(a) requiring it to produce another person for examination, the court may 

issue any of the orders listed in Rule 37(b)(2)(A)(i)-(vi), unless the disobedient party shows 

that it cannot produce the other person.  
 

(C) Payment of Expenses. Instead of or in addition to the orders above, the court must 

order the disobedient party, the attorney advising that party, or both to pay the reasonable 

expenses, including attorney's fees, caused by the failure, unless the failure was 

substantially justified or other circumstances make an award of expenses unjust.  
 

(c) Failure to Disclose, to Supplement an Earlier Response, or to Admit. 
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(1) Failure to Disclose or Supplement. If a party fails to provide information or identify 

a witness as required by Rule 26(a) or (e), the party is not allowed to use that information 

or witness to supply evidence on a motion, at a hearing, or at a trial, unless the failure was 

substantially justified or is harmless. In addition to or instead of this sanction, the court, on 

motion and after giving an opportunity to be heard:  
 

(A) may order payment of the reasonable expenses, including attorney's fees, caused by 

the failure;  
 

(B) may inform the jury of the party's failure; and  
 

(C) may impose other appropriate sanctions, including any of the orders listed in Rule 

37(b)(2)(A)(i)-(vi).  
 

(2) Failure to Admit. If a party fails to admit what is requested under Rule 36 and if the 

requesting party later proves a document to be genuine or the matter true, the requesting 

party may move that the party who failed to admit pay the reasonable expenses, including 

attorney's fees, incurred in making that proof. The court must so order unless:  
 

(A) the request was held objectionable under Rule 36(a);  
 

(B) the admission sought was of no substantial importance;  
 

(C) the party failing to admit had a reasonable ground to believe that it might prevail on 

the matter; or  
 

(D) there was other good reason for the failure to admit.  
 

(d) Party's Failure to Attend Its Own Deposition, Serve Answers to 

Interrogatories, or Respond to a Request for Inspection. 
 

(1) In General.  
 

(A) Motion; Grounds for Sanctions. The court where the action is pending may, on motion, 

order sanctions if:  
 

(i) a party or a party's officer, director, or managing agent--or a person designated under 

Rule 30(b)(6) or 31(a)(4)--fails, after being served with proper notice, to appear for that 

person's deposition; or  
 

(ii) a party, after being properly served with interrogatories under Rule 33 or a request for 

inspection under Rule 34, fails to serve its answers, objections, or written response.  
 

(B) Certification. A motion for sanctions for failing to answer or respond must include a 

certification that the movant has in good faith conferred or attempted to confer with the 

party failing to act in an effort to obtain the answer or response without court action.  
 

(2) Unacceptable Excuse for Failing to Act. A failure described in Rule 37(d)(1)(A) is 

not excused on the ground that the discovery sought was objectionable, unless the party 

failing to act has a pending motion for a protective order under Rule 26(c).  
 

(3) Types of Sanctions. Sanctions may include any of the orders listed in Rule 

37(b)(2)(A)(i)-(vi). Instead of or in addition to these sanctions, the court must require the 

party failing to act, the attorney advising that party, or both to pay the reasonable 
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expenses, including attorney's fees, caused by the failure, unless the failure was 

substantially justified or other circumstances make an award of expenses unjust.  
 

(e) Failure to Provide Electronically Stored Information. Absent exceptional 

circumstances, a court may not impose sanctions under these rules on a party for failing to 

provide electronically stored information lost as a result of the routine, good-faith operation 

of an electronic information system. 
 

(f) Failure to Participate in Framing a Discovery Plan. If a party or its attorney fails to 

participate in good faith in developing and submitting a proposed discovery plan as required 

by Rule 26(f), the court may, after giving an opportunity to be heard, require that party or 

attorney to pay to any other party the reasonable expenses, including attorney's fees, 

caused by the failure. 
 

 

CREDIT(S) 

 

(Amended December 29, 1948, effective October 20, 1949; March 30, 1970, effective July 

1, 1970; April 29, 1980, effective August 1, 1980; amended by Pub.L. 96-481, Title II, § 

205(a), October 21, 1980, 94 Stat. 2330, effective October 1, 1981; amended March 2, 

1987, effective August 1, 1987; April 22, 1993, effective December 1, 1993; April 17, 2000, 

effective December 1, 2000; April 12, 2006, effective December 1, 2006; April 30, 2007, 

effective December 1, 2007.) 
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Federal Rules of Evidence Rule 407 

Rule 407.  Subsequent Remedial Measures 

When measures are taken that would have made an earlier injury or harm less likely to 

occur, evidence of the subsequent measures is not admissible to prove: 

 

• negligence;  

 

• culpable conduct;  

 

• a defect in a product or its design; or  

 

• a need for a warning or instruction.  

