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FELDMAN ORLANSKY
& SANDERS
500 L STREET
FOURTH FLOOR
ANCHORAGE, AK
99501
TEL: 907.272.3538
FAX: 907.274.0819

[N THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRICT AT ANCHORAGE

STATE OF ALASKA,
Plaintiff,

V.

ELI LILLY AND COMPANY,

Defendant.
)

)

)

)

) Hhirg 5,
) Case No. 3AN-06-05630°CI
)

)

)

)

PLAINTIFE’S AMENDED PAGE/LINE DESIGNATIONS

In response to Defendant’s counter designations and objections, Plaintiff hereby

amends its deposition designations as follows:

BRUCE KINON
JULY 10, 2006

START PAGE/LINE

END PAGE/LINE

27:18
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27:23
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31:11

31:13
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45:14

46:15

46:24
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47:13

47:20

47:22

51:11

51:18

51:21

52:8
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53:5

Plain«ifffs Amended Page/Line Designations - Kinon
State of Alaska v. Eli Lilly and Company

Case No. 3AN-06-5630 CI
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FELDMAN ORLANSKY
& SANDERS
500 L STREET
FOURTH FLOOR
ANCHORAGE, AK
99501
TEL: 907.272.3538
FaXx: 907.274.0819
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State of Alaska v. Eli Lilly and Company
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FELDMAN ORLANSKY
& SANDERS
500 L STREET
FOURTH FLOOR
ANCHORAGE, AK
99501
TEL: 907.272.3538
FAX: 907.274.0819

261:2
261:17
262:14

263:3
264:12
265:12
265:18

266:5

DATED this 28th day of February, 2008.

FELDMAN, ORLANKSY & SANDERS
Counsel for Plaintiff’

o

Eric T. Sanders
AK Bar No. 7510085

Plaintiff’s Amended Page/Line Designations - Kinon Case No. 3AN-06-5630 CI
State of Alaska v. Eli Lilly and Company Page 3 of 4
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FELDMAN ORLANSKY
& SANDERS
500 L STREET
FOURTH FLOOR
ANCHORAGE, AK
99501
TEL: 907.272.3538
FAX: 907.274.0819

GARRETSON & STEELE
Matthew L. Garretson
Joseph W. Steele

David C. Biggs

5664 South Green Street
Salt Lake City, UT 84123
(801) 266-0999

RICHARDSON, PATRICK,
WESTBROOK & BRICKMAN, LLC
H. Blair Hahn

Christiaan A. Marcum

David Suggs

P.O. Box 1007

Mt. Pleasant, SC 29465

(843) 727-6500

Certificate of Service .

1 hereby certify that a true and correct copy of
Plaintiff’s Amended Page/Line Designations —
Kinon was served by messenger on:

Brewster H. Jamieson

Lane Powell LLC

301 West Northern Lights Boulevard, Suite 301
Anchorage, Alaska 99503-2648

George Lehner
Hotel Captain Cook

Barry Boise, via email (boiseb@pepperlaw.com)
Peppe/r/@illon
By [Jlqe «g &M

e 107 "2 /39 /he—

Date

Plaintiff’s Amended Page/Line Designations - Kinon
State of Alaska v. Eli Lilly and Company

HENDERSON & ALLEN, LLP
T. Scott Allen Jr.

2777 Allen Parkway, 7" Floor
Houston, Texas 77019-2133
(713) 650-6600

FIBICH HAMPTON & LEEBRON
Kenneth T. Fibich

1401 McKinney, Suite 1800
Houston, Texas 77010

(713) 751-0025

Counsel for Plaintiff

Case No. 3AN-06-5630 CI
Page 4 of 4
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FELDMAN ORLANSKY
& SANDERS
500 L STREET
FOURTH FLOOR
ANCHORAGE, AK
99501
TEL: 907.272.3538
FAX: 907.274.0819

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA
T g ’V'Q"\\-“
THIRD JUDICIAL DISTRICT AT ANCHORAGE JUO“%;[S" P
/N o
e p :

STATE OF ALASKA,

Plaintiff,

R
Case No. 3AN-06-05630 CI

V.
ELI LILLY AND COMPANY,

Defendant.

PLAINTIFF’S MEMORANDUM IN SUPPORT OF ITS NOTICE OF
DEPOSITION OF JOEY ESKI

On November 21, 2007, the State of Alaska noticed the deposition of Joey Eski for
December 13, 2007. Pursuant to a request of Defendant Eli Lilly and Company (“Lilly”),
the deposition was re-noticed for February 28, 2008." Despite the planning of the parties
in preparation for this previously scheduled and noticed deposition, Lilly unilaterally
canceled the deposition on the eve of it, without any motion seeking protection,
unilaterally “ruling” that the Court’s rulings on summary judgment somehow rendered
the deposition testimony irrelevant. The State made it clear it objected to the
cancellation,” and this morning showed up at the properly noticed deposition prepared to

go forward. The witness was not present, and the State was informed that Lilly would

' Exhibit A, Notices of Deposition dated November 2 1, 2007 and February 13, 2008.

* Exhibit B, emails February 27, 2007, regarding State’s objection to the unilateral
cancellation.

Plaintiff’s Memorandum in Support of Its
Notice of Deposition of Joey Eski

Case No. -06-
State of Alaska v. Eli Lilly and Company ase No. 3AN-06-05630 CI

002750 Page 1 of 5




FELDMAN ORLANSKY
& SANDERS
500 L STREET
FOURTH FLOOR
ANCHORAGE, AK
99501
TEL: 907.272.3538
FAX: 907.274.0819

not produce her. Lilly’s actions are completely inappropriate and contrary to the Rules of

Civil Procedure. For that reason alone, the deposition should proceed at a place and time
set by the State as soon as practicable.

Lilly’s remedy, were it even conceivably correct, was not to unilaterally cancel the
deposition without seeking protection from the Court. Rather, the deposition should
proceed as noticed, and Lilly can seek the exclusion of the testimony by the Court if
indeed the testimony is subsequently determined to be irrelevant. Whether the State is
entitled to the deposition should be measured by the Rules of Civil Procedure. Those
rules provide that, generally, “Parties may obtain discovery regarding any matter, not
privileged which is relevant to the subject matter involved in the pending action,....”
They further provide that, “The information sought need not be admissible at trial if the
information sought appears reasonably calculated to lead to the discovery of admissible
evidence.”™ The relevance, and therefore admissibility, of this deponent’s testimony can
only be measured by the testimony itself. After the testimony is taken, the Court, not
Lilly, will be able to decide if the testimony is admissible.

Importantly, the State will prove Ms. Eski’s testimony is relevant and admissible
evidence that goes to the heart of the State’s claims that Lilly failed to properly warn of

Zyprexa’s risks. In a brief filed yesterday by Lilly in response to a pending motion in

limine, Lilly itself stated that, “Whether that duty [to warn] was fulfilled depends on all

* Alaska R. Civ. Pro. 26(b)(1).
‘Id.

Plaintiff’s Memorandum in Support of Its
Notice of Deposition of Joey Eski
State of Alaska v. Eli Lilly and Company Ce o SANAG IR

002751
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FELDMAN ORLANSKY
& SANDERS
500 L STREET
FOURTH FLOOR
ANCHORAGE, AK
99501
TEL: 907.272.3538
FAX: 907.274.0819

i i » As a sales ntative of
the information communicated by the manufacturer,... . As a sales represe

Lilly, Ms. Eski is a “speaking label.” Sales representatives are prohibited by Lilly’s
Good Promotional Practices from proactively discussing, presenting or promoting any
information which is not consistent with the product’s label, including safety
information.® Therefore, what Eski said and did regarding the label in the offices of
Alaska physicians is highly relevant and probative on whether Lilly adequately warned of
Zyprexa’s risks. What she said and did regarding the label is inextricably intertwined
with the labeling itself. For example, were her communications with Alaska physicians
consistent with the label? Were they contrary to the label or did they vary from it? Did
she communicate adverse reactions as warnings or therapeutic benefits? Did she
minimize risks of adverse events as reflected in Exhibit D?”

For the foregoing reasons, among others which we can articulate at the hearing

should the Court desire, the Court should order the deposition of Joey Eski to proceed at

a place and time set by the State.

° Defendant Eli Lilly and Company’s Opposition to Plaintiff’s Motion to Preclude

Testimony or Argument That Zyprexa’s Labeling “Warned” i i
oo St g ed” of Diabetes, Hyperglycemia

° Exhibit C, Lilly USA Sales Good Promotional Practi ibi
: 5 ractices (Exhib iti
David Thomas Noesges, January 11, 2008). T Pl

" Exhibit D, Plaintiff’s MDL Exhibit Number 1169.
Plaintiff’s Memorandum in Support of Its

Notice of Deposition of Joey Eski
State of Alaska v. Eli Lilly and Company

Case No. 3AN-06-05630 CI
002752 Page 3 of 5




FELDMAN ORLANSKY

& SANDERS
500 L STREET
FOURTH FLOOR
ANCHORAGE, AK
99501
TEL: 907.272.3538
FAX: 907.274.0819

DATED this 28th day of February, 2008.

GARRETSON & STEELE
Matthew L. Garretson
Joseph W. Steele

David C. Biggs

5664 South Green Street
Salt Lake City, UT 84123
(801) 266-0999

RICHARDSON, PATRICK,
WESTBROOK & BRICKMAN, LLC
H. Blair Hahn

Christiaan A. Marcum

David Suggs

P.O. Box 1007

Mt. Pleasant, SC 29465

(843) 727-6500

Plaintiff’s Memorandum in Support of Its
Notice of Deposition of Joey Eski
State of Alaska v. Eli Lilly and Company

FELDMAN ORLANSKY & SANDERS
Counsel for Plaintiff’

BY

Eric T. Sanders
AK Bar No. 7510085

HENDERSON & ALLEN, LLP
T. Scott Allen Jr.

2777 Allen Parkway, 7" Floor
Houston, Texas 77019-2133
(713) 650-6600

th

FIBICH HAMPTON & LEEBRON
Kenneth T. Fibich

1401 McKinney, Suite 1800
Houston, Texas 77010

(713) 751-0025

Counsel for Plaintiff

Case No. 3AN-06-05630 CI
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FELDMAN ORLANSKY
& SANDERS
500 L STREET
FOURTH FLOOR
ANCHORAGE, AK
99501
TEL: 907.272.3538
FAX: 907.274.0819

Certificate of Service
1 hereby certify that a true and correc!
Notice of Deposition of Joey Eski were served by messenger on:

Brewster H. Jamieson

Lane Powell LLC

301 West Northern Lights Boulevard, Suite 301
Anchorage, Alaska 99503-2648

George Lehner
Captain Cook

Barry Boise, via email (boiseb@pepperlaw.com)
Pepper Hamiltpn
/

Date

P'lai.miﬂ‘s Memorandum in Support of Its
Notice of Deposition of Joey Eski
State of Alaska v. Eli Lilly and Company

t copy of Plaintiff’s Memorandum in Support of Its

Case No. 3AN-06-05630 CI
0027514 Page 5 of §




Fax: 907.274.0819

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRICT AT ANCHORAGE

STATE OF ALASKA,
Plaintiff,
Vs, Case No. 3AN-06-5630 CIV

ELILILLY AND COMPANY,

Defendant.

e e e s

NOTICE OF VIDEOTAPED DEPOSITION
PLEASE TAKE NOTICE that pursuant to Rules 26, 30 and 30.1" of the Alaska

Rules of Civil Procedure, Plaintiff State of Alaska will take thé deposition upon oral

examination of JOEY ESKI at 9:00 A.M. on Thursday, December 13, 2007, at the offices of

Ice Miller, LLP, One American Square, Suite 3100, Indianapolis, Indiana 46282. The |
deposition will be taken before a Notary Public or some other person authorized by Rule 28

of the Alaska Rules of Civil Procedure to administer oaths and it-will be re;:orded

'steuographically and videotaped.

DATED this_ L\ day of November, 2007.

FELDMAN ORLANSKY & SANDERS 4
Counsel for Plaintiff. ~

Eric T. Sanders ;
AK Bar No. 7510085

I;cﬁcelz 01; ’;-/ideomped Deposition ~ Joey Eski State of Alaska v. Eli Lilly and Comp:
age 1 o Case No. 3AN-06-5630 CI

Exhibit A, Page 1 of 4

SOA Memo in Sugpo) ice

- of Deposition of Joey Eski
002755
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ON & STEE
Garretson

Joseph W. Steele
Counsel for Plaintiff

RICHARDSON, PATRICK, WESTBROOK
& BRICKMAN, LLC

H. Blair Hahn . i

Christiaan A, Marcum

Counsel for Plaintiff

Certificate of Service
I hereby certify that a true and correct copy of

Notice of Videotaped D jon — Joey Eski
was served by mail / zfiessenge? / facsimile on:
Brewster H. Jamieson

Lane Powell LLC

301 West Northern Lights Boulevard, Suite 301
Anchorage, Alaska 99503-2648

Barry Boise, via email (boiseb@pepperlaw.com)

Pepper Hamilton ‘
i

By,

Dete 2 [ 20 Lo7

| FAX: 907.274.0819

Notice of Vidi ed Di ” = 3
Page2 of2 e e Sk State of Alaska v. Eli Lilly and Company

Cese No. 3AN-06-5630 CI

E:fhib)l A, Page2of4
of Deposition of Joey Eski
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FAX: §07,774,0819

INTHE SUPERIOR COURT FOR THE STATE OF ALASKA
THIRD JUDICIAL DISTRICT AT ANCHORAGE

STATE OF ALASKA,
Plaintiff, -
vs, Case No. 3AN-06-5630 CIV

ELILILLY AND COMPANY,

Defendant.

- RE-NOTICE OF VIDEOTAPED DEPOSITION

PLEASE TAKE NOTICE that pmsuant to Rules 26, 30 'and 30.1 of ?.he Alaska
Rules of- le Procedure, Plaintiff Statc ef Alaska will take- the- depcsmon upon oml
examination ofJOEY ESKI dt9 30 A.M. on Thursday, Fcbruary28 2008, at the offices of ]
Lane Powell, LLC, 301 West Northern Lights Boulevard, Suite 30-1, Anchorage, Alaska

99503, The deposition will be taken before a Notary Public or some other person authorized

by Rule 28 of the Alaska Rules of Civil Procedure to administer oaths and it will be recorded

g stenographically and videotaped.

DATED this_j77* day of Febrary, 2008.

FELDMAN ORLANSKY & SANDERS
Counsel for Plaintiff

.By_,/f 4% sé:;/ £t
(BAC T Feblies

Bar No. 7510085

Re-Notice of Videotaped Deposition — J oey Bski

State of Alaska v. Eli Lilly and Company Page 1 of2

Exhibit A, Page 3 of 4
SOA Memo in Support of Notice

of Deposition of Joey Eski
002757 %




GARRETSON & STEELE
Matthew L. Garretson
Joseph W, Steele

Counsel for Plaintiff

RICHARDSON, PATRICK, WESTBROOK
& BRICKMAN, LLC

H. Blair Hahn

Christiaan A. Marcum

David L. Suggs

Counsel for Plaintiff -

A\

|
| "~ Certificate of Service

: 1 hereby certify that a true and correct copy of

| Re-Notice of Videotaped Deposition — Joey Eski -
| was served by messenger on:

Brewster H. Jamieson ; )
Lane Powell LLC wefes L s Al S e
301 West Northern Lights Boulevard, Sth 301
Anchorage, Alaska 99503-2648

Barry Boise, via email (boiseb@pepperlaw.com)
Pepper Hamilton
o

By
Date 7 2’3 /08

¢ v

TEL: 907.272.3538 ¥
Re-th:ce of Videotaped Deposition — J oey Bski

State of. Alaska . Eli Lilly and Company Page 2 of 2

‘ . Exhibit A, Page 4 of 4
SOA Memo in Support of Notice

- of Deposition of Joey E:
| 002738 ition of Joey Eski
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Mary Beth Rivers

From: Christisan Marcum Sent: Thu 2/28/2008 2:34 PM
T i rstia ¢ I

To: Mary Beth Rivers
Cea:

Subject: FW: Exhiblt List
Attachments:

From: David Suggs [mailto:dsuggs@attglobal.net]

Sent: Wed 2/27/2008 9:14 PM

To: 'Lehner, George A.' .

Cc: Bl hn; Tommy Fibich'; sallen@crusescott.com; Christiaan Marcum
Subject: RE: Exhibit List

George —

We will meet you in the lobby now. However, if anybody needs to go thq Judge it is Lilly.
We are standing on our notice of deposition and it is up to you file a motion to quash or
obtain other appropriate relief.

In the future on this issue, please copy Scott Allen.

From: Lehner, George A, [rnaiItu:lehnerg@pepperlawcom]
Sent: Wednesday, February 27, 2008 8:05 PM

To: dsuggs@attglobal.net

Subject: Re: Exhibit List

Dave -

We have a clear disagreement about what the scope of the Judge's ruling and it's impact on the case. Czn you meet at 5:15
in the lobby. Bring whomever else you like, You may need o EO (o the Judge if we can't get this clarified.

George.

—- Original Message —

From: David Suggs <dsuggs@attglobal.net>

Tao: Lehner, George A.

Ce: TFibich@FHL-Law.com <TFibich®FHL-Law.com>; ‘Eric Sanders'
<sallen@crusescott.coms; bhahn@rpwb.com <bhahn@ TPWb.com>; Jai
<JemiesonB@LanePowell.com>

Sent: Wed Feb 27 20:55:40 2008

Subject: RE: Exhibit List

' <sanders @ frozenlaw.com>; 'Scott Allen'
miesonB @LanePowell.com

Exhibit B, Page 1 of 3
SOA Memo in Support of
Notice of Deposition fo Joey Eski

?Cmd=open 2/28/2008

htzp://owa.rpwb.com/exchange/mbrivers/l.nbox/FW 7620Exhibit9%20List EML

0027589
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Page 2 of 3 !

ou still intend not to produce Ms. Eski, you should make arrangements for conlacling Judge Rindner in advance
n emergency hearing.

Gearge A.'
TFibich@FHL-Law.
RE: Exhibit List

Subject:

<ly doubl thal the Court's ruling will have much, if any impact, on the extent of the documenlary evidence we offer
as much of it is relevant and admissible for more than one purpose. In any event, 1 am much more concerned about
ission of documents for opening statements &nd our first two witnesses next week as requested by the

Lam in amending exhibit lists. Please gel us the list you promised us this morning as soon as possible.

On another more time critical matter, I was just now informed that we have received a letler signed on behalf of Brewster
Jamieson that Lilly will not be producing Joey Eski for her deposition tomorrow morning despite the fact that her
deposition was duly noticed on that date per Lilly's request. I tried to call Brewster Jamieson about this and was listening
to his voice mail tell me he was unavailable when I received your email below so I am responding to both you and
Brewster in this email. Be advised that we intend 10 take (he deposition of Ms. Eski tomorrow morning at 9:30 at
Brewster's office as previously noriced because her testimony is highly relevant to the remaining causes of action, We
expect and demand lo take her deposition tomorrow moming and if you do not produce her we will seek appropriate
sanctions from the Court.

-_—

From: Lehner, George A. {maillo-lchn%@p_eggegla_\[&qgﬂ
Sent: Wednesday, February 27, 2008 7:09 PM

To: dsuggs@atiglobal.net; Tommy Fibich

Subject: Exhibjt List

Dave/Tommy - In light of the Judge's ruling today, we will be amending our response to your exhibit list that I sent you
iocay. | assume as well that you will be removing documents from the list,

George

This email is for the use of the intended recipient(s) onl 2 i i il i

1 2 y. If you have received this email in error, please notify the

xqmedmgly_and then delete it. If_you are not the intended recipient, You must not keep, use, disclopse copy n:ydixtr;:::er

rl:.ls email without l_he author’s prior permission. We have taken precautions to minimi the risk of , itti i

viruses, but we advise you (o carry out your own virus checks on any attachment to this message. We cannot a:cept

]c.:nﬁd e g:an;;{ge caused by software yiruses. The inf i ined in this co; ication may be

enbial and may be subject 1o the eltomey-ciient privilege. If you are the intended recipi i

idential : € 3 recipient and

receive similar electronic messages from us in future then Please respond to the sender to l}::;s effect. R eeerriE

Exhibit B, Page 2 of 3

_ SOAMemoin Support of
Notice of Deposition fo Joey Eski
?Cmd=open 2/28/2008

002760
S T |
—
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Page 3 of 3

This email is for the use of the intended recipient(s) only. If you have received this email in error,
please notify the sender immediately and then delete it. If you are not the intended recipient, you must
not keep, use, disclose, copy or distribute this email without the author’s prior permission, We have
taken precautions to minimize the risk of transmitting software viruses, but we advise you to carry out
your own virus checks on any attachment to this message. We cannot accept liability for any loss or
damage caused by software viruses. The information contained in this communication may be

c ential and may be subject to the attorney-client privilege. If you are the intended recipient and
you do not wish to receive similar electronic messages from us in future then please respond to the
sender to this effect.

Exhibit B, Page 3 of 3
SOA Memo in Support of
Notice of Deposition fo Joey Eski

%ZOExhibil%ZOList.EML?Cmd:open 2/28/2008

10276 |
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LillyUSA
SALES GOOD PROMOTIONAL PRACTICES
ELILILLY AND COMPANY
UNSOLICITED QUESTIONS ON OFF-LABEL INFORMATION OR UNAPPROVED PRODUCTS
GPP 02-004

Objective: To provide sales personnel with a poficy and procedures regarding how to handle unsolicited
questions for of-iabel information or unappreved products In arder to ensure compliance with ail
applicable laws, regulations, and company policies.

Scope: This GPP applies fo all sales personnel and szies support personnel in LillyUSA and all sales
aclivities that take place in the United States or with US Healthcare Professionals.

Palicy Statement: It is the policy of Eli Lilly and Cempany to comply with FDA regulations that prohibit the
promotion of any unapproved new product; or indication, dosage form, and/or dosing schedule for any
merkeled product, with any customer by sales and marketing personnel, or other Lilly personnel or
representatives in a promotional context.

Definitions:
Heslthcare Professiopal: A Heallhcare Professional Is defined as any physiclan, physician's assistant,
nurse, nurse praditioner, dlabetes nurse ed , Clinical ir h ist, Phanmacy end

Therapeutics Commitiee ("P&T™) member, social werker, case worker, dietitian, office staff, or any
individual involved in prescribing, P&T, access, formulery, purch: ) and/or reimb decisions.

Off-iabel Information: Any information about a Lilly product that is not contained In or is not consistent with
the package insert lzbeling approved by the FDA, Examples includs, butare not limited 1o, indications,
dosage forms, desing schedules, combination therapy, and safety information,

Procedure:

Sales Personnel MAY NOT:
Proactively discuss, present, or promote information conceming unapproved new products ar
off-tabel information about approved products with any customer or health care professional,
However, Sales Personnel MAY:

Respond orally to unsoliciled requests for pre-af

2 pproval or off-label praduct information, bul only If
all of the conditions below are strictly observed:

.

The response is made 1o a cuslomer-generated, spedificquestion, The question from the
customer cannot be prompted in any manner

If a broad, general question is posed, ask the customer 1o narmmow the Iinquiry

Do not get drawn into detalled discussions of an off-label use. Route detail,
back to Lilly's Customer Service Group for etailed questions

2 medical letter response

Before you respond you must advise the customer that their : ‘

i { question Is about an ]

(F)FF-LAEEL_ or NOT AEPROVED topic and if appropriate, remind them of that drug’s i
»DAauUjonzed indication(s) and/or dosage and other relevant labeling information. ]
'z::;amp[e, "You will ng:e {drug name] is not Indicated for ; Itis indicated

If the HCP's specific request is coverad in 2 Brand-g, i
c roved
must b used. I1is the responsibilty o the sales force (o know oy coas oPOnSe

rce (o know any specific Brand

State of Alaska v. Elf Lilty and Company:

Confidential - Subject to Protective Ordi
ZYAK-AG200026780 i

SoA Mamo Fé"’u%?,ln"&z
U O 2 7 6 2 Notice of Deposition of Joey Eski




|

verbatims and instructions about how to handle unsolicited questions. Any Brand
verbatims and instructions will be found on KM

e  If a Brand verbatim or other instructions are not avallable and the sales force knows the
answer, a reply specific to the question asked may be given, but cannot be promotional

®  The reply must be made only to the individual asking the question; others should not be
abie to hear the conversation

s  Sales personnel must not volunteer additional information except within approved
labeling

e Add fair balance (safety information) if relevant

® Sales personnel must also offer the HCP the option of & medical letter request as a
supplement to the representative's verbal response.

is ne Brand ver|
the sales force r
d question.

m and sales parsonnel does not know any other information related to the
ust request a medical letter to respond to the health care professional's

questio
unsolicite

Medical Letlers can be requested by one of the following methods:

a. Call Szles Services (1-800-222-INDY) to request that a medical letler response be sent to
the requester;

b. Requesta Medical Letter response be sent 1o the requester in the customer call section of
Premier Force.

Policy Owner: Direclor of Compliance for Sales

Effective Date: 1/15/04

Version 3

NOTE: If you are using a printed copy of this document, check that the version number is consistent
with the current version number in KM.

State of Alaska v. EI
Confidentia] - Subj;
ZYAK-AG200026781

i Lilly and Company:
Ct to Protective Order

Exhibit C, Page 2 of 2

” ~ SOAMemoin Support of
:] ﬂ 2 7 6 3 Notice of Deposition of Joey Eski
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‘q;as V\E-33 FR;H:DDYAC > 10«391554;771 :
. DEPARTMENT OF BEALTH & HUMAN SERVICES Pubfic Health Service !
o —

Food and Drug Administration
Rockville MD 20857

TRANSMITTED VIA FACSIMILE

Charles R. Pexxy Jr. ¥

Direstor i NOV 14 1995
| Pharmaceutical Cc ications and Cowpli

Eli Lilly aod Company
] Lilly Corporate Ceater

Indtanapolis, IN 46285

- . 9 i 1

3 RE: NDA#20-592 ° > 5

i Zyprexa (olanzapine) -t ’
MACMIS ID # 4682 B U

Dear Mr. Perxy:

This concerns a mumber of labeling pieces for Zyprexa identified as a rmiti-page detail aid, OL-
0026; Stat-Grams identified as OL-0077 and OL-0078; & letter to the California Department of
Heaith Sciences (assumed to be an example of similar letters to other states) with an attached
backgrounder; and 2 “Yohn Q. Public” Jetter,all submitted as required with a form FDA 2253 and
also found during nonmal surveillance activities. This also concerns other promotional activities,

i such a5, an interactive teleconference held on'sr about October 2, 1996. The Division of Drug

Merketing, Advertising and Co icati (DD‘\{AC) wers these promotional labeling
pieces, and promotional activities to be false of misleading, and in violation of the Federal Food,
Drug, and Cosmetic Act (Act).

The promotional campaign, including the above identified labeling pieces and others submitted
] with the form 2253s, is lacking in appropriste, ba]ancc, thereby creating a misleading message |
: gbout Zyprexa. The promotional materials emphasize cfficacy data but do not provide sufficient |
balance relating to adverse events and cautionary mformation. Forther, they do not adequately or
prominently discuss several important adverse eveats s-penﬁw.lly selected for amphas:s in the |
approved labeling. These events mcinde orthostatic hyp , 1x |
elevations, weight gain, dizziness, and akathxsl.z . "

B

A_ Specifically, the referenced derail aid, OL-OO_% is in violation of the Act in the following
particulars;

5

’
z8

On page fifteen, in the summary of thit Safety Proﬁle for Zypmxa, several of the bulleted
statements are oonsxdcxed to be mxslmﬁ.ng

N
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a “Avyoids clinically significant changes in orthostatic blood pressure,” This
statement is misleading because the approved labeling includes a lengthy
discussion of orthostatic hypotension, including syncope, cansed by
Zyprexa and suggests this event can be minimized by starting with a Smg
QD dose. In addition, Lilly has failed to prowde formation that dizziness
ocours in 11% and postural hypotension occurs in 5% of patieats,

b, “Transicnt, asymptomatic elevations in hepatic transaminases,” This is
misleading because the approved lzbeling states about 1% of patients
discontimed treatment because of elevated transaminases, and states
caution should be exercised in patients with hepatic impaioment. While a
footnote on this page mentions that periodic reassessment of transaminases
is recommended in patients with hepatic disease, this footuote does not
provide sufficient balance for this claim, The entire thrust of this campaign
is to point out thet Zyprexa is different and safer than older antipsychotic
drugs. Therefore, itis necessary to properly ¢uphasize those adverse
events that do occur, tUat require daution whes using Zyprexa.

X L i
' 2 On page three, the last bulleted statement reads, “Patients with ifolerance to other
antipsychotics because of ewmp'ymmxéﬁ.l oriother ddverse reactions” This statement is
! misleading becanse it Jacks proper balatice and does not lwumtely reflect the information
in the approved Jabeling. For example;ithe labeling reports a dose related increase in
extrapyramidal symptoms, and tatd:vo dyskinesia is listed as a Waming and as 2 frequent
adverse event. s Neop
Il t) S ad
) 3. The snbheadlines, “Outstanding contrélover the Combination...,” “Outstanding Control of
| Positive Symptoms,” and “Outstanding/Control of Negative Symptoms" appear on pages
four, six, and eight, respectively.’ Thesésubheadliries are. of
superiority over other antipsychotic products that dre b .A.pa ‘While DDMAC
does not question the efficacy of Zyprexa or it$ ability to “control symptoms,” terms such
7 as “outstanding” are usually mterpreted ‘as claims of superiority and, as such, mmust be
- adequately supported. N gLy s
e il ux
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[ EE Lilly & Co.
|

oot i

l 4. On page twelve a discussion of adverse cvcms np]‘:cars In the hsnng of othe.r commonly

| observed adverse events, tardive dyskmtxm is not ‘ncluded, The approved Iabeling ists

‘ tardive dyskinesia as both 2 Warning md as an adversc eaction bcoumng frequently,
bemg defined as at least 1/100 patients (1%) i} a]su minimizes, the dose related increases
in all extrapyramidal symptoms, e.2. 25% at 10mg., and 32% at 15mg, versus 16% for
placebo.

On page 16, the bullet “No dosage aE]xjstments for most elderly” is roisleading, The
approved labeling states that caution should be used in dosing the elderly, especially if
there are other factors that might ‘uidmva\y influence drog metabolism and/or
pharmacodynamic sensitivity. Howevcr the Bullet suggests that dosing is simple and easy
and does not couvey auy ceutionary information.

%)

6. Ou page 19, the presentation of. Zyurexa s pharmacologic pmﬁlc is misleading. The
Iabeling states that the mechanism of action is un and provides proposed theories of -
the drug’s activities. However, Lilly has presented Zyprexa’s actvrty as a fact and nplies
that there are less adverse events, such;3s exirapyramidal motor ﬁ.l.uohon, due ro the
selective action. However, 2 low mtzdencc of extrapyramidal effbcts is not due to
selective modulation of | pathmys melzﬁatcd n scﬁlmp!um Y

Further, Lilly has selectively chosen to Present Zyprcxa s more bmcﬁcial proposed actions
and has not included, for exabple, that the drug antagonizes o-adrenexgic receptors, thus
explaining its orthostatic hypotension eﬁ"en; Tn addition, the claim that Zyprexais 2
selective modulator in the first three biillets is mconsxszent with the claim in the Iast bullet

thet Zyprexa d broad pharistologi activity.
| . iny [
1t should be emphasized that the pha.nn‘acologwal wtmn of Zyprexa to alleviate psyc.hnuc
| i symptoms is unkaowa. * gy

The other lzbeling pieces identified above contain one or more of the viclitions emumerated
sbove. They all are Jacking in balance relating tb adverse cvents and precantionary jnformation,
and present 2 misleading impression of Zyprextias & superior, highly :Efeutrve., virtually free of
side effects, easy to use product. This Mpxess!roﬂ 18’ cd.mzry tothe appr %/ed labeling.
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Charles R. Peryy, Jr.
Eli Lilly & Co. i 1
NDA 20-592 i ;

o f}
B. The L‘erac‘.xvc Teleconference held on or abaut Ocmba'

onc year. The approved lebeling states.the
established in short-term (six week) studies. 'I‘hcrafore, for any ust over six weeks, the
physician should periodically re-evafuate the long-term cffectivencss of Zyprexa.
However, this cautionary information ’br the indication is never presented in the
telecouderence.

2 The possibility of tacdive dyskinesia, the fact that it is in the Wanings section and its
incidence as a frequent adverse event, a5 discussed in the approved labeling, is minimized
by Dr. TollefSon’s statements, such as,.,..we’ve been able to shoy that there is &
statistically and significantly lower mcidence of this newological ?de cﬁ'ect th.h Zypre.xz
than with conventional drugs.” Tints, Dr, Tollefson’s
he does not go on to discuss the incidenive of tardwz dyskipesia, whwh islisted both as a
Warening and as a frequent adverse redétion in the ‘approved labeling, or discuss other
extrapyramidal symptoms, such as akathisia) with Zyprexa, These symptoms have an

i extensive discussion in the approved léheling,
(TS

3. Dr. Tollefson states, “We are very plciised that the'labeling in the U.S. will show by
objective rating scales that both Parkidsths-fikk side effects and restlessness, or akathisia,
the incidence across all doses of | Zypmda wiis comparable to placebo.” This statement is
misleading because the table in the appmvcd labeling that lists adverse effects shows thut
the incidence of both Parkinsonizn symptoms and akathisia facrease well above placebo as
the dosage increases.

g 2 ton . il

4, Dr. Tollefson states that, “,. Zyprexa is@ umque blecyll mﬂm iﬁis a d with
very, very low risk of drug/drug cifons: And'this is i that will be f¢ d,
or highlighted in the labeling”, While thé labeling states there is ittle risk of drug
xmr.m.cnons, u.nd few have been observéd i clinicals uu:, the labelmg ions that
of diazapam or ethandliwith olanzi orth 3
) i This drug ion pré&éhtion is not discussed 1or is orthostatic
hypotmsmn discussed, in any form dur'{ﬂg the presgman on.

| e ‘g ]
" s -
&
it vom 5 3
k P Y i b
o T Y i)
' PR -';qf
Voo g it Ul]
Zyprexa MDL 1596 Cunﬁdenﬂal—Subjec! to Protective Order . :
Zyprexa MDL Plaintiffs’ Exhibit No.01169 ZYL' > Page
tD Page 4

SOA Memo in Support of
n U ~ Notice of Deposition of Joey Eski
2 7 67 Case No. 3AN-06-5630 C|




- e PAGE  B/7 I
- I8

Chades R. Perry, ¥r. SRR et
/ EE Lilly & Co. i Fagpd
] NDA 20-592 f
| i
i
. i
5.