 

But the court may admit this evidence for another purpose, such as impeachment or--if 

disputed--proving ownership, control, or the feasibility of precautionary measures. 

 

 

CREDIT(S) 

(Pub.L. 93-595, § 1, Jan. 2, 1975, 88 Stat. 1932; Apr. 11, 1997, eff. Dec. 1, 1997; Apr. 26, 

2011, eff. Dec. 1, 2011.) 
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Code of Federal Regulations (C.F.R.) Title 21: Food and Drugs 

PART 201—LABELING  

Subpart C—Labeling Requirements for Over-the-Counter Drugs 

§ 201.80   Specific requirements on content and format of labeling for human prescription drug and 

biological products; older drugs not described in §201.56(b)(1). 

 

Each section heading listed in §201.56(d), if not omitted under §201.56(d)(3), shall contain the following 

information in the following order: 

 

* * * 

 

(e) Warnings. Under this section heading, the labeling shall describe serious adverse reactions and potential safety 

hazards, limitations in use imposed by them, and steps that should be taken if they occur. The labeling shall be 

revised 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. A specific warning relating to a use not provided for under 

the “Indications and Usage” section of the labeling may be required by the Food and Drug Administration if the 

drug is commonly prescribed for a disease or condition, and there is lack of substantial evidence of effectivenes for 

that disease or condition, and such usage is associated with serious risk or hazard. Special problems, particularly 

those that may lead to death or serious injury, may be required by the Food and Drug Administration to be placed in 

a prominently displayed box. The boxed warning ordinarily shall be based on clinical data, but serious animal 

toxicity may also be the basis of a boxed warning in the absence of clinical data. If a boxed warning is required, its 

location will be specified by the Food and Drug Administration. The frequency of these serious adverse reactions 

and, if known, the approximate mortality and morbidity rates for patients sustaining the reaction, which are 

important to safe and effective use of the drug, shall be expressed as provided under the “Adverse Reactions” 

section of the labeling.

Case: 11-17250     06/06/2012     ID: 8204116     DktEntry: 24-2     Page: 95 of 131



 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 ADDENDUM 

 B 

  

Case: 11-17250     06/06/2012     ID: 8204116     DktEntry: 24-2     Page: 96 of 131



 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 ADDENDUM 

 B-1 

  

Case: 11-17250     06/06/2012     ID: 8204116     DktEntry: 24-2     Page: 97 of 131



Case 2:08-cv-00681-RLH -RJJ   Document 175    Filed 06/12/11   Page 10 of 78

2 ER 274
Addendum B-1, Page 1 of 5

Case: 11-17250     06/06/2012     ID: 8204116     DktEntry: 24-2     Page: 98 of 131



Case 2:08-cv-00681-RLH -RJJ   Document 175    Filed 06/12/11   Page 11 of 78

2 ER 275
Addendum B-1, Page 2 of 5

Case: 11-17250     06/06/2012     ID: 8204116     DktEntry: 24-2     Page: 99 of 131



Case 2:08-cv-00681-RLH -RJJ   Document 175    Filed 06/12/11   Page 12 of 78

2 ER 276
Addendum B-1, Page 3 of 5

Case: 11-17250     06/06/2012     ID: 8204116     DktEntry: 24-2     Page: 100 of 131



Case 2:08-cv-00681-RLH -RJJ   Document 175    Filed 06/12/11   Page 13 of 78

2 ER 277
Addendum B-1, Page 4 of 5

Case: 11-17250     06/06/2012     ID: 8204116     DktEntry: 24-2     Page: 101 of 131



Case 2:08-cv-00681-RLH -RJJ   Document 175    Filed 06/12/11   Page 14 of 78

2 ER 278
Addendum B-1, Page 5 of 5

Case: 11-17250     06/06/2012     ID: 8204116     DktEntry: 24-2     Page: 102 of 131



 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 ADDENDUM 

 B-2 

  