‘When asked a question about wexght gﬁm Dr. Tollefson’s response misleadingly turned an
adverse event into a therapeutic benefit. He states, “So we went back and analyzed our
data and saw that the vast majority.ofweight gain- rcporbed initially as an adverse event, in
fact, was weight gain occurring/in patients who had baseline before startiog treatment, had
been below their ideal body weight: Soiwe really. Jook at this, with the majoxity of

patients, ay being part of 2 ﬂlerapcuuc recovery rather than an adverse event, And
that date, X think is fairly compelling; b it was inclnded in onx kabeling.
(Emphasis added)” y

e M, ‘.,‘

The information on weight gain was i.ndlccd mchided i the approved labeling, but as an
2 adverse event, not & therapentic beaefit, Since the:product was approved at the time of
! this teleconference, Dr. Tollefson knesior should ‘have known what information the

approved labeling contained and W what se.:uon it nppeamd H‘xgs'.atements were
therefore, false and lmsleadmg, : /

6. Pr. Tollefson states, “So the routine g dcse%m day one wﬂl be ten milligrams,” He
made no mention of the possible neéd 15¢ stirting t & lower dose, or what populations
might peed caution when initiating thcl‘épy as descifbed in the approved labeling, He did
not discuss the possible need for d::sane fitrition i in certain populations,

These promotional labe!mg pieces and the teleo\'mfsrmce #ire considered to be false and
misleading and i violation of the Act. DDMAC requésts th: following acuans—
Vo e
2 Enmedistelv discontinue the use of all pmmouonal Ia.bd.mg pieces, and cancel all

advertisements conteining any of thc false and/or misl
above. %oae

§/

nA g = l 3

2: Provide DDMAC with a camp éie listiny oﬁw.ll advertiserijénts and labeling pieces
: that will be cenceled, and those“that will mmmue in use, :ﬂso provide copies of
{ these various pieces to DDMA 4

Provide DDMAC with ahstm 'i‘eu stato fvnnula.ly committees, health carc
groups’ formulary or thmpwﬁbgscommmets bospital therapeutics or formulary
comumittees, or any other body tzsgugcd in the selection for inclusion or exclusion

of drug products from their resp ve fomulanes or drug lists, that Lilly provided
information similar to that dis §ed abovc 5

i

giy 8Ly dAZ
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4, Provide a written statenient th Ltlly will agxee to mmber 1 - 3 above, no Jater 'A L

yrexa MDL

rexa MDL Plaintiffs' Exhibit No.01169

than November XX, 1996.

I Lilly has any questions or comments, pleass Gontact the undersigned by facsimile at (301) 594-
6771, or at the Food and Dmg Administration, Division of Drug Marketing, Advertising and
Commumcanons, BED-40, Rm 17B-20, 5600-Fishers Lane, Rockville, MD 20857, DDMAC
reminds Lilly that only wiitten cazmxmmmt.om are consmcred official,

In all fiture correspondence regarding this. spcmﬁc isstie, plmse refer to the MACMIS ID # 4782,

in addition to the NDA, xumber. LT A
Smwely,
Kmn;th R Faaﬂla'
i* Sewior Advisor .
Division of Drug Marketing, 1 by email
L :Advertising and Communications
) H sy .
¢ W ) It is the
g ¥l
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FELDMAN ORLANSKY
& SANDERS
500 L STREET
FOURTH FLOOR
ANCHORAGE, AK
99501
TEL: 907.272.3538
FAX: 907.274.0819

- [

i
IN THE SUPERIOR COURT FOR THE STATE OF ALASKA
THIRD JUDICIAL DISTRICT AT ANCHORAGE
STATE OF ALASKA,
Plaintiff,
VS.
ELI LILLY AND COMPANY,

Case No. 3AN-06-5630 CIV
Defendant.

REQUEST TO PROHIBIT
CORRESPONDENCE TO JUDGE

At approximately 10:00 a.m. this morning, undersigned counsel received by email
a copy of a letter written to this Court by George Lehner. (A copy is attached.) It is the
practice in Alaska that matters presented to the Court be in the form of pleadings.
Accordingly, the State of Alaska requests that the Court order that the parties not submit
correspondence to the trial judge.

DATED this 28th day of February, 2008.

FELDMAN ORLANSKY & SANDERS

Counsel for Plaintiff

BY

Eric T. Sanders
AK Bar No. 7510085

State of Alaska’s Request to Prohibit Corres; ondence to J
State of Alaska v. Eli Lilly and Company . e ConTo A e

Page 1 of 2
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FELDMAN ORLANSKY
& SANDERS
500 L STREET
FOURTH FLOOR
ANCHORAGE, AK
99501
TEL: 907.272.3538
FAX: 907.274.0819

GARRETSON & STEELE
Matthew L. Garretson
Joseph W. Steele

David C. Biggs

5664 South Green Street
Salt Lake City, UT 84123
(801) 266-0999

RICHARDSON, PATRICK,
WESTBROOK & BRICKMAN, LLC
H. Blair Hahn

Christiaan A. Marcum

HENDERSON & ALLEN, LLP
T. Scott Allen Jr.

2777 Allen Parkway, 7" Floor
Houston, Texas 77019-2133
(713) 650-6600

FIBICH HAMPTON & LEEBRON
Kenneth T. Fibich

1401 McKinney, Suite 1800
Houston, Texas 77010

(713) 751-0025

David Suggs

P.O. Box 1007

Mt. Pleasant, SC 29465
(843) 727-6500

Counsel for Plaintiff

Certificate of Service

I hereby certify that a true and correct copy of

Request to Prohibit Correspondence to

Judge and (proposed) Order were served by messenger on:

Brewster H. Jamieson

Lane Powell LLC

301 West Northern Lights Boulevard, Suite 301
Anchorage, Alaska 99503-2648

George Lehner
Hotel Captain Cook

Barry Boise, via email (boiseb@pepperlaw.com)
Pepper Hamijilton

By
Date V7V " I /3555

State of Alaska’s Request to Prohibit Correspondence to Judge

State of Alaska v. Eli Lilly and Company Case No. 3AN-06-5630 CI

Page 2 of 2
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Pepper Hamilton Lp

February 28, 2007

VIA HAND DELIVERY

The Honorable Mark Rindner
Alaska Court System

825 West Fourth Avenue, Room 432
Anchorage, Alaska 99501-2004

Re:  State of Alaska v. Eli Lilly and Company
Case No. 3AN-06-05630 CI

Dear Judge Rindner:

are writing on behalf of our client Eli Lilly and Company. It is apparent that
stantial disagreement with the plaintiff about the scope of your summary
ing and its impact on the remaining issues in this case.

Your Honor held that “acts and practices promoting off-label uses and
advertising improperly” are prohibited by federal regulation and are therefore subject to
the exemption provision of the Alaska Unfair Trade Practice Consumer Protection Act.
See Rough Transcript of Hearing, February 27, 2008, page 7 (emphasis added).

In addition, as discussed at oral argument on February 26, 2008, the Code of
Federal Regulations (21 CFR 202.1(e)(5)(i), among other provisions) provides that
making misstatements about safety in an advertisement is unlawful and subject to
penalties that may be imposed by Federal authorities. As the court noted,
“advertisements” — as that term is used in the CFR — encompass a broad range of
marketing and sales activities, including calls by sales repx’esemativcs.l

Since any claimed misstatements about a drug — regarding its safety or anything
else — by a sales representative would be a violation of federal law, claims based on such
statements are, as the Court ruled, exempted by the UTPCPA.

Based on the Court’s ruling, it is our understanding that the sole remaining issue
to be tried, under both the UPTCPA and common law failure to warn theories, is whether
the label that accompanies Zyprexa adequately describes the risks that may be associated
with the use of the product. Under the bifurcation plan ordered by the courts, other

.| Inaddition, the Court cited with favor Pennsylvania Employees Benefit Trust Fund vs, Zeneca, Inc. 499 F.3d 239, which
(h:l;l tht “adyerisements elso come in the form of physician-directed pitches by sales represcntatives..." (Citing 21 C.E.R. 202.1(1)
».

Philadelphia Boscon Washiagron, D.C. Detroic New Yock Pinsburgh
Berwyn Hacrisberg Oraags Covagy Princeran VERNSIEA, Page 1 of 2

. Page 1 of
o peppcrlincon SOA Request to Prohibit
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Pepper Hamilton up

information that doctors considered about the risks and benefits of Zyprexa, whether
om the company or otherwise, will be considered in Phase II.

In

light of the Court’s ruling, we elected to remove a Lilly sales representative
y Eski) from our witness list, as the marketing conduct she would have testified about
i part of the case. We immediately informed plaintiff’s counsel that there .
would be no reason to proceed with her deposition that was scheduled for February 28",
(We note that Ms. Eski did not appear on plaintiff’s Preliminary, Final, Expert or

1 st). After we informed plaintiff’s counsel that we were removing
ate supplemented its list, late Tuesday evening, listing her as a trial
jected to cancelling Ms. Eski’s deposition.

witness, and 0

During a brief meet and confer relating to the deposition that we initiated with
aintiff’s counsel, it became clear that the State reads Your Honor’s decision as
ing introductio all manner of evidence relating to sales representatives’
i /ith physicians which, as we understand, is irrelevant to the remaining
claims. The State has previously asserted that it will prove label-based violations of the
UTPCPA through evidence of the number of prescriptions written (a position Lilly
strenuously disagrees with), not sales representatives’ interactions with doctors, or
advertisements. Accordingly, the testimony of sales representatives, and much other
marketing-related evidence, is irrelevant to the State’s remaining claims.

We appreciate that the Court’s calendar is very tight, and we regret having to seek
such clarification at this point. However, plaintiff’s insistence that they will proceed to
introduce evidence that goes beyond its remaining claims necessitates such clarification.
Accordingly, we will file a brief today seeking guidance from the Court and a conference

at the Court’s earliest convenience.
Res;%lfmly subx;nZdL/

GALler /Gwrge f}ye}mer

cc: Eric Sanders, Esquire
David Suggs, Esquire
Joseph W. Steele, Esquire
Brewster H. Jamieson, Esquire

#9389470 v3

Exhibit A, Page 2 of 2
SOA Request to Prohibit
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IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRICT AT ANCHORAGE

STATE OF ALASKA,

Plaintiff,
Case No. 3AN-06-05630 CI

Y.

ELI LILLY AND COMPANY,

Defendant.

L

PLAINTIFF STATE OF ALASKA'’S
SUPPLEMENT TO FINAL WITNESS LIST

Plaintiff, State of Alaska, hereby supplements its Final Witness List with the addition

of the following witnesses. Plaintiff reserves the right to amend this witness list and the right

to call additional witnesses at trial. If other witnesses to be called at the trial become known,

their names, addresses, and phone numbers will be reported to opposing counsel in writing as

soon as they are known; this does not apply to rebuttal or impeachment witnesses.

Joey Eski
¢/o Eli Lilly and Company
Lilly Corporate Center
Indianapolis, IN 46285
(317) 276-2000

2. Any corporate representative of Eli Lilly and Company appearing at trial,

3

Any witnesses identified by Eli Lilly and Company.

DATED this 217 day of February, 2008,

002774




FELDMAN ORLANSKY & SANDERS
Counsel for Plaintiff

> AT
ol T

2

Eric T. Sanders
AK Bar No. 7510085

GARRETSON & STEELE
Matthew L. Garretson
Joseph W. Steele

David C. Biggs

5664 South Green Street
Salt Lake City, UT 84123
(801) 266-0999

RICHARDSON, PATRICK,
WESTBROOK & BRICKMAN, LLC
H. Blair Hahn

Christiaan A. Marcum

David L. Suggs

P.O. Box 1007

M. Pleasant, SC 29465

(843) 727-6500

Certificate of Service
Tl ae

I hereby certify that a true and correct copy of
Plaintiff State of Alaska’s Supplement to

HENDERSON & ALLEN, LLP
T. Scott Allen, Jr.

2777 Allen Parkway, 7" Floor
Houston, TX 77019-2133

(713) 650-6600

FIBICH, HAMPTON & LEEBRON
Kenneth T. Fibich

1401 McKinney, Suite 1800
Houston, TX 77010

(713) 751-0025

Counsel for Plaintiff

Final Witness List was served by messenger on;

Brewster H. Jamieson

Lane Powell LLC

301 West Northern Lights Boulevard, Suite 301
Anchorage, AK 99503-2648




George Lehner, via hand delivery

By Ry
Date. 2-27-9¢

EEmm e AR
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907.276.263

Telephone 907.277.9511

STATE OF ALASKA, ‘ Yo,
| |

|
[ v. |

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRICT AT ANCHORAGE,
ol

o

&p
Plaintiff, 8 of <
7/‘)/,4/63‘(_
LT
n 4,,%/;7/ Zcre,/\ :
| Case No. 3AN-06-056 30 %7 ¢
ELI LILLY AND COMPANY, \

Defendant.

MOTION FOR CLARIFICATION OF THE COURT’S FEBRUARY 27, 2008 ORDER
GRANTING PARTIAL SUMMARY JUDGMENT TO LILLY

L Yesterday, the Court granted in part Eli Lilly and Company’s (“Lilly™)
supplemental motion seeking dismissal of the State’s claims pursuant to the UTPCPA
exemption and federal preemption, dismissing the State of Alaska’s (“the State’s”) UTPCPA
claims concerning Lilly’s alleged marketing activity, but denying the motion as it related to
Zyprexa’s labeling. Lilly understands the Court’s ruling to eliminate all of the State’s claims
that Lilly improperly promoted Zyprexa, leaving as the only question to be resolved during
the first phase of trial whether Zyprexa’s labeling adequately described the risks of the
medication. However, the State has verbally advised Lilly that it interprets the Court’s Order

much more narrowly, to apply only to off-label promotional activity, preserving UTPCPA

claims based on marketing activity relating to safety issues. The very terms of the Court’s

ruling, the rationale that the Court applied in reaching its ruling, and the federal regulatory

framework concerning pharmaceutical advertising militate against parsing this Court’s ruling

002777




| this way. Lilly requests that the Court issue a written Order, clarifying that all Lilly

| promotional activity is exempt from the UTPCPA. This clarification 1S necessary to resolve

| the admissibility of many of the State’s proposed exhibits and designated testimony, and to

|| guide the parties’ final preparation for trial.

;\

‘.

2. The parties’ conflicting interpretations became clear last night, when Lilly
removed Joey Eski, a Lilly sales representative who would have testified about Lilly
marketing in Alaska, from its final witness list, and cancelled her deposition. (The State had
not identified Ms. Eski on its preliminary or final witness lists). This precipitated a meet and
confer between counsel for Lilly and the State, during which the State argued that the Court
dismissed only its claims of off-label promotion, leaving unscathed its UTPCPA claim that
Lilly sales representatives improperly promoted the safety of Zyprexa.

3. Lilly’s interpretation that all claims based on promotional claims are
dismissed is consistent with how the State has presented its claims, with how Lilly asked the
Court to rule, and with how the Court did rule. The State framed its marketing-based
UTPCPA claims as follows: “it was ... a separate violation of the Act for any sales call in
which the sales representative minimized the hazards with weight gain and diabetes,
misrepresented the facts about the drug, or improperly promoted the drug off-label.” When

Lilly submitted its supplemental brief seeking dismissal of the State’s claims pursuant to the

I'PI’s Supp. Resp. to Def.’s Fourth Set of Interrog. No. 66, at 6, Jan. 24, 2008.

Motion for Clarification of the Court’s February 27,

Granting Partial Summary Judgment to Lilly 7 AR

State of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 CT) Page 2 of 6
age 2 0!
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I ~ . . .
UTPCPA exemption, it sought dismissal of all claims related to Lilly’s

promolional activity,

| including “Lilly’s alleged efforts to downplay Zyprexa’s risks of weight gain and diabetes . . .

“ 2 Neither party ever argued that the exemption applied differently to allegedly improper

|
|
Il
il

l\

| = s ; 4 : .
marketing relating to safety and efficacy than to alleged off-label promotion. In its ruling

from the bench, the Court stated that “the unfair acts and practices at issue are both regulated
clsewhere by the federal government and that the unfair acts and practices promoting off-
label uses and advertising improperly are pmhibitcd."3 Having completed its discussion of
the exemption’s application to promotional claims, the Court then proceeded to address its
application to the product’s label.! While the Court did refer specifically to off-label
promotion several times, there was no suggestion by the Court that there was some third
category — non-off-label marketing — that remained unaddressed by its rulings.

4.  Nor would it make sense to splice Lilly’s alleged promotional activity, as the
State advocates, into off-label promotional activity and safety-related promotional activity.
The Court explained several times during yesterday’s hearing that it was dismissing the

State’s claims involving call notes because improper advertising, including visits by sales

2 Def.’s Supp. Br. Secking Dismissal of the State’ i
Exemption and Federal Preemption 9, Feb. 5, 2808.a s Claims Putsuint RS

3Hr'g Tr. 9:9 to 9:12, Feb. 27, 2008.
“Id at9:18.
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| representatives, is regul

v ST , reculs
ated and prohibited by the federal government. The same regulatory

: prohibition that prohibits promotion for non-indicated uses, 21 C.F.R. 202.1(e)(6), applies to

| misleading safety information. A phurnmccullcal company violates Section 502(n) of the

| FDCA ifit:

Advertises conditions of drug use that are not approved or permitted in the
drug package label:® [or]

Makes representations not approved for use in the labeling, that the drug is
safer, has fewer, or less incidence of; or less serious side effects or
contraindications than has been demonstrated by substantial evidence or
substantial clinical experience.

As the foregoing illustrates, not only do the regulations prohibit misleading safety
promotion in the same way as promotion for non-indicated uses, misleading safety promotion
can actually be a form of off-label promotion.B Accordingly, the rationale that the Court used
to grant partial summary judgment — “the acts or practices at issue are both regulated

elsewhere . . . and advertising improperly [is] prohibilcd."" — requires the same conclusion

concerning safety-related advertising as it does for advertising for non-indicated uses.

5 See id. at 9:3 10 9:12; 16:7 to 16:9.
621 CER. § 202.1(e)(6)(xi).
7 1d. § 202.1()(6)(0).

8 See id: e « . .
safeei :d f)_nrfmbmng representations not approved for use in the labeling, that the drug is

9 Hr'g Tr. 9:8 to 9:12, Feb. 27, 2008.
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which the Court relied upon in its decision.
|

5. Application of the Court’s decision to all marketing claims is also consistent

10
with the Third Circuit’s decision in Pennsylvania Employees Benefit Trust Fund v. Zeneca,
In Zeneca, the Third Circuit dismissed the

plaintiff's state consumer fraud claims, based on advertising materials related to safety and

efficacy of the medication at issue, because of the “high level of specificity in federal law and

. ; 5 o 12
| regulations with respect to prescription drug advertising . . . - In Zeneca, the Court

invoked regulations relating to advertising about safety and efficacy, because there was no

| off-label component to the plaintiff’s claim.”® The federal regulations, the Zeneca decision,

and this Court’s rationale all apply across the board to all marketing and advertising claims,
not just off-label promotion.
CONCLUSION
For the foregoing reasons, Lilly requests that the Court enter an Order, confirming
that its summary judgment ruling applies to all marketing conduct, including safety-related

marketing.

19 7d at 8:21 t0 9:17 499 F.3d 239 (3d Cir. 2007).
' Hr’g Tr. 8:21 to 9:17, Feb. 27, 2008.

12 499 F.3d 239, 242, 252 (3d Cir. 2007); s
- 3d 239, 242, 252 ( W2 : see also Bober v. Glaxco Wellcome PLC 2
?tg:l.f%?_ (7th Cir. 2001) (“recognizing primacy of federal law in this field zlr]z]ee Illinz)i234s6ta11;ii;tg
self protects companies from liability if their actions are authorized by federal law™)

13 See, e.g., 499 F.3d at 248-49.
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motion, a supplemental motion was ﬁlfed by Lilly.
After the State disclosed the basis for its
claims under the Alaska Consumer Protection Act,
the State indicated that it was basing that_ )
claims and was alleging that the communications
that violated the State Act involved two classes
of -- of evidence. One, that product labels that f
had previously been approved by the FDA and which
accompanied each prescription for Zyprexa that
were issued in the state violated the Act. And,
second, that call notes and other evidence
showing the promotion of off-label uses by
representatives of Lilly also violated the
Consumer Protection Act. Based on that
disclosure, Lilly filed a supplemental motion
which, quite candidly, I'll characterize as a
much more substantive, in my mind, motion and --
claiming several things.

First, Lilly claimed that the
exemptions for UTP -- for the Alaska Consumer
Protection Act claims that are set out in AS
45.50.481 applied to that type of claims, and
that, therefore, the allegations made by
Plaintiffs as to UTPA violations were exempt from
a UTPA claim under the statute.

WONOWU D WN -

PROCEEDINGS

THE COURT: Please be seated.

We're back on the record in State
of Alaska versus Eli Lilly & Company,
3AN-06-05630 Civil.

Present in the courtroom we've got
Mr. Allen, Mr. Fibich, Mr. Sniffen and
Mr. Sanders with Mr. Garrison telephonic.

Can you hear us okay, Mr. Garrison?

MR. GARRISON: Yes, Your Honor.

THE COURT: And for the Defendants
we've got Ms. Gussack, Mr. Lehner and
Mr. Jamieson.

Before me are two motions for
summary judgment or -- I guess to be more
accurate an original motion and then a
supplemental motion that have been filed by Eli
Lilly. The original motion was based on the
November 26, 2007 decision in the Rezulin
products liability litigation which held that the
fraud-on-the-market theory did not apply to a
products liability case involving issues of
drugs. That motion was opposed by the State, and
argument was held on that motion.
Subsequent to the filing of that

SOEONOUL S WN =
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Second, Lilly argued that the UTPA
claims are preempted under federal law under the
doctrine of conflict preemption, and that that
applied both as to the product label claims, but
also to the call note and other claims, and Lilly
further asserted that the common-law products
liability warning claims were also preempted as a
matter of federal law under conflict preemption.

Again, as I indicated yesterday, I
will try to give you a decision on this in
somewhat of a coherent fashion, but I think you
want to know the bottom line ultimately more than
you need a pretty decision from me. And I'm
quite aware that these issues are not likely
to -~ I'm not likely to have a final decision in,
and quite frankly, I doubt that even the Alaska
Supreme Court will have a final decision.

T want to start with some,
basically, law principles that I've applied in
trying to reach a conclusion on these issues,
First, whether the Alaska Consumer Protection Act
exemption applies. I looked to the test of
Smallwood versus Central Peninsula Hospital at
151 P. 3d. 319-329 Alaska 2006. I also recognize
under the O'Neal case and the Smallwood case that

2 (Pages 2 to 5)
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the UTPA is to be afforded a liberal construction
in light of its remedial purposes.

As to preemption and determining
the laws and the rules that apply to preemption,

1 looked to the test enunciated in Cipolione
versus Liggett which describes the various --
versus Liggett Group, Incorporated, that's 505 US
504, 1992 -- which indicates the three different
types of preemption that applies that -- that

this is a case not where neither field preemption
or express preemption is alleged; rather, itis a
case that conflict preemption applies. 1 note

that in a preemption -- in a preemption analysis,
the assumption is that state powers are not
preempted unless there is clear intent and that
there is a strong presumption against preemption,
particularly in fields of health and safety that
have traditionally been regulated by states.

I note as I went through in my
questioning yesterday at oral argument on the
preemption issue that there is a history which
may recently be changing, but that there has been
a strong history where for many, many years
states regulated food and drug analysis. I note
Judge Weinstein's discussion of this in his

Page 8
what deference that I should give to the agency
view of its own regulations, and its discussions
of some of the issues that we're talking about
today. Mk

I agree with Judge Weinstein in his
Zyprexa products liability litigation that to the
extent the pre- -- what's been referred to -- a
preamble to some federal regulations that discuss
whether these matters are preempted or not
preempted is only entitled to what we call
Skidmore reference. 1 agree with Mr. Brenner's
argument yesterday that where the agency is
interpreting its own regulations that's entitled
to substantial deference under Chevron.

Turning to the claims in this case,
I'll first discuss the question of the call
notes, and the argument, as I understand it, that
these notes -- and there will be other evidence
that shows that there was promotion by Lilly of
off-label uses of Zyprexa.

1 note that it is under federal law
a crime for a drug company to promote off-label
uses that -- that includes advertising. I find
persuasive the discussion of this and the
question of preemption in the case of

Zyprexa decision.

As another issue, the process and
the — by which the FDA goes about approving
labeling and the applicable federal regulations
and statutes that apply to that are discussed in
a number of cases. They're discussed in the
Solicitor's brief that was filed as a
supplemental authority in this case, That brief
was submitted by the Solicitor in a pending
United States Supreme Court case of Wyeth versus
Levine. And that discusses some of the
applicable statutes and regulations and the
process for approval of labelings.

There's a discussion that I found
helpful in the case of Richardson versus Mylar, I
think it is, maybe Miller - it's Miller, excuse
me -- at 44 Southwest 3d, page 1 which is a
Tennessee Court of Appeals decision. And, again,
I note Judge Weinstein's discussion of this in
the case at 489 F. Supp. 2d, 230 In Re Zyprexa
Products Liability Litigation, which is the
mu_ltidistrict litigation that raised parallel
claims to many of the claims asserted in this
case.

There had been issues raised as to

CONOU D WN =

Page 9
Pennsylvania Employees Benefit and Trust Fund
versus Zeneca, Z-e-n-e-c-a, at 499 F. 3d. 239,
Third Circuit, 2007. I agree that advertising
and stuff includes the visits by representatives
of Lilly to promote the use of the drug as
indicated in that case, and I believe that under
the Smallwood test both parts of the test are
made -- are made out that the act -- that the
acts and practices at issue are both regulated
elsewhere by the federal government and that the
unfair acts and practices promoting off-label
uses and advertising improperly are prohibited.

I, therefore, conclude -- and,
again, adopting the reasoning in the Zeneca
case -- that the exemption contained under state
law applies, and I will grant partial summary
judgment as to those claims on that basis.

The question of the products labels
is @ much closer question, in my mind.

Review of the substantive case law
that has been cited on both sides of the issues
by the parties indicates that judges have reached
differing decisions on both sides of the
question.

I note a couple of things. First,

3 (Pages 6 to 9)
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under federal law, the fact that a label is
approved is not the end of the story. A
manufacturer is allowed to make additional
warnings and, indeed, may be required to make
additional warnings, and while there is some
indication that approvals need to be obtained
under some circumstances, those approvals are not
obtained under all circumstances. In that

regard, I note and adopt Judge Weinstein's
discussion at 489 F. Supp. 2d, 271 and 272 that
once a label has been approved the FDA permits
two types of labeling changes, major changes
require the prior approval of the FDA.
Manufacturers are permitted to

unilaterally change waming labels in a quote,
minor, unquote, without prior approval so long as
the agency is notified of the changes. Such
changes are specifically defined to include
strengthening language regarding warnings,
contraindications, precautions or adverse
reactions, and he cites to section 314.70C6 small
3 capital A of the federal act labeling changes
may be made without prior approval to add or
strengthen a contraindication warning, precaution
or adverse reaction,

Page 12 ||
been discussed and which I've indicated I'm only
going to give deference to if I find it
persuasive as to what preemption, talks about
preemption in not all cases, but in a limited X
number of circumstances. And Judge Weinstein
discusses that in his decision, and I note that
this is not a case where we're talking about a
label that is -- where the violations are based
on labels that are currently in use. We're not
talking about claims of warnings that the FDA
considered and rejected in whatever balancing
they did as to what should be -- how much
information should be included. They ultimately
with new information added information to this,
but I don't believe that even if I were to
give - even if I were to look at the deference
issue, that this was one that deference should be
afforded.

The label in this case was changed,
and I am not being asked to find inadequate a
label that would currently be in use which, in my
view, would create more difficult issues of
preemption.

We're aware there was proof that
the FDA had basically considered the warnings

Page 11

Given that a manufacturer has both
an obligation and the ability to change its
warnings without prior FDA approval, and given
that those warnings in themselves and the failure
to do that doesn't appear to be regulated by the
FDA in any substantive way, I do not believe that
the second prong of the Smallwood test, that the
unfair acts and practices are prohibited is -- is
fully met and, in light of the Smallwood case and
the remedial purposes of the Act, I find that the
exemption does not apply.

That requires me to turn to the
question of preemption. And, as I note, cases
seem to vary both ways and I have reviewed
each -- each party has cited cases on both sides
of the issue. It's clear to me that for a long
time that preemption analysis was not accepted by
the courts, but it's also clear to me that at
least some courts in recent times have not
accepted that.

But having reviewed virtually all
of the cases, I find most persuasive Judge
Weinstein's analysis on the issue,

! In that regard, I note a number of
things. This does not - the preamble that has

Page 13
proposed by the Plaintiffs, but actually then
chose to reject them.

Rather, this is a warning that
ultimately was required to be changed and
allegedly was deemed to be inadequate by the
federal government. And in light of that, I
agree with Judge Weinstein's analysis of the
preemption question both as to the UTPA claims
and to the -- the common-law claims. And so for
the reasons that he more eloquently expresses
than I probably could if we had more time, I will
deny the motion for -- as to the label aspects of
this case and the common-law warning products
liability claims, finding that those claims are
not preempted by state -- by federal law.

In doing so, I also appreciate
issues of policy as to what a contrary decision
might do. It would leave the regulation of the
case in many instances to the federal government
that in -- after determined inadequacies of
warning labels, et cetera, there would be no
state law remedies, which is really what this
ra':::::;J t at least the allegations seem to be
about.

And that historically has never
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been the case. That, historically, a state law
has served as a complementary means of dealing
with issues of the adequacies of drug warning and
drug policy. And I believe that that policy is
an important one. Again, I recognize and Tl
tell everybody I probably went back and forth on
this about two or three times in the last 24
hours.

Please do not take that as a
suggestion that I'm going to want to get a motion
for reconsideration, although I understand that
people need to make their records, particularly
when we're talking about these kinds of
decisions.

Having attempted to then rule on
the preemption supplemental brief, that leaves
the original Motion for Summary Judgment on --
based on the Rezulin products liability
litigation, November 26, 2007, decision. 1
decline to follow that decision for at least now
for a number of reasons. One is I don't believe
this is a fraud-on-the-market theory. This is
not an allegation, although I recognize that
Rezulin was broader than just paying higher
prices and there is some discussion of that, but

Page 16 ||

really know is the methodology, and I tend tq
believe that I'm not going to follow the Rezulin
decision to the extent that it defines the
methodologies to be appropriate to the reasons I
just indicated, because I don't think Alaska
law - that would be consistent with Alaska law.

And so, in summary, I'm going to
grant the Motion for Summary Judgment in part as
to the claims involving the call notes and the
allegations that really promoted - unlawfully
promoted off-label uses of the product. Again, I
also note that there were suggestions made and -~
including suggestions by the State as indicated
in the New York Times article that there was some
discussion of the motions in limine that Lilly
may be subject to criminal investigation already
for the acts that would fall within those things.

But I will deny the Motion for
Summary Judgment in all other respects.

I hope that that's adequate enough
for everybody to do what they're going to do on
appeal.

MR. SANDERS: Thank you,
Your Honor. First of all, on behalf of the State
I want to thank the Court very much because I

Page 15
I don't think this is a fraud-on-the-market
theory as was pointed out to me by the State in
oral argument.

The claims opened under the UTPA
and under Alaska state law common-law products
liability claims have different elements of
causation, and proof that, I believe, make the
Rezulin decision inapplicable and, particularly,
there's some prints versus parachutes decision
dealing with issues of proximate cause in
products liability case that I believe make the
Rezulin decision inadequate, and to the extent
that Alaska has different causes of action, I
believe that at this stage there are issues of
fact that would preclude summary judgment.

I also believe that the motion is
somewhat premature, quite frankly. It's a
causation damages kind of issue, and I continue
to adhere to my previous rulings in that regard
that the question of the adequacy of the State's
proofs and the experts' abilities to produce
evidence that ought to go to a jury are best
determined down the road in Daubert hearings and
other hearings where I actually know exactly what
the State's evidence will be. Right now all T

—-
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know that we have given you a lot of work to do,
and I think you're absolutely correct that we
would rather have a prompt ruling --

THE COURT: Than a pretty one.

MR. SANDERS: And, frankly, it
was -- actually, it was pretty enough in many
respects except for one.

All T can tell you is our attorney
general, as you probably know, is back in D.C.
today on the EXXON VALDEZ case, and we, of
course, will have to consult with Mr. Colberg to
decide, you know, what we may do in response to
the Court's order today, but -

THE COURT: I assume everybody's
going to make decisions based on my decision
today.

Given that at least under my
decision this case is going to proceed for now,
I'd like to discuss a couple of hanging things.

T haven't gotten any indication yet as to the
motions for clarification on two of the in limine
motions that I filed - that were filed by the
State. Idon't know - I know Lilly is filing a
reply and that's coming today.

MR. LEHNER: I think it should be
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here. It was filed right before we came to
court, so you should have it already.

THE COURT: I don't have it yet, so
I'm not in a position to discuss it now. I'll
read what you have and rule on the motion -- or
on the two motions for clarification once I get
those things.

I also don't have - there was a
pending - a new motion in limine that I believe
the State had filed that I'm not sure I have the
response to either. So, I'll rule on that once I
get that response. I assume I'll get that today,
too.

MR. LEHNER: That was the motions
on warnings and that is on its way as well. I
think the first one has already been filed —

THE COURT: Right. It was a motion
that sort of wanted to preclude Lilly from how
you were going to refer to what the extent of the
warnings might have been. That kind of grossly
characterizes it.

MR. LEHNER: The only thing I was
going to add, Your Honor, in light of your
rulings on the first motion and motion for
clarification may be impacted by your ruling

WONOUHWN -
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Assuming we did not have to prove intent, motive
is always relevant to conduct to the fact -

THE COURT: Mr. Allen, I really
don't want to have argument on it. I'm just
trying to decide if I have a motion still to
decide, and I'll -- if I do, you're telling me
that I do, and I quite frankly understand that I
do, that both of these motions go to issues of
being able to get in some evidence of motive, the
extent of which is - is probably part of the big
issue here.

And I recognize that motive -~ I'll
tell everybody that I recognize that motive is an
issue here, and it's more a question of -- I
think it's going to be more a question of
specifics and what I don't want to have is a mini
balance sheet damages fight going on here.

MR. ALLEN: You will not have it.

THE COURT: But I want to wait
for -- I don't want argument at this time on this
issue. It's just clarified for me and makes
sense to me that even given my rulings that we --
that motive still will be an issue in this case
and that those two motions exist, and I'll wait
for Lilly's response, and then I'll rule on it.

Page 19

today with respect to the off-label motion.
We'll take a look at it today and if we could
file a supplemental letter, if you think it's
appropriate.

MR. ALLEN: Your Honor, just for
the record, I anticipated that comment. The
ruling today does not impact the reference to the
motions for clarification. I will give you, the
Court, this reference, Denise Torres in her
deposition, who is the president of global
marketing for Eli Lilly at the time of her
deposition said that warnings affect sales, and
that she knew since the day she started working
at Eli Lilly that if you warned of diabetes it
would affect the sales. Sales is the equivalent
of money. The reason they entered the
primary-care-physician market, regardless of the
off-label prescription, was as their own memos
say corporate performance was crucial to
primary-care market's success. They further
said that they were - and this is their words,
quote, betting the farm, closed quotes, on
Zyprexa in the primary-care market.

We do have to prove intent as one
element of the UTPA, Consumer Protection Act.

VEONOUHWN -
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MR. ALLEN: Thank you, Your Honor.

THE COURT: Mr. Sanders.

MR. SANDERS: Am I correct, we can
file a reply on their opposition today?

THE COURT: I guess on --

MR. SANDERS: We'll get it done
today, I mean --

THE COURT: You get an
opposition -- well, let me read their opposition.
This is -- this motion for, quote, unquote, for
clarification is in many respects a motion for
reconsideration. And my general practice in
motions for reconsideration, a rule requires me
if I might grant the motion for reconsideration
to afford the other side an opportunity to
respond. My general practice is I don't usually
let replies come in on that basis unless I think
Ineed it, and so I'll let you know.

MR. SANDERS: Okay. Great -- we'll
have one prepared. If you want it, we'll get it
right over. Okay. Thank you.

THE COURT: Those, I think, are the
only three motions - the two motions for
clarification and the one new in limine motion
that are hanging. AmI--1 mean, I realize
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we've got some juror stuff to talk about. We're
going to talk about that in a second.