Case: 11-17250     06/06/2012     ID: 8204116     DktEntry: 24-2     Page: 103 of 131



Case 2:08-cv-00681-RLH -RJJ   Document 175    Filed 06/12/11   Page 16 of 78

2 ER 280
Addendum B-2, Page 1 of 5

Case: 11-17250     06/06/2012     ID: 8204116     DktEntry: 24-2     Page: 104 of 131



Case 2:08-cv-00681-RLH -RJJ   Document 175    Filed 06/12/11   Page 17 of 78

2 ER 281
Addendum B-2, Page 2 of 5

Case: 11-17250     06/06/2012     ID: 8204116     DktEntry: 24-2     Page: 105 of 131



Case 2:08-cv-00681-RLH -RJJ   Document 175    Filed 06/12/11   Page 18 of 78

2 ER 282
Addendum B-2, Page 3 of 5

Case: 11-17250     06/06/2012     ID: 8204116     DktEntry: 24-2     Page: 106 of 131



Case 2:08-cv-00681-RLH -RJJ   Document 175    Filed 06/12/11   Page 19 of 78

2 ER 283
Addendum B-2, Page 4 of 5

Case: 11-17250     06/06/2012     ID: 8204116     DktEntry: 24-2     Page: 107 of 131



Case 2:08-cv-00681-RLH -RJJ   Document 175    Filed 06/12/11   Page 20 of 78

2 ER 284
Addendum B-2, Page 5 of 5

Case: 11-17250     06/06/2012     ID: 8204116     DktEntry: 24-2     Page: 108 of 131



 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 ADDENDUM 

 B-3 

  

Case: 11-17250     06/06/2012     ID: 8204116     DktEntry: 24-2     Page: 109 of 131



Case 2:08-cv-00681-RLH -RJJ   Document 175    Filed 06/12/11   Page 31 of 78

2 ER 295
Addendum B-3, Page 1 of 11

Case: 11-17250     06/06/2012     ID: 8204116     DktEntry: 24-2     Page: 110 of 131



Case 2:08-cv-00681-RLH -RJJ   Document 175    Filed 06/12/11   Page 32 of 78

2 ER 296
Addendum B-3, Page 2 of 11

Case: 11-17250     06/06/2012     ID: 8204116     DktEntry: 24-2     Page: 111 of 131



Case 2:08-cv-00681-RLH -RJJ   Document 175    Filed 06/12/11   Page 33 of 78

2 ER 297
Addendum B-3, Page 3 of 11

Case: 11-17250     06/06/2012     ID: 8204116     DktEntry: 24-2     Page: 112 of 131



Case 2:08-cv-00681-RLH -RJJ   Document 175    Filed 06/12/11   Page 34 of 78

2 ER 298
Addendum B-3, Page 4 of 11

Case: 11-17250     06/06/2012     ID: 8204116     DktEntry: 24-2     Page: 113 of 131



Case 2:08-cv-00681-RLH -RJJ   Document 175    Filed 06/12/11   Page 35 of 78

2 ER 299
Addendum B-3, Page 5 of 11

Case: 11-17250     06/06/2012     ID: 8204116     DktEntry: 24-2     Page: 114 of 131



Case 2:08-cv-00681-RLH -RJJ   Document 175    Filed 06/12/11   Page 36 of 78

2 ER 300
Addendum B-3, Page 6 of 11

Case: 11-17250     06/06/2012     ID: 8204116     DktEntry: 24-2     Page: 115 of 131



Case 2:08-cv-00681-RLH -RJJ   Document 175    Filed 06/12/11   Page 37 of 78

2 ER 301
Addendum B-3, Page 7 of 11

Case: 11-17250     06/06/2012     ID: 8204116     DktEntry: 24-2     Page: 116 of 131



Case 2:08-cv-00681-RLH -RJJ   Document 175    Filed 06/12/11   Page 38 of 78

2 ER 302
Addendum B-3, Page 8 of 11

Case: 11-17250     06/06/2012     ID: 8204116     DktEntry: 24-2     Page: 117 of 131



Case 2:08-cv-00681-RLH -RJJ   Document 175    Filed 06/12/11   Page 39 of 78

2 ER 303
Addendum B-3, Page 9 of 11

Case: 11-17250     06/06/2012     ID: 8204116     DktEntry: 24-2     Page: 118 of 131