Have I missed a motion or -

MR. SANDERS: No. By the way,
there is -- just so you know, your clerk knows,
their opposition came in as one opposition to our
two motions; so they combined theirs into one
pleading.

THE COURT: Okay. Well, I assume
that's going to be waiting for me sometime today.
I hadn't seen it when I came on the bench.

MR. SANDERS: Yeah.

THE COURT: I want to -- I've given
everybody my 16 or 17 yesterday, preevidence jury
boilerplate instructions. My question -- my
first question before we turn to the jury
questionnaire issue is: Are there other
preevidence instructions that the parties want me
to give, or are there objections to the ones that
1 proposed to give?

MR. SANDERS: We do not have
anything else to propose. I left right after
court yesterday. I didn't linger around. Did
you hand out a package of -- or did Mark?

THE COURT: Packets, I think, were

DOBNOU L WN -
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the case is about. But I'll let you make records
on that if you need to. But if -- aside from .
that, I'm not sure whether or not we're missing
anything, but that's my question. Is there other
preinstructions -- I mean, there was one
instruction that talked about calling the State
“"the State" and Lilly, "Eli Lilly" and sometimes
"Lilly" will be referred to as "Lilly" and stuff.

And I don't know if I need to do that or not. I
mean, names - if somebody wants to come up with
a names instruction to the jury, I'm happy to do
something like that. I don't think -- that's

specific to this case, I don't think I have that.

MR. LEHNER: Your Honor, I think we
could - I looked at the brief that you submitted
yesterday. We could, I'm sure, spend an hour,
half hour with the Plaintiffs this afternoon, if
there's some objections to your proposed
instructions we can let you know by the end of
the day, I'm sure.

THE COURT: It's my practice when I
do jury instructions, I just want to give you
opportunities to make your record on those
instructions or to make sure or to -- and to
consider any new things you want me to give or

Page 23
given to you at the beginning of yesterday's
argument.

MR. SANDERS: Okay. We don't
have --

THE COURT: There was some
discussion that everybody was going to look it
over and let me know if there were any problems
with it and let me know if there were more at
issue. In looking over your proposed
instructions I think I pretty much -- maybe not
in the exact form cover the topics at issue
except for what I call the fight about me giving
the instruction to the jury about what the case
is about. And as I indicated orally yesterday,
my general practice, again, would be to have you
give some short description to the jury, each of
you, about what your case is about before we even
pick the jury so that the panel can answer your
questions in voir dire intelligently, and then
let you go at it in opening statements as to
explaining what your case is about.

1 generally do not put the Court’s
stamp on what the case is about. I'd rather let
you tell that. So I'm inclined not to give
either parties’ requested instruction about what
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any changes you want me to give to what I do.
T'll tell everybody that the ones I've given you,

I refer to them as boilerplate and they've been
given in almost every case that I have. To the
extent that somebody is going to object to my
allowing jurors to ask questions or take notes,
T'll let you make your record, but I'll tell you
now you'll have a real uphill battle to convince
me not to let me do that, it's much better
practice and it keeps the jury engaged and, quite
frankly, it will let you know what the jury is
thinking about if you hear the questions. You
can make your records if you object to that.
Some lawyers, I know, do.

And I'll just - I mean, for now
I'm going to operate on the assumption that no
further preliminary jury instructions will be
given other than the ones that you've handed out
and -- or that T handed out, and that the ones I
handed out are not objected to. That's going to
be the case, you'll need -- if that's not true,
yog're going to need to make your record at some
point.

The juror questionnaire --

MS. GUSSACK: I'm sorry,
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1 Your Honor, before you turn to the jury 1 and that this isn't evic!ence gnd there will t')_le =
2 questionnaire. Do you want to see the parties' 2 the panel is fine, they're going to be told't at
3 proposed statement of the case before it's 3 lawyers' arguments and statements aren't
4 presented? 4 evidence, and they'll get told that more - they
5 THE COURT: Well, I want to see - 5 may get told that more than on‘ce. But -- so
6 1 would like to see both parties’ proposed 6 that's - that's what that -- that's what that
7 statement of the case and have some discussion as 7 statement's about.
8 to what's going on. Again, before anyone makes 8 And I suspect I'd rather have a
9 objections, the purpose of this -- this will 9 record made and have everybody makg sgr‘e that to
10 happen - when I bring in the jury there's a 10 have at least me decide that I don't think it's
11 little script that I use that, basically, you 11 going too far. The idea is I don't want it to go
12 know, introduces -- I'll let you introduce 12 too far in terms of advocacy of what is supposed
13 yourself, I'm going to make you give some 13 to happen in your openings statements.
14 information to the prospective jurors, the jury 14 And so the sooner you get those to
15 panel as to the firms and the people you practice 15 me, we'll be able to take that up and make a
16 with so they're going to be able to answer 16 record.
17 questions as to that. I'm going to ask you to 17 Let me talk about the juror
18 identify your witnesses so that - so that we 18 questionnaire. Lilly has filed a proposed jury
19 know nobody is married to one of your witnesses 19 questionnaire. The State, basically, doesn't
20 oris a close relative or anything and they can 20 think a jury questionnaire is necessary and
21 answer those questions intelligently. 21 thinks that this one is intrusive and
22 1 go through the statutory issues, 22 objectionable, and, I guess the words are
23 you know, whether they're citizens and whether 23 offensive and invasive. And what -- and it was
24 anyone has a felony and whether they speak 24 indicated in argument yesterday, I forget by whom
25 English and understand English and those things, 25 for the State, that if I decide we're going to
Page 27 Page 29
1 and ask them to answer whether they have a mental 1 use the questionnaire, the State will have its
§ infirmity. There's a list of questions that do 2 own version that I should consider.
that. 3 But let me ask -- let me ask the
B But at some point in that thing I'm 4 State what you see happening, particularly for
5 going to ask each of you to describe what the 5 some of the things you claim is objectionable. I
6 case is about so that later on when they're being 6 mean, the questionnaire indicates that if anyone
7 voir dired they can indicate whether or not they 7 knows anyone who believes they have diabetes or
8 have any problems with sitting on this kind of a 8 related conditions, whether there's -- there's
9 case. And in order for that to happen, they need 9 questions about, I guess, mental disabilities and
10 to know w‘hat_trwe case is about and I, quite 10 stuff. But, if I don't have the jury
1y fondy s more s forhem o |11 uesionare, iy von' hose questons e
an you might in opening 12 entirely appropriate given the subject matter of
13 statement and in a short, concise fashion, just 13 this litigation in an effort to pick a fair and
. 1'm lOOKinK = i . .
16 would avoid a lot of adjectives andga:vrerbi in 12 tprfs:p::a(;nmtzEewtzgr:at;’i:see‘:jegrr'saltnlgz::ral;;/es that é
17  your description because th i i e ow tha
18 it more oijctionable. But f:;'\gc\[/:;tdl'l:r? Yol i; :\QUlry _be mgde? obi w‘h - fore:see ‘
19 looking for. 5 qzzspggrl]nig; »;v;tkhe%ui ';d;e" %J?tnonnanrellst;hat
20 So I wan!f e Jury panel, then
21 doesn't think that stotr(r’u:bzzey seT: = Sfyb“ s iﬁ’ everybody is raising their hands. And some
22 overstepping the lines. Again, there will be an 22 s partlcglarly onithie rentalitety i,
23 indication to the jury that this is, you know, 23 are taken out in the hall, they may not want to
24 your description of what the cas'e 2 about.' 2 talk abqut those issues, they may want to talk
25 2; about diabetes and the other things. Won't this

You'll hear more about it in opening statements

shorten up a lot of that stuff because you've
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1 identified people and you can discuss things if 1 there are a lot of people - I can tell you this

2 they get called on — into the jury box as one of 2 from an informal poll in my office where people
3 the people that could sit on the jury? Isn't 3 said, "It wouldn't fill this thing out. Idon't .

4 this going to -- 4 think the State of Alaska has any right to this."
5 MR. SANDERS: Let me answer the 5 THE COURT: There are two

6 question. Have you ever used a jury questionnaire 6 questions, Mr. Sanders. One question is whether
7 similar to this? 7 we use a jury questionnaire at all. That's a

8 THE COURT: I have never used a 8 different question if I decide that a jury

9 jury questionnaire. But that's not a question - 9 questionnaire will be useful as to whether I

10 that answer is not meaningful - 10 allow all of these questions or some of those

11 MR. SANDERS: T'll just tell you - 11 questions or combine that with questions that you
12 I'm answering - 12 might want to use. And since I don't know yet
13 THE COURT: This is the kind of 13 what questions if we're going to use a jury

14 case where they're frequently used. 14 questionnaire you might want to use, I can't

15 MR. SANDERS: I beg to differ. I 15 answer that question.

16 would say that -- what I would say is: What 16 I certainly can look at the

17 possible precedent is there for something as vast 17 question of some of these -- whether or not I

18 as this? Idon't-- I've never seen it before. 18 should allow all or some of these things, so that
19 So --so I would say it's not frequently used. 19  kind of gets us down to -- I'd like to decide the
20 It's basically never been used in any case I'm 20 first question first as to whether or not I'm
21 aware of, and if they can contradict that, and 21 even going to have a jury questionnaire. But if
22 say, "No, Judge Jones down the hall used 22 1am, then I'm quite willing and will discuss
23 sorr_'\e_thlng like this three months ago," I'll 23 what ought to be in it.
24 revisit thx_s' comment. My position is I want to 24 MR. SANDERS: We are strongly

25 seefit, if it's ever been used before. First of 25 opposed to it.

1 all il 1 THE COURT: And I'm trying t e

3 ing to

2 Second of all, it will not -- I'm 2 decide why you think it won't be E‘Ythgi’s is what

3 almost certain it will not make things go faster. 3 I'm worried about, quite frankly, that if we

; It w”tl extert\ﬁ thmgs'. When you ask people these 4 don't use a jury q(;estionnaire Zv'e‘re going to get
: %ﬁiﬁzﬁﬁn_ E1Yh zgngti Vr:aalllyg tazs;\i/te; fthe g gﬁgsltjlsogs fagout diabetes and megical treatment
7 information which then prolongs the examination. 7 mental ilﬁ\es;uisi:ostraahti mhelntaI I"'HTSS apd

8 If they want to know these questions, they can 8 allow in the circumgstla f f;?rtam o

9 ask them, because we may not want to know -- we o it nces of this case, and --

i? may not feel we need to ask these questions. We 10 because there's g:l)i:;rzztgeats:sg;e(fr?;gsl‘)::to :;I

may wan! i i v

i thirrk Wl tsr:‘; uaksjk bﬂfgf:é g‘;e;z:??af?njaag: t 11 and these drugs are used at API and where these
:3 Lilly wants, first of all. g S\?er'?: fgr;r:g J)h:;vrzaaylggmewup; 3 d(;]n’t kno;N. i
4 Second of all, I can i ~ we may have a ot of
15 there are some questio,ns on rt::'leyfvzgatin view ig 't};ands ralseq a0k el g0l 45 EURNRR L

16 of the fact that the State of Alaska is a plarty 16 'gfie qugstlons g e i
17 as1 said, are particularly offensive. I mean ’ = picking will go on for severa} days.

18 these are not questions that the State of Ale;ska 18 l\_low, tﬂat’s finevthime i order

19 wants to be associated with because the public 19 (t:to Gckia releiuty o alese it e leMERTE

20/ oy b Dermesre s Weke Sivr raonii e o - tf? re(zlll that the State has already suggested

21 jury duty involving a case involving the State of 21 at you've got some out-of-state witnesses who
22 Alaska,” and they're trying to decide whether we o are only available for a short period of time at

23 can be jurors or not based on our race based on 23 the beginning of case.

24 our income, whether or not anybody has ever had 24 M. SANDERSSE GF 18

25 5 THE COURT: And if jury instruction

mental problems in our family before, Because

goes on unduly long that could have been avoided
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1 and shortened up, that's going to be too bad. 1 get our jury picked i_n one day, doing it tf\e way w
2 And I know - what I'm hearing is that you 2 we intend to pick this jury. The old-fas.hloned[
3 disagree that this is going to shorten things. 3 way. One day of jury selectupn. There's nothing
4 MR. SANDERS: 1 absolutely do. And 4 particularly unusual about this case.
5 I say that based on experience. 5 MR. FIBICH: Yc_JU( Honor, may I
6 THE COURT: What I tell everybody, 6 weigh in just briefly on this issue?
7 if there's a jury questionnaire that identifies 7 THE COURT: Okay. £
8 some things that at least are reasonable to 8 MR. FIBICH: Simply, I agreellts )
9 identify early on that will shorten this up, I'm 9 going to prolong the voir dire. Let me just give
| 10 going to be more inclined to hold people to their 10 you an example of why I think it is. If you take
11 time limits than I am if we're getting a lot of 11 one of the questions -- let's just do one: What
12 questions that nobody has thought about and asked |12 do you think about the State of Alaska?
13 before and, you know, because from a jury 13 Invariably, you're going to get a lot of people
14 questionnaire we might be able to get a sense of 14 that say, "Well, I think government's too big. I
15 how many people we're going to be dealing with 15 think bureaucracy is too big." You know, they're
16 with mental health problems and what can we do 16 going to have some political answer to that
17 about it and how we can shorten that up and -- 17 question.
18 MR. SANDERS: I'm just telling you. 18 As soon as I get that answer, I'm
19 I mean, here's the problem: You know, from 19 going to have to go through each and every person
20 experience, it's obvious that when you ask a 20 and examine what it is that forms the basis of
21 criminal jury, for example: Has anybody ever 21 that opinion. That does absolutely no good other
22 been a victim or had a family member be a victim 22 than to create additional questions that I may
23 of acrime? Everybody raises their hand. Okay. 23 have to ask.
24 In this case, if you ask a jury: Do you know, 24 On the other hand, if we're doing
25 have a dose friend, anybody that has a mental 25 this orally, I may say: How many have had a
Page 35 Page 37
i hz::a.".h issue? Everybody is going to raise their 1 circumstance with the State of Alaska that has
2 hand. I mean - and I don't see what the 2 caused you some problem with the State of Alaska?
3 significance gf that is, because if I was picking 3 That gets to the relevance of whether there is a
g a jury, I would be asking very pointed, specific 4 Dbias or prejudice that would prevent them from
: ?nu;;tgrzabsegause, );)jul;l;now, the fac_t t'hat my 5 sitting as a proper jury. So my concern, and I
e Segrlejvso % tay$eartshago isn't really 6  share the Court's concern that there are some
8 Speclflcgily 'relevant tg tl’\islco':-xr ef ;1095“3"7 z questl.ons that iy sl e Pl sl i
3 ool Aot o Zik:n was doing 8 selection process to be shortened, but there are
10! enetions Ha; bl been%ha o L 9 very few in thlere, Your Honor. And let me
Tk e >had = y ever b e victim of a 10 ]tlet - whlle_ T've got your attention, and I know
riend be a victim of crime? 11 TI'mon a point: Where have you lived in the I
12 Beca U i last
use you're not going to get a helpful answer. 12 ten years? Why do they want to know that
13 I would say - if it was a rape case, you would 13 information? Is Eli Lill ing t -
14 say: I want anybody who feels they've been a 14 hi i i a0 SO |
15 victim of a sexual assault to raise their hand or 15 iy i |r)vest|gators and 2 knockl Qflidoors
16 notify the judge privately. And so there is a 16 g::crz;ggt while we:dergotnis ssjecion |
17 way to get this information, but it's not through 17 " 1 just think th i
18  this questionnaire. And so -- I mean, we'll go 18 questi s thl.s
19 this way if you insist. But I'm telling you, I 15 restonnaiglissstepleavDineselindich
20  think it's going to be a big mistake and the 20 iy ems.N ;
21 State has got to get their first witness on — o ow, if thg Court were to give each
22 the first two witnesses have got to be done and e g us each ten questions that we want to ask and
23 out of here on the 6th or 7th, SR 2 tlVave atshort z'questlonnalre. I read the prior
24 I'm not going to be in a position where iy & thaencs?;llj[:tts.th I ‘t/eth r)egrd tr_le representations to
25 s going to say, "I told you so." Because wel'll 25 , that this is going to be a short

questionnaire, And so my concern is this is
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going to create so many additional questions by
the manner in which they're asked that I'm going
to have to examine each and every witness by each
and every answer and that will prolong it. And
that is my concern because, as the Court has
acknowledged, we're bringing witnesses from the
Lower 48 that are coming a long way, that are
high-priced, that have limited schedules that we
have got to get this trial going in the manner in
which we have scheduled it.

MS. GUSSACK: Your Honor, Nina
Gussack. May I speak briefly? Because I think
the absurdity of — of the State's position is
evident in the comment that, you know, is Lilly
going to hire investigators overnight to go
investigate based on where these people live? I
think the Court readily understands that there
are a series of questions here that have to do
with medical conditions, serious mental illness
and related issues that the State is well aware
of that they are charged with the oversight of
the seriously mentally ill and seem to want to
distance themselves from asking the citizens of
the state what their status is. Questions that
are directly relevant to the issues presented by

1
2
3
4
5
6
7
8
9
10

11

13

15
16
17
18
19
20
21
22
23
24

I do want to point out that T am
very sensitive to the difficulties of witness
availability. But I can't say that there's any
guarantee that two experts showing up here are
going to get in and out of court based on whether
this questionnaire is used or not. That's going
to be a direct relationship to what the scope of
their testimony is.

And this questionnaire, I think, is
designed to insure that the jury selection
process is more expedient, not less so. And I
would still invite the State to advise us which
questions specifically they find objectionable,
and which ones they would like to supplement
here.

THE COURT: I'm going to agree with
that. I'm not deciding this question yet. T'll
tell everybody, there's a lot of personal
information -- there's a lot of things on this
questionnaire the jurors are going to ask anyway.

One of the processes that I
probably should have done, but I figured that
local counsel would be quite aware of it, is that
at one point there's a board -- I don't know
where we have it -- with ten questions or eight

Page 39
their allegations here. This questionnaire is
designed to elicit in a confidential way,
designed to minimize embarrassment and intrusion,
those -- those subjects. To allow the kind of
targeted follow-up in voir dire that would be
appropriate and not embarrassing to members of
the panel.

This kind of questionnaire is
designed to facilitate jury selection of a fair
and impartial group; not to in any way delay or
extend the kind of questioning that's necessary.
But, certainly, to the extent that Mr. Fibich has
questions that he wants to put to the panel, he
can do that in voir dire without any limitations
as to whether they -- assuming that they are
appropriate. No one is telling him how he needs
to ask those questions.

But I think most fundamentally,
from the Court's perspective, we have invited the
Plaintiff's questions, we have invited their
comments on this questionnaire. We can't do
anything more than say, "Please, you know, let us
know what it is that you find objectionable and
let us work towards a joint process here that
will facilitate the jury selection.”

CONOUIDWN

Page 41
questions that jurors are asked to -- is it
around that everybody can see real quickly?

All the jurors will be asked before
you even start questioning them in voir dire for
their name, the neighborhood in town that they
live in, occupation -- there it is -- occupation
and brief work history, spouse's name and
occupation, number of children and their ages,
where they were raised, hobbies, fraternities,
whether they've been involved in litigation,
whether they've ever served on the jury, are
there any reasons they shouldn't serve on the
jury.

There are a number of questions in
this questionnaire that are totally unnecessary
other than to give it to the parties ahead of
time, I suppose, which —- and to the extent
you're asking people about race, marital status,
ten years worth of addresses and stuff, I'm not
sure why that helps move this along in any
particular way.

Family income is another question
I don't see - those are questions that can be
asked individually if you want to or not
individually if you want to.
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On the other hand, there's a number
of questions that I consider perhaps
case-specific in identifying that people may want
to talk about ultimately individually, and I'm
getting some sense of how much -- many people
we're talking about may be useful.

MR. JAMIESON: Your Honor, Brewster
Jamieson, for the record.

The reason that we've included many
of the same questions as on the board in this
questionnaire is, again, related to moving things
along. I've been involved with Judge Gleason in
issuing a juror questionnaire within a couple of
years, I've been involved with Judge Link down in
Kenai, I've been with Judge Weeks down in Juneau.
And each of the questionnaires contain this basic
information so that the night before the parties
can look at it and make decisions as to whether
there's followup needed as opposed to scramble
around and taking notes of the answers that are
given very hastily on the first day of trial.

The proceeding that I understood
and we talked about in the last month, at least
on a couple of occasions, was that we would have
the jury panel come in on Monday, fill this

Page 44
rather than later to figure out what to do about
that.

But everybody should know, I'm
going to hold -- once I figure -- you know, !
absent logistical problems of the Court's making,
which sometimes happen, we're going to get to the
evidence on Thursday, and so that's -- I'm not
really worried about this going longer one way or
the other, quite frankly. I'm not convinced that
this will shorten up and give some people more
information that they wouldn't otherwise get
because they're not going to ask questions
because we're shortening things up. But they'll
have the information because of the
questionnaire.

So, 1 am going to ask the State by
first thing tomorrow morning to give me, A, the
specific objections to the questions that they
think are totally inappropriate, understanding
that if they're not going to be inappropriate to
ask when people are in the courtroom that they're
not inappropriate in my mind to ask on paper.
And give me the list of questions that they think
are appropriate to ask if there's going to be a
jury questionnaire.

Page 43
questionnaire out, which includes basic things as
well as case-specific things. And then we
would -- the parties would have equal opportunity
to look them over and so forth. That would allow
us to target and focus our -- our questioning of
the panel in what I now understand to be a
two-hour-each process which we've agreed to and
which insures we get a jury selected in this
pretty high-profile case in one trial day.

And so we're -- we're willing to
adhere to that process. We think that this
questionnaire, including some of these basic
questions, really enhances and simplifies that.
THE COURT: What I would like --
the question to how fast we're going to get this
done depends, quite frankly, on my willingness,
which I am willing to do to impose limits on
everybody as to what kinds of questions they're
going to get. Now, I'm a little bit worried
about all of these -- it takes longer to do voir
dire if we have to take a lot of questions up in
chambers individually rather than in front of a
panel. There may well be a few things here. To
be quite honest, I'd like to get a sense of
whether that's going to be a big problem sooner

Page 45

MR. SANDERS: Well, I just want to
be heard, because, you're right, they have lots
of questions here that you could ask a juror.
But it would take you about four days of jury
selection to ask all these questions, so there
is -- you're getting all this information and --

THE COURT: What's wrong with that,
Mr. Sanders? Why -- why shouldn't I give both of
you an opportunity to get extra information if
we're going to shorten up selection, give you an
opportunity to get more information about jurors.
T'll let you exercise all your preempts and
challenges better.

MR. SANDERS: Okay. Can I have
just a moment? I want to think this through. So
you're going to ask me, for example, if Eli --
Eli Lilly can ask lots of questions that they
want to. So they can ask juror No. 1,
"Mrs. Hernandez, are you from Mexico?" They can
gssk that, if they want to. I'm not going to ask
it. Certainly, nobody on our side is going to
ask that. Or they can say, "Mrs. Smith, how much
money did your family earn last year?" They can
ast _t?at if they want to, but I'm not going to
ask it.
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THE COURT: I get your point.

MR. SANDERS: They can ask, "Do you
have any opinions about personal injury
lawsuits?" I mean, we're not going to ask that,
this isn't a personal injury lawsuit. So they
can ask all kinds of questions if they want to.
And that's what they're trying to do in this
questionnaire: Ask all kinds of questions that
we don't feel are appropriate or they would have
the time to do in jury selection. SoI -1
fundamentally oppose virtually the whole
process - that's my position. And if you expect
me to go through and say to every one of these
questions, "Do you have any children? What are
their ages and occupations?" the Court has
already decided what kind of information that
should be. The reason that board is used --

THE COURT: Those questions don't
shorten this up at all. Because we're still
going to go through that process.

MR. SANDERS: You want the jurors
to kind of get a chance to talk a little bit, to
loosen them up. So -- I mean, I don't know where
to begin. If you want me to go through and
object to this, you want to explain why I object

OONOU S WN -

Page 48

From the very first time jury questionnaire was
mentioned, I said I'm opposed to it. There is a
fundamental reason.

THE COURT: Well, as I understand
the reason, they're going to ask some of these
questions, you would rather have them take the
heat for it than have a neutral --

MR. SANDERS: Let them -- there's
nothing unusual about this case. They should
be - Rule 47 talks about jury selection. It
doesn't say you need to submit 100 questions that
you would like to ask if you had two weeks to ask
them. And so, I mean, why don't you do this in
every case? You can say the same thing about
literally every case that gets tried here with a
jury. Wouldn't we speed things up if we had a
questionnaire?

THE COURT: Mr. Sanders, we both
know that in every case I don't have seven
lawyers on each and a floor at the Cook being
devoted for each of the parties. This is a
different -- this is not -- when this case
started, it was -- everybody said, "Oh, no, this
is not a usual case." And it's not. So the
question is that doesn't mean one way or the

Page 47

to all of these questions? I'll do that, but I'm
not happy about it because I think that there are
lots of reasons in here for objections, and --
and I've been working night and day trying to get
this case teed up for trial, and they dropped
this on us the last minute. And now I have to go
through and object to all these questions. I
mean -

THE COURT: I guess I'm going to
say, we've been talking about a jury
questionnaire for some time in this case. And
we've been waiting - I've been waiting to get it
and see what the positions were, and the
State didn't -- when the topic was broached,
which I recall was not this week, but maybe a
hearing or two ago, the State didn't stand up and
say, "We don't like any jury questionnaires
period,” the end.

MR. SANDERS: No, no, no, no. I
was here. I'm the one that spoke to it. And I
know what I said. And I've got a transcript that
says what I said. What I said was: We would be
objecting to a jury questionnaire, but I really
can't do that until I see it. And Mr. Jamieson
said, "We will be getting them one, Your Honor."

Page 49
other whether or not a jury questionnaire is
appropriate or not. But it certainly means I
ought to think about it a little bit more than I
think I would in a $12,000 --

MR. SANDERS: I'm going to do what
you want, obviously, and so what I'm going to do
is I'm going to go through -- for example, I'm
going to say, name, we don't need to ask their
name, because they're going to tell us their
name. Age, as far as I know, that's not an
appropriate question. Number of children and
their ages - fine, you know, okay. I'll go
through and answer all these.

My question -- my next question is:

Is there any reason why if you give a jury
questionnaire it has to be coded so their jury
consultant can interpret it?

MS. GUSSACK: Your Honor, let me
speak. Mr. Sanders, your memory is a little bit
limited, Mr. Fibich spoke to the jury
Questionnaire at the hearing, and he said, "I am
opposed, but if we're going to do it, I have lots
of questions to add.” So if we have lots of
questions to add, let's see those questions.

No. 2, we have told the State --
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not that it's particularly any of your business,
but we don't have a jury consultant working with
us on this questionnaire. What we're trying to
do is facilitate the selection of a fair and
impartial jury. So, if we could, we invite,
again, the State to give us any questions that
they would like so that we can have a joint
submission.

THE COURT: I don't care if you've
invited them or not. I've invited the State to
do that by close of business tomorrow as well as
tell me what questions that they want to object
to. Iam not going to be giving questions that
the jurors would have to answer anyway. 1 mean,
name will be given. It's obvious that a jury
questionnaire is meaningless if you don't know
who the person is. But, if they're going to have
to tell you they're 47, I don't think they should
tell you on the questionnaire that they're 47.
It doesn't shorten things up. That's what I'm
trying to do here is shorten things up or at
least have the ability to plan and shorten things
up.

MR. SANDERS: How many jurors are
you going to summon in for this panel?

SVENOUVI B WN -

Page 52

spring break.

THE COURT: Let me look at my
calendar, but I don't think it's possible. But
that's -- hopefully, a lot of people -- that's
the problem, we're starting March 3rd and the
people are on jury duty for this week, and so a
lot of people may not have requested a -- you
know, there's a process where you can request a
different week if it's going to conflict with
something. I'm more worried that people would
have expected to be on this long --

MR. SANDERS: This group will be
for the March 3rd trial. Spring break starts the
following, so they will think, "I'm just on jury
duty for a week," and that -~

THE COURT: They may. That's going
to be the concern, but that's going to be a
problem. And if I can figure out a way to deal
with that, I'll try to, but I don't know if I
can.

MR. JAMIESON: Your Honor, just on
the issue of questions that the people are going
to - potential jurors are going to be asked in
any event. I think it's quite helpful to both
sides and along the lines of prescreening, we're

Page 51

THE COURT: That's -- I haven't
thought about that yet, but more than I usually
would because I'm a little bit worried about some
of the mental health issues. I'm worried about
the State -- whether there's issues with the
State employees and how that will play out. And,
most importantly, this is at least a three-week
trial, from what I understand, just on the
evidence, so we're probably talking about four
weeks. And spring break is going to be in the
middle of that. And so we're going to have a lot
of people -- when they say, "Who can't be on this
case," we're going to have a ton of people that
are going to raise their hand and say, "Spring
break, we've got tickets to go to Hawaii," and
I'm going to let those people off. And that's
what I - s0 I need a bigger panel, I'm sure.

How big? I haven't figured out.

MR. SANDERS: One request. I know
this may be impossible because of your calendar.
Is there any chance we can bring in whatever that
panel is, 80 people, on Monday, have them at
least prescreen for the spring break issue?
Because there's no reason for those people to
come back if they're going to be excused for

VONOUTHWN =
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going to get a lot of information the night
before, and we're going to realize, probably,
from what's written on the jury questionnaire
that we've prepared and certainly if the State
adds into it, we're going to get a lot of
indications as to who really should be sitting on
this jury. We're going to have that the night
before so we can go in -

THE COURT: I don't think you're
going to get that information by asking people
their neighborhood and their length of time that
they're in Alaska and stuff. There's nothing --
other than the last question: Is there any
reason you shouldn't be on this jury, there's
nothing in those first number of things that
would let anyone know - it's just kind of
general background information, but it's not
going to form -- other than the last question,
you know -- I suppose if somebody says, "We work
for Feldman Orlansky & Sanders" - I hope I've
got you in the right order -- then that will make
it pretty clear they should not be on the jury.
But, other than that -- and I don't think getting
that information ahead of time shortens this up
since they're going to be asked to answer those
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questions anyway.

MR. JAMIESON: Well, we also have a
list of potential witnesses which we'll ask the
State to go ahead and add to that that will help
the jurors go down and see if they recognize any
names and circle them if they do. That's another
reason for shortening things up. Because we're
going to rattle off a bunch of names, and we
should do it in open court again just to be on
the safe side. But we're going to rattle off a
bunch of names that people won't necessarily have
seen before and that will just give us a
better -- better shot at making -- because there
are a lot of people that are going to be on
everybody's list of potential witnesses and
lawyers and so forth. I think it just helps
shorten the process.

And, again, that's what we're
trying to do with this, and we think that's what
this accomplishes.

THE COURT: I understand why you
want to use it, and I understand some of the
State's objections to it. Again, I would like to
see what the objections are. I'm going to try to
shorten it up considerably, because, quite
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companies. .
THE COURT: So tomorrow morning,
then, for the State to do this, and I'll try to
give you a prompt ruling on this.
If I find there's a way to do
something that we can figure out how many people
we're losing because of spring break and other
kinds of hardships, I'll probably get a few
single moms or one-person businesses that will
say they can't be away for a month from their
work, we'll look at -- we'll look at that.
So that's how we'll proceed on
that.
Are there any other issues that are
left hanging other than we've got some motions
that I'm going to rule on?
MR. FIBICH: Your Honor, there is
one other issue that we need the Court's guidance
on. We telescoped out on a trial and we're
certainly doing that. We have opening statement
being prepared and there will be documents that
are going to be used in the opening statement.
The opening statement is going to
be substantially disrupted or, alternatively,
we're going to get bogged down before we start

Page 55
frankly, we've got, you know, right now you've
got a 15-page jury questionnaire, and maybe the
State has their own 15 pages. And then we've got
a 30-page questionnaire. And pretty soon it's a
lot more than a questionnaire, it's an exam. And
to the extent we're going to have a lot of people
doing their best to get off of the panel, I'm not
sure that a 30-page exam is going to be helpful.

But I am not convinced that some
Jury questionnaire won't be helpful. I'm going
to let you file your objections as well as the
additional questions that if I do have a jury
questionnaire I would include.

And to be quite honest, I'm going
to ask a couple of other judges. I know Judge
Michalski has used a jury questionnaire in some
of his bigger cases that he's done. I think
there's a few more. T'll probably consult some
of my colleagues, as to whether or not
Mr. Sanders is correct that it's Jjust going to
double the work, or whether it's going to have --

MR. JAMIESON: And Judge Gleason as
well, Your Honor, very recently administered one
not all that different from this in a fairly
large high-profile case involving large

Page 57
with the jury here unless we can get these
documents preadmitted. And we have a need for
the Court to ask -- to act as an umpire for those
documents that they're not going to agree to.

THE COURT: These are documents
that are going to be used in opening statement as
opposed to all documents?

MR. FIBICH: Well, we'd like to
start with those, Your Honor. Clearly, I think,
it would expedite the trial to have them all
admitted, but --

THE COURT: Give me a packet that I
can review over the weekend before we get to
opening statements on -- well, which will be
Wednesday, is what we're planning on.

Give me a packet saying, "These are
the documents Plaintiff wants to use in opening
statement; these are the documents Defendant
wants to use in opening statement, all of which
are objected to by the other side.” So don't
give me the documents that are admitted, because
as to those documents, you should give me a
stipulation. And -- but the ones that are
objected to, refer me to what your objections
are. You can just refer their objections are
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already set forth in your objections to exhibits,
you don't have to repeat it in some fashion. I
don't know if you want to make my life easier,
you can do that, too. And I'll rule on those
before the opening statement.

MR. FIBICH: Your Honor, we
appreciate — 1 speak for, I'm sure, all the
lawyers that are in here, with the effort that
we're putting before the Court in ruling on
matters that we need to have resolved. And I'm
almost too timid to ask this, but I'm going to
anyway. The documents that we anticipate using
in opening are a pretty limited group. It's 30
or 40, probably, at the most.

We would like for you not to spend
your weekend doing it if you can avoid that by
doing it early so that we would have it before
this weekend to prepare the opening. If that's
not possible, given the pressing matters before
this Court, then we appreciate that.

THE COURT: My problem is that I
don't think it's going to be possible. I mean,

I've got hearings virtually full-time this --
subject to things falling off the calendar
tomorrow and Friday and this afternoon. And I've

3
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done is we've tried to go through and identify
those to which we have no objection. And I think
it's about at least 50 percent of which we have
no objection. There are a number that we will
recognize that are going to be admitted over our
objection, because they relate to certain motions
in limine, and we've tried to put those in a
packet of -- so you can sort of rule on them en
masse -

THE COURT: You're going to make
your objection so that you can keep a record --

MR. LEHNER: Exactly.

THE COURT: --and let you know
that I've ruled on it in the motion.

MR. LEHNER: But there are some,
and I don't know whether they relate to their
opening or whether they relate to the first day
that we are going to present to you for a ruling,
and I think we're pretty close to sort of
identifying that. I think we have, because we
have identified those. I don't really know the
number of them right now, because I didn't count
them up.

MR. SUGGS: Mr. Lehner and I spoke
this morning about this, Your Honor. We gave

Page 59
fallen behind on a bunch of the other cases.

MR, FIBICH: AsI say, we've
witnessed the pressing matters before the Court
and the manner in which you've dealt with us. We
appreciate you doing what you can - I was
hesitant to ask, and we're certainly willing to
accept your rulings.