Case 2:08-cv-00681-RLH -RJJ   Document 175    Filed 06/12/11   Page 40 of 78

2 ER 304
Addendum B-3, Page 10 of 11

Case: 11-17250     06/06/2012     ID: 8204116     DktEntry: 24-2     Page: 119 of 131



Case 2:08-cv-00681-RLH -RJJ   Document 175    Filed 06/12/11   Page 41 of 78

2 ER 305
Addendum B-3, Page 11 of 11

Case: 11-17250     06/06/2012     ID: 8204116     DktEntry: 24-2     Page: 120 of 131



 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 ADDENDUM 

 B-4 

Case: 11-17250     06/06/2012     ID: 8204116     DktEntry: 24-2     Page: 121 of 131



Case 2:08-cv-00681-RLH -RJJ   Document 175    Filed 06/12/11   Page 44 of 78

2 ER 308
Addendum B-4, Page 1 of 10

Case: 11-17250     06/06/2012     ID: 8204116     DktEntry: 24-2     Page: 122 of 131



Case 2:08-cv-00681-RLH -RJJ   Document 175    Filed 06/12/11   Page 45 of 78

2 ER 309
Addendum B-4, Page 2 of 10

Case: 11-17250     06/06/2012     ID: 8204116     DktEntry: 24-2     Page: 123 of 131



Case 2:08-cv-00681-RLH -RJJ   Document 175    Filed 06/12/11   Page 46 of 78

2 ER 310
Addendum B-4, Page 3 of 10

Case: 11-17250     06/06/2012     ID: 8204116     DktEntry: 24-2     Page: 124 of 131



Case 2:08-cv-00681-RLH -RJJ   Document 175    Filed 06/12/11   Page 47 of 78

2 ER 311
Addendum B-4, Page 4 of 10

Case: 11-17250     06/06/2012     ID: 8204116     DktEntry: 24-2     Page: 125 of 131



Case 2:08-cv-00681-RLH -RJJ   Document 175    Filed 06/12/11   Page 48 of 78

2 ER 312
Addendum B-4, Page 5 of 10

Case: 11-17250     06/06/2012     ID: 8204116     DktEntry: 24-2     Page: 126 of 131



Case 2:08-cv-00681-RLH -RJJ   Document 175    Filed 06/12/11   Page 49 of 78

2 ER 313
Addendum B-4, Page 6 of 10

Case: 11-17250     06/06/2012     ID: 8204116     DktEntry: 24-2     Page: 127 of 131



Case 2:08-cv-00681-RLH -RJJ   Document 175    Filed 06/12/11   Page 50 of 78

2 ER 314
Addendum B-4, Page 7 of 10

Case: 11-17250     06/06/2012     ID: 8204116     DktEntry: 24-2     Page: 128 of 131



Case 2:08-cv-00681-RLH -RJJ   Document 175    Filed 06/12/11   Page 51 of 78

2 ER 315
Addendum B-4, Page 8 of 10

Case: 11-17250     06/06/2012     ID: 8204116     DktEntry: 24-2     Page: 129 of 131



Case 2:08-cv-00681-RLH -RJJ   Document 175    Filed 06/12/11   Page 52 of 78

2 ER 316
Addendum B-4, Page 9 of 10

Case: 11-17250     06/06/2012     ID: 8204116     DktEntry: 24-2     Page: 130 of 131



Case 2:08-cv-00681-RLH -RJJ   Document 175    Filed 06/12/11   Page 53 of 78

2 ER 317
Addendum B-4, Page 10 of 10

Case: 11-17250     06/06/2012     ID: 8204116     DktEntry: 24-2     Page: 131 of 131


	Appellant's Opening Brief

	Table of Contents

	Table of Authorities

	Jurisdictional Statement

	Issues Presented

	Federal Statutes and Rules

	Statement of the Case

	Statement of Facts

	Procedural History
	Summary of the Argument

	Argument

	I.

	A.
	B.


	II.

	A.
	B.
	C.
	D.
	E.


	III.

	A.

	B.


	Conclusion

	Statement of Related Cases

	Certificate of Compliance

	Certificate of Service

	Addendum

	Addendum Table of Contents

	Addendum A
	A-1

	A-2

	A-3

	A-4

	A-5

	A-6



	Addendum B
	B-1

	B-2

	B-3

	B-4