THE COURT: What I'll try to do is
get it done this weekend. And let me just ask,
because -- 1 don't believe I'm going to volunteer
this.

Are there objections about the
first two days of exhibits, witnesses? Are there
some problems with those exhibits that I'm going
to have to rule on, or that it will be useful to
know about?

MR. FIBICH: Yes, sir, the short
answer is, yes, there will be.

THE COURT: So if I've got 30ish
exhibits to rule on for openings, how much are we
talking about for those first two days?

MR. LEHNER: Your Honor, the
Plaintiffs gave us a list that I don't remember
how many exhibits were on that. It was 15 pages

or so, with a lot of exhibits. But what we've
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them at least I think about 125, 130 documents
that we would seek additional preadmission for.
They then sent us back a list listing those which
they are willing to admit without objection.
Another list where they're objecting on the
grounds of hearsay, but it's admissible. And
there's some -- another category where they will,
1 guess, stipulate -- maybe stipulate is not the
right word -- but you don't object to their
admission over your objection. We will not
require a separate hearing on those. And then
you're going to get to us, hopefully, today, a
listing of those where we are going to need to
have Your Honor take a look at the documents.

THE COURT: Get me -- again, if you
can get me a list of these - for the openings, a
list of the exhibits that you would like to refer
to and what the objections are and stuff, T'll
rule as to what I'm going to be admitting.

Again, these rulings are going to
be based kind of in a little bit of an abstract,
because I may have different rulings as evidence
comes in down the road and I see what people say
and people may do things that open doors and
stuff. So these rulings are kind of prerulings
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for the purpose of allowing an exhibit to be
shown to the jury. It can be instructions if it
turns out that later on down the road I may -
well, it's not going to matter if later on down
the road I admit an exhibit that I wouldn't allow
to be shown in opening. It may matter later down
the road if I change my mind because some things
happen. But that's less likely, I think.

You'll get me a second packet for
the first two days of trial?

MR. SUGGS: Yes, Your Honor. I
don't want to get your hopes up, but it may -- I
haven't had the opportunity to go through -- I
just got their list this morning. It may well be
that the number that is in dispute as to opening
is even much less than 30 --

THE COURT: That will be great.
Like I said, if I get - if I can get this by
close of business Friday — it has to be in
chambers close of business Friday, then I'll work
on it during the weekend.

MR. SUGGS: We'll get that to
Your Honor.

THE COURT: TI'll get your rulings
Monday morning.

Page 64
the Supreme Court to do that and both want me to
do it, only if both of you want me to do it --
there was a time in one case when Mr. Sanders,
who was then a judge issued a ruling on a hard
issue of law and I issued a contrary on the same
issue of law and we both, basically, put
something in our decisions that suggested that
the Supreme Court ought to take up the issue;
which they did.

If you both want that to happen,
which obviously would mean that you're going to
put off your trial, I would be happy to say
something if the parties want me to say
something, because I do consider these hard
issues. But I won't do that unless both sides
want to proceed.

MR. SANDERS: First of all,
Your Honor, who was right in that decision that
we both disagreed on?

THE COURT: I believe I was.

MR. SANDERS: That's why he tells
the story, because he was the one who was right
and I was wrong.

THE COURT: 1 specifically did not
reveal that fact.

Page 63

MR. SUGGS: Very good.

MR. LEHNER: No problem.

MR. SUGGS: Thank you, Your Honor.

THE COURT: Two other things that
occur to me. 1 do have settlement conferences on
Monday morning. As I'd indicated, if there's a
way to prescreen people as to get a real handle
on what a problem for spring break is likely to
be, I'll try to do that. But I just don't know
if it will - I'm also going to see if I'm able
to do that, we'll be having everybody come in on
Monday morning at least to discuss some of these
things and deal with any final pretrial things,
and I think people are trying to do things with
the courtroom.

1 hope I'm not mucking up the works
by suggesting this in any way. I recognize I've
sort of ruled against the State on some issues
and for the State and against Lilly on some
issues and for Lilly, and it certainly would be
in anybody's realm given the nature of these
motions and the case law and what I perceive as
being hard issues to petition me on the case.

I'll tell everybody now, if you
both are going to do that and you're going to ask

SLEONOU L WN =
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MR. SANDERS: Obviously, I think we
would need to talk to the client about this
decision --

THE COURT: I understand that.

MR. SANDERS: 1 think it's unlikely
that we're going to try to do anything to stop
the trial.

THE COURT: Yeah, I don't know if
anybody is going to want to do it or anybody
wants to do it. I'm just saying, I'm not going
to say anything to do that that will give
somebody -- one side an edge that somebody
doesn't want. If you would rather get these
issues decided by the Alaska Supreme Court before
Yyou go to trial, I certainly would not be averse
to that happening, because I realize that we may
be having -- I mean, the choice is that we would
be having a trial that we shouldn't be having or
that we should be having a trial that we — that
we're going to have a trial that maybe we
shouldn't have. And it may be that I don't want
you to have to spend the money to do this over
again because I was wrong today. And I totally
recognize that I could be.

Anyway, with that being said, then,
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T'll wait for the filings on the motions that are
outstanding and the jury questionnaire issue.
MR. JAMIESON: Housekeeping matter,
Your Honor. We did deliver some things this
morning to your chambers. Here's an extra
chambers copy just for your -- your own use.
THE COURT: Thank you,
Mr. Jamieson. Let me just state, Lilly has been
filing chambers copies of almost everything, and
while I appreciated that up until now, I'd rather
you didn't do that anymore because there‘s too
much paper floating around and it's getting a
little bit hard just to keep track of things in
my office. The file is probably in disarray
right now. And the -- the original is
sufficient, just file it in chambers and, quite
frankly, it gets to me -- if you file it, the
original in chambers, it's almost the best way to
do it.

If there's nothing else, then we'll
be off record.
Hearing adjourned at 12:30 p.m.)
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transcribed via realtime transcription to the
best of my knowledge and ability.

February 27, 2008
SANDRA M. MIEROP

18 (Pages 66 to 67)
Northern Lights Realtime & Reporting, Inc
(907) 337-2221

002800




IN THE SUPERIOR COURT FOR THE STATE OF ALASKA
THIRD JUDICIAL DISTRICT AT ANCHORAGE

STATE OF ALASKA,
Plaintiff,

\ Case No. 3AN-06-05630 CI
ELI LILLY AND COMPANY,
ELI LILLY AND COMPANY’S
Defendant. RESPONSE TO PRE-EVIDENCE
“BOILERPLATE INSTRUCTIONS”

Defendant Eli Lilly and Company has no objection to the court’s “boilerplate™

instructions, but would make the following addition and correction to them:

I'he proposed instructions contain no admonition that jurors should not watch, read
| or listen to news accounts about the case, which has has a high profile in the media.
| Accordingly, we suggest adding the following sentences, extracted from the State’s proposed
| (and undisputed) instruction No. 2, as follows:

Do not read newspaper articles about the case or watch or listen to
television or radio news stories about this case until the trial is over. Do
not read about this case or any matters related to this case on the internet.

*; Two logical places to add these sentences would be in the penultimate paragraph of the

Court’s proposed instruction No. 5, and in the last paragraph of the Court’s proposed

l
|

instruction No. 14.

002801
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Lilly also notes that proposed instruction No. 14 advises the panel that this case

“will probably take about one week.” We presume the court will edit this statement in

accordance with the probable length of this trial.
DATED this 28th day of February, 2008.

PEPPER HAMILTON LLP

Nina M. Gussack, admitted pro hac vice

George A. Lehner, admitted pro hac vice

John F. Brenner, admitted pro hac vice

Eric J. Rothschild, admitted pro hac vice
and

LANE POWELL LLC

Attorneys for Dg/nddnl

Lo
/ <7/
By_ [ fuat \/‘//QV\'\ :
Brewster H. Jamjéson, ASBA No. 8411122
Andrea E. Giralamo-Welp, ASBA No. 0211044

301 West

Eli Lilly and Company’s Res
ponse to Pre-Evidence “B
State of Alaska v. Eli Lilly and Company (Case No. gANoggrgSlzgeDl(‘;sl;ruﬂmns
Page 2 of 2
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FELDMAN ORLANSKY
& SANDERS
500 L STREET
FOURTH FLOOR
ANCHORAGE, AK
99501
TEL: 907.272.3538
FAX: 907.274.0819
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IN THE SUPERIOR COURT FOR THE STATE OF ALASKA
THIRD JUDICIAL DISTRICT AT ANCHORAGE
STATE OF ALASKA,
Plaintiff,
VS.

ELI LILLY AND COMPANY,
Case No. 3AN-06-5630 CIV

Defendant.

STATE OF ALASKA’S OBJECTIONS TO
ELI LILLY’S PROPOSED JUROR QUESTIONNAIRE

As stated in previous pleadings and at the February 27, 2008 hearing, the State of
Alaska is strongly opposed to Lilly’s juror questionnaire. It is the State’s position that
using the questionnaire will prolong the jury selection process and, accordingly, the State
will not present additional questions to compound the problem. It is the State’s position
that if the Court decides to use any part of the proposed questionnaire, the questionnaire
should be clearly identified as “ELI LILLY’S JUROR QUESTIONNAIRE.”

As requested by the Court, these are the objections to the questions posed in

Lilly’s juror questionnaire.

State of Alaska’s Objections to Eli Lilly’s
Proposed Juror Questionnaire

State of Alaska v. Eli Lilly and Company Case No. 3AN-06-5630 CI

Page 1 of 6
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FELDMAN ORLANSKY
& SANDERS
500 L STREET
FOURTH FLOOR
ANCHORAGE, AK
99501
TEL: 907.272.3538
FAX: 907.274.0819

QUESTION Nos. 1,2, 3,4,5,8,11, 14,29, 30, 33,34,42 AND 43.

These questions are not necessary because the information is disclosed on the
standard forms used by the jury clerk in Anchorage or are answered by each juror in the
courtroom. (See attached jury questionnaires.)

The Lilly questionnaire asks people to list “your prior residence over the past 10
years.” This information is not useful and will be confusing for people who are unable to
provide accurate answers.

QUESTION NoO. 6.

This question is invasive, offensive, and perhaps illegal. If Lilly believes race is
relevant to a juror’s fairness, it can ask this question in open court.
QUESTION NO. 9.

Asking someone if they live alone and, if not, whom they reside with is
unnecessary and invasive. Jurors are required to disclose their marital status, spouse’s
name, number and ages of children and other relevant information.

QUESTION No. 10.
Inquiring about annual family income is not relevant and is invasive. Lilly is

welcome to ask jurors this question in the courtroom.

State of Alaska’s Objections to Eli Lilly's

l-jroposed Juror Questionnaire Ci

State of Alaska v. Eli Lilly and Company A 3AN-(1)’6-56§0 fgl
age 2 of 6
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FELDMAN ORLANSKY
& SANDERS
500 L STREET
FOURTH FLOOR
ANCHORAGE, AK
99501
TEL: 907.272.3538
FaX: 907.274.0819

QUESTION No. 12.

Prospective jurors do identify their occupation, and their spouse’s occupation.

Lilly is welcome to ask jurors to describe their employment duties, as well as what the
juror likes least or most about their job. Having prospective jurors attempt to furnish all
this information on one line will not be helpful.

QUESTION NoSs. 17,18, 19, 20, 21 AND 22.

All these questions ask about “a mental illness.” A dictionary definition of mental
illness is: “A health condition that changes a person’s thinking, feelings or behavior and
that causes the person distress and difficulty in functioning.” This trial is not about
mental health generally, but specific, narrow psychiatric disorders such as schizophrenia
and bipolar disorder. Any juror questionnaire should be specific to information relevant
to the instant case.

QUESTION No. 25.

This question is overbroad insofar as it asks: “Do you know anyone who believes

they have had diabetes or a related condition?”
QUESTION No. 26.
This question is overbroad. If asked, the question should be limited to prospective

Jurors receiving Medicaid, not any and all aid or assistance.

lS)lalc o;;'\laska's Objections to Eli Lilly’s

roposed Juror Questionnaire

State of Alaska v. Eli Lilly and Company s 3AN‘(1)’6.56;0 fC6l
age 3 o
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FELDMAN ORLANSKY
& SANDERS
500 L STREET
FOURTH FLOOR

TeL: 907.272.3538
FAX: 907.274.0819

QUESTION No. 28.
Whether or not someone smokes is not relevant to dete;
prospective juror will be fair. Lilly is welcome to ask this question in #
QUESTION No. 31.

This question is unnecessary because this is not a personal inju

should not be suggested that the jurors will be sitting in a personal injury case.
QUESTION NoOS. 37, 38, 39 AND 40.

These questions are unnecessary and meaningless because every prospect]

will either have a positive or negative opinion about state government or gove:

agencies.
QUESTION NOS. 41 AND 42.

These questions ask whether the juror has read anything about this lawsuit in

which the State has “

sued a pharmaceutical company to recover monies paid for

medicines?”

There is no reason for this question to be asked because phase one will not

concern damages.

QUESTION No. 44,

This question should not be asked because it invites people to attempt to avoid

Service as a juror in this case.

State of Alaska’s Objections to Eli Lilly’s
Proposed Juror Questionnaire
State of Alaska v. Eli Lilly and Company

Case No. 3AN-06-5630 CI
Page 4 of 6
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QUESTION NOs. 45, 46, 47, 48,49, 50, 51 AND 52.
Lilly is welcome to ask these questions of jurors in the courtroom.
DATED this 28 day of February, 2008.

FELDMAN ORLANSKY & SANDERS
Counsel for Plaintiff

w I —

Eric T. Sanders
AK Bar No. 7510085

GARRETSON & STEELE

Matthew L. Garretson HENDERSON & ALLEN, LLP
Joseph W. Steele T. Scott Allen Jr.

David C. Biggs 2777 Allen Parkway, 7" Floor
5664 South Green Street Houston, Texas 77019-2133
Salt Lake City, UT 84123 (713) 650-6600

(801) 266-0999
FIBICH HAMPTON & LEEBRON

RICHARDSON, PATRICK, Kenneth T. Fibich
WESTBROOK & BRICKMAN, LLC 1401 McKinney, Suite 1800
H. Blair Hahn Houston, Texas 77010
Christiaan A. Marcum (713) 751-0025

David Suggs
P.O. Box 1007

Mt. Pleasant, SC 29465 Counsel for Plaintiff
(843) 727-6500

FELDMAN ORLANSKY
& SANDERS
500 L STREET
FOURTH FLOOR State of Alaska’s Objections to Eli Lilly’s
ANCHORAGE, AK Proposed Juror Questionnaire
99501 5oy %
T o as State of Alaska v. Eli Lilly and Company Coseo. 2006 S0

FAX: 907.274.0819 Page 5 of 6
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FELDMAN ORLANSKY
& SANDERS
500 L STREET
FOURTH FLOOR
ANCHORAGE, AK
99501
TeL: 907.272.3538
FAX: 907.274.0819

IN HE

Certificate of Service

I hereby certify that a true and correct copy of
State of Alaska’s Objections to Eli Lilly’s
Proposed Juror Questionnaire was served
by messenger on:

Brewster H. Jamieson

Lane Powell LLC

301 West Northern Lights Boulevard, Suite 301
Anchorage, Alaska 99503-2648

Barry Boise, via email (boiseb@pepperlaw.com)
Pepper Hamiltpn

State of Alaska’s Objections to Eli Lilly’s
Proposed Juror Questionnaire
State of Alaska v. Eli Lilly and Company

Case No. 3AN-06-5630 CI
Page 6 of 6
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FELDMAN ORLANSKY
& SANDERS
500 L STREET
FOURTH FLOOR
ANCHORAGE, AK
99501
TEL: 907.272.3538
Fax: 907.274.0819

Y

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA
THIRD JUDICIAL DISTRICT AT ANCHORAGE

STATE OF ALASKA,

Plaintiff,

ELI LILLY AND COMPANY,
Case No. 3AN-06-5630 CIV

Defendant.

)
)
)
)
VS. )
)
)
)
)
)

NOTICE OF FILING EXHIBIT TO
STATE OF ALASKA’S OBJECTIONS TO
LILLY’S PROPOSED JUROR QUESTIONNAIRE
Attached are the standard juror questionnaires which were inadvertently omitted
from the State of Alaska’s Objections to Eli Lilly’s Proposed Juror Questionnaire.

DATED this 28th day of February, 2008.

FELDMAN ORLANSKY & SANDERS
Counsel for Plaintiff

BYM/

Eric T. Sanders
AK Bar No. 7510085

Notice of Filing Exhibit to State of Alaska’s

Objections to Lilly’s Proposed Juror Questionnaire
State of Alaska v. Eli Lilly and Company e 3AN-(I)’:-g5e6?0 t(': 2l
o
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FELDMAN ORLANSKY
& SANDERS
500 L STREET
FOURTH FLOOR
ANCHORAGE, AK
99501
TeL: 907.272.3538
Fax: 907.274.0819

GARRETSON & STEELE
Matthew L. Garretson
Joseph W. Steele

David C. Biggs

5664 South Green Street
Salt Lake City, UT 84123
(801) 266-0999

RICHARDSON, PATRICK,
WESTBROOK & BRICKMAN, LLC
H. Blair Hahn

Christiaan A. Marcum

David Suggs

P.O. Box 1007

Mt. Pleasant, SC 29465

(843) 727-6500

Certificate of Service

[ hereby certify that a true and correct copy of
Notice of Filing Exhibit to State of Alaska’s
Objections to Lilly’s Proposed Juror
Questionnaire was served by messenger on:

Brewster H. Jamieson

Lane Powell LLC

301 West Northern Lights Boulevard, Suite 301
Anchorage, Alaska 99503-2648

HENDERSON & ALLEN, LLP
T. Scott Allen Jr.

2777 Allen Parkway, 7" Floor
Houston, Texas 77019-2133
(713) 650-6600

FIBICH HAMPTON & LEEBRON
Kenneth T. Fibich

1401 McKinney, Suite 1800
Houston, Texas 77010

(713) 751-0025

Counsel for Plaintiff

Barry Boise, via email (boiseb@pepperlaw.com)

Pepper Hamiltgn
By A/:/e/;c//%j

Date

(i,

/”577/,716’/ DE—

.\’o?ice_of Filing Exhibit to State of Alaska’s
Objections to Lilly’s Proposed Juror Questionnaire
State of Alaska v. Eli Lilly and Company

Case No. 3AN-06-5630 CI
Page 2 of 2

002810




JUROR QUESTIONNAIRE

#ASE PRINT

Name:

Place of Birth:

Date of Bi

Marital Status: Spouse's Name:
Number of Children: Ages of Children:
Occupation: Employer:

s Occupation: Employer:

Have you ever served as a juror? When?

to or close friends with any law enforcement officer or

*% kkkkhkkkkkkkhhhhkkhkhkkrkkikkkkkkkk R o e S S R S S e S S S

The above information is true and correct to the best of my knowledge.

Signature Date

J-145 (7/88) (st.3)
JUROR QUESTIONNAIRE (Short Form)

00281 |




JUROR QUESTIONNAIRE

tion & brief work history

e you or any member of your family been involved in litigation (lawsuits)?
[] Yes [J No

¢ Have you ever served on a jury? [] Yes [] No Ifso, when?

0 Are you related to or close friends with any law enforcement officer or

prosecutor? [ ] Yes ] No

1. Have you or a family member ever been a victim of a crime? [ Yes ] No
vh:

If so, when and what kind of crime?

12.  Is there any reason why you cannot or will not follow the instruction on the law as
given to you by the court?

\ |
\

J)-146 (7/05)(st.3)
e

stionnaire (long form) O O 2 8 l 2




IN THE SUPERIOR COURT FOR THE STATE OF ALASKA Lf\ <\
o AT s % s,
THIRD JUDICIAL DISTRICT AT :\NUIOR;\QIQ &.I%“Z‘S.*»{I:é
: ¢ g, O

STATE OF ALASKA, ,i:;%
e PN A
Plaintiff, " 2

v Case No. 3AN-06-05630 CI
ELI LILLY AND COMPANY, DEFENDANT ELI LILLY AND
COMPANY’S NOTICE OF
Defendant. FILING UNDER SEAL

Defendant Eli Lilly and Company, by and through counsel of record, hereby files its

Motion Requesting Confidential Protections of Regulatory Communications Not Subject to
Public Disclosure, and accompanying Affidavit of Timothy R. Franson, under seal, attached to
this notice. Portions of the content of the Motion and the Affidavit have been deemed
confidential.

DATED this 28th day of February, 2008.

PEPPER HAMILTON LLP

Nina M. Gussack, admitted pro hac vice

George A. Lehner, admitted pro hac vice

John F. Brenner, admitted pro hac vice

Andrew R. Rogoff, admitted pro hac vice

Eric J. Rothschild, admitted pro hac vice
and

LANE POWELL LLC
Anorrf?zr?g?n nf
By / uay //VM/\\

Brewster H. Japtieson, ASBA No. 8411122
Andrea E. Girolamo-Welp, ASBA No. 0211044

I centify that on February 28, 2008, a copy of the
foregoing was served by hand-delivery on
Eric T. Sanders, Esq

| Feldman Orlansky & Sanders
5001 Street, Suite 400,
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3000 Two Log
Arch
PA 19103-
4000 February 28, 2007

215.981.4750

VIA HAND DELIVERY

The Honorable Mark Rindner
Alaska Court System

825 West Fourth Avenue, Room 432
Anchorage, Alaska 99501-2004

Re State of Alaska v. Eli Lilly and Company
Case No. 3AN-06-05630 CI

Dear Judge Rindner:

We are writing on behalf of our client Eli Lilly and Company. It is apparent that
we have a substantial disagreement with the plaintiff about the scope of your summary
judgment ruling and its impact on the remaining issues in this case.

Your Honor held that “acts and practices promoting off-label uses and
advertising improperly” are prohibited by federal regulation and are therefore subject to
the exemption provision of the Alaska Unfair Trade Practice Consumer Protection Act.
See Rough Transcript of Hearing, February 27, 2008, page 7 (emphasis added).

In addition, as discussed at oral argument on February 26, 2008, the Code of
Federal Regulations (21 CFR 202.1(e)(5)(i), among other provisions) provides that
making misstatements about safety in an advertisement is unlawful and subject to
penalties that may be imposed by Federal authorities. As the court noted,
“advertisements” — as that term is used in the CFR — encompass a broad range of
marketing and sales activities, including calls by sales representatives.'

Since any claimed misstatements about a drug — regarding its safety or anything
else — by a sales representative would be a violation of federal law, claims based on such
statements are, as the Court ruled, exempted by the UTPCPA.

Based on the Court’s ruling, it is our understanding that the sole remaining issue
to be tried, under both the UPTCPA and common law failure to warn theories, is whether
the label that accompanies Zyprexa adequately describes the risks that may be associated
with the use of the product. Under the bifurcation plan ordered by the courts, other

n addition, the Count cited with favor Pennsylvania Employees Benefit Trust Fund vs. Zene F
} m syivania E e ca, Inc. 499 F.3d 239, which
hfm that “advertisements also come in the form of physician-dirceted pitches by sales representatives.  » (Citing 21 C.F.R. 202.1(1)
)

Philadclphia

Boston Washington, D.C

Detroit New York Pitcsburgh

Orange County Princeton Wilmington

www peppelaw.com




Pepper Hamilion Lip

information that doctors considered about the risks and benefits of Zyprexa, whether
from the company or otherwise, will be considered in Phase II.

In light of the Court’s ruling, we elected to remove a Lilly sales representative
(Joey Eski ) from our witness list, as the marketing conduct she would have testified about
is no longer part of the case. We immediately informed plaintiff’s counsel that there ;
would be no reason to proceed with her deposition that was scheduled for February 28"
(We note that Ms. Eski did not appear on plaintiff’s Preliminary, Final, Expert or
Supplemental witness list). After we informed plaintiff’s counsel that we were removing
her as a witness, the State supplemented its list, late Tuesday evening, listing her as a trial
witness, and objected to cancelling Ms. Eski’s deposition.

During a brief meet and confer relating to the deposition that we initiated with
plaintiff’s counsel, it became clear that the State reads Your Honor’s decision as
rmitting introduction of all manner of evidence relating to sales representatives’
interactions with physicians which, as we understand, is irrelevant to the remaining
claims. The State has previously asserted that it will prove label-based violations of the
UTPCPA through evidence of the number of prescriptions written (a position Lilly
strenuously disagrees with), not sales representatives’ interactions with doctors, or
advertisements. Accordingly, the testimony of sales representatives, and much other
marketing-related evidence, is irrelevant to the State’s remaining claims.

D
k

We appreciate that the Court’s calendar is very tight, and we regret having to seek
such clarification at this point. However, plaintiff’s insistence that they will proceed to
introduce evidence that goes beyond its remaining claims necessitates such clarification.
Accordingly, we will file a brief today seeking guidance from the Court and a conference
at the Court’s earliest convenience.

Rcspc%u]]y submittgd,
r, 7
'j/’u'{y

George A/ Lehner

v

GAL/er

ce: Eric Sanders,
David Suggs, Esquire
Joseph W. Steele, Esquire
Brewster H. Jamieson, Esquire

/
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IN THE SUPERIOR COURT FOR THE STATE OF ALASKA
[HIRD JUDICIAL DISTRICT AT ANCHORAGE
STATE OF ALASKA,
Plaintiff,

v

| Case No. 3AN-06-05630 CI
I LILLY AND COMPANY,

. ORDER

Defendant.

THIS COURT, having considered defendant Eli Lilly and Company’s Motion in
Limine to Exclude Adverse Event Reports for any Purpose Other Than Establishing Lilly

| Knew About the Specific Adverse Event, all responses thereto, as well as applicable law:

Suite 301

IT IS HEREBY ORDERED that Lilly’s motion is GRANTED. The State of Alaska

is prohibited from introducing at trial any evidence referring or relating to adverse event

| reports for any purpose other than establishing Lilly knew about the specific adverse event.

ORDERED this 3”7 day of February, 2008.

Mo fO—

The Honorable Mark Rindner
Judge of the Superior Court

2008, a copy
d by hand on

8002 G 2 934

[
Fcarty thet on = 2= /1110 O SEE
of the above was malled fo each of the following at

'hnl(r‘addreuu of records
Sanders
Jamiesovi
Q"W

Administrative Assistant
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Suite 301

8002 G ¢ g
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Telephone 907

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA
THIRD JUDICIAL DISTRICT AT ANCHORAGE

STATE OF ALASKA,

Plaintiff,
g | Case No. 3AN-06-05630 CI
ELI LILLY AND COMPANY,
| Defendant. | ORDER

I THIS COURT, having considered defendant Eli Lilly and Company’s Motion to
} Accept Late Filing of its Motion in Limine to Exclude Adverse Event Reports for Any
i Purpose Other than Establishing Lilly Knew About the Specific Adverse Event, and any
response thereto:

IT IS HEREBY ORDERED that Defendant Lilly’s Motion to Accept Late Filing is
GRANTED.

ORDERED this & day of February, 2008.

s

{ The Honorable Mark Rindner

Judge of the Superior Court

at on February 25, 2008, a copy
ng was served by hand on

-271-08
| certify that on c e e B COPY
of the above was mailed to each of |he following at

their sddresses of records

gcmdera
Jam(esoNn Q'W

Administrative Asslstant
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THIRD JUDICIAL DISTRICT AT ANCHORAGE

‘ STATE OF ALASKA,

|

i V.

Plaintiff,

‘ Case No. 3AN-06-05630 CI

ELI LILLY AND COMPANY,

Defendant. “

’
DEFENDANT ELI LILLY AND COMPANY’S OPPOSITION TO PLAINTIFE’S
MOTION TO PRECLUDE TESTIMONY OR ARGUMENT THAT ZYPREXA’S®
LABELING “WARNED” OF DIABETES, HYPERGLYCEMIA OR WEIGHT GAIN

\ L INTRODUCTION

’v Prescription drug manufacturers fulfill their duty to warn if their warnings and
| directions provide doctors reasonable notice of the adverse events of their products.'
Whether that duty was fulfilled depends on all the information communicated by the
manufacturer, as well as information otherwise known to the doctor, not, as the State argues,

just the contents of the “Warnings™ section of the medication’s FDA-approved label.> In

! Shanks v. Upjohn Co., 835 P.2d 1189 (Alaska 1992),

< Throughout the body of the State’s Motion in Limine, its primary regulatory citations are to
revised FDA regulations, which, as the State notes, did not become effective until June 30,
2006. The State’s secondary, or “cf” citations, are to the superseded regulations, which were
in effect through June 29, 2006. While the distinctions are not material to the determination
of the State’s Motion, it is these earlier regulations that are relevant to the pre-2003 Zyprexa
label and to the 2003 label change. Upon request, Lilly will provide the Court with a

complete explanation of the changes effected by the 2006 rule changes. See generall
Requirements on Content and Format of Lab ling fi ipti . §it
Prowicts 71 Pl fo ! 5_)0062;. eling for Human Prescription Drug and Biologic




| arguing that Lilly’s arguments regarding its warnings (0 doctors is limited to the contents of

the “Warnings” section of the label, the State confuses the narrow and specific definition of

«Warnines.” as used in the FDA’s labeling format regulations, with the broader concept of

| “warnings™ addressed in the common law of products liability. The State has not identified a
| single case suggesting that a manufacturer’s duty to warn must be confined to a specific
| section of a prescription drug label. To the contrary, cases in Alaska and elsewhere compel
i denial of the motion.
IL ARGUMENT

The State argues in its motion that, because weight gain and related information
was listed in the “Adverse Reactions” section of Zyprexa’s label, rather than the “Warnings”
section, not only will the State claim that Lilly’s labeling did not adequately warn of the risks
of diabetes, hyperglycemia, and weight gain, but Lilly should be precluded from arguing
otherwise. The State cites no authority for this radical position; in fact, the State’s argument
is refuted by Alaska products liability law and by relevant decisions from other jurisdictions.

In Shanks v. Upjohn Co.,” the leading Alaska case on prescription drug liability,
the Court established that, “[i]n most cases, for a warning to be adequate, it should: 1) clearly
indicate the scope of the risk or danger posed by the product; 2) reasonably communicate the

extent or seriousness of harm that could result from the risk or danger; and 3) be conveyed in

3835 P.2d 1189 (Alaska 1992).

Defendant Eli Lilly and Company’s Opposition to Plaintiff’s Moti i
y ( n otion to Preclud
grgument that Zy prexa’s Labeling “Warned” of Diabetes, Hyperglycem i'.;ef):vie'irgeg:lzgillly g
ate of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 CI) Page 2 of 6




| such a manner as to alert the reasonably prudent person.
{ all of the “warnings and directions™ accompar

| determining the adequacy of a warning, without spec

4 Shanks made clear that clear that
nying a medication were 10 be considered in
ifying where the warnings were
specifically placed w ithin the drug label.

In fact, courts have never adopted any such requirement, routinely finding

| warnings to be adequate when included in sections of labels other than the “Warnings

| section.’ For example, in Ames V. Apothecon, Inc., 431 F. Supp. 2d 566 (D. MD. 2006), a

| federal court rejected a claim that the labeling of an antibiotic Trimox was inadequate
il

I

| . . . ~ .
| because it appeared — as here — in the Adverse Reactions section, instead of the Warnings

| section. The prescribing physician testified that “it made no difference to him whether the

[relevant] warning appeared in the Warnings or the Adverse Reaction section.”” The Court
found that the package insert was not defective, explaining that, while “[o]ne might prefer to

have [the reaction] listed in the Warnings section, . . . the present structure cannot be said to

% Id. at 1200 (citation omitted).

5 Id. at 1200.

6

5 See, e.g., Ames v. Apothecon, Inc., 431 F. Supp. 2d 566 (D. MD. 2006); Saran
Pharmaceutical Products, Inc., 2007 WL 148845, 5.6 (N.D.( Ohio 2007) (xthmin‘ééegf‘fbsTsAff
bone density associated with drug Lupron were adequate when included in “Precautions” and
_Ad\'er_’se Reactions” sections of labeling); In re Rezulin Products Liability Litigation, 331 F.
Supp. 2d 196, 199-200 (S.D.N.Y. 2004) (warnings of nausea, peripheral edema, and pain

associated with Rezulin use were adequate as a matte; i
; I v r of law when they a
Reactions section of package insert). y appesred IEAGEE

7 Ames, 431 F. Supp. 2d. at 570.

Defendant Eli Lilly and C y’s O i to Plaintiff’s i
y £ pany P Motion to Preclude Testi
;rEumen,l Ihfll Zyprexa’s Labeling “Warned” of Diabetes, Hyperglycemia E:V\?eigelsltlggilzly 1y
tate of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 CI) Page 3 of 6
o
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be unreasonable merely because it requires the reader to make a cross«rcfcrcncc."s As these
| cases suggest, the FDA’s determination of where safety information should appear in the
| 1abel are regulatory determinations, balancing the need to inform physicians of relevant risks
while not discouraging use of efficacious medications,” not guidelines for common law
product liability.

Ames also demonstrates that the adequacy of a warning is not determined simply
by its placement in the body of a label, but, as Lilly has consistently argued, must rest on
| whether a given doctor, prescribing for a given patient, received adequate information. It is
| impossible for the State to argue that Alaska physicians were not adequately warned by the
I
Adverse Reactions section of Zyprexa’s label in the absence of testimony by those
physicians. As the Ames Court pointed out, “[o]ne must . . . bear in mind that the warnings

are intended to be read by learned intermediaries who are presumed to have considerable

| medical training as well as the ability to access the medical literature if they require further

8 Id. at 573.

? See Requirements on Content and Format of Labeling for Human Prescription Drug an

Blologuczﬂ Products, 71 Fed. Reg. 3922, 3934 (Jan. 24.g2006) (“FDA careﬁ.ﬁly controls th(ej:
content of labeling for a prescription drug, because such labeling is FDA’s principal tool for
educating health care professionals about the risks and benefits of the approved product to
help ensure safe and effective use. FDA continuously works to evaluate tﬁc latest available

scientific information to monitor the safety of products and to i i ion i
1 i ¢ o incorporate inform:
the product’s labeling when appropriate.”). : g o

Defendant Eli Lilly and Company’s O ition to Plaintiff’s Motio i
y £ 1 pp n to Preclude Te
grgumen( that Z)p.rt{s s Labeling “Warned” of Diabetes, Hyperglycemia o:Weige:‘lmGl:iI;y %

tate of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 CI) Page 4 of 6
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| information.™"’ In addition to finding that the label was not defective, the Court held that the

|
plaintiff, as a matter of law. would be unable to prove causation. Noting that the prescribing
physician testified that “the warnings advocated by the plaintiff would not have altered his
decision to prescribe Amoxycillin . . . ™" the Court concluded that “[a] product defect claim
based on inadequate warnings cannot survive summary judgment if stronger warnings would

| not have altered the conduct of the prescribing phy sician.”'?

UL CONCLUSION

| There is no conceivable basis for the State’s argument that Lilly may not claim that

| it “warned” of diabetes, hyperglycemia, and weight gain when those risks were in the

Adverse Reactions section of Zyprexa’s label. Accordingly, Lilly requests that the State’s

Motion in Limine be denied.

' Ames, 431 F. Supp. 2d at 573; see also Taylor v. Danek Medical, Inc., 1998 WL 962062,
*13 (E.D. Pa. 1998) (“Whether the warning was adequate depends on whether a learned
intermediary, having considered the ‘the data supplied to him gom the manufacturer, other
medical literature, and any other sources available to him, and wei hing that knowledge

against the personal medical history of his patient,” would use his in. ependent judgment to
prescribe a medical device.”) (citation omitted).

"! Ames, 431 F. Supp. 2d at 573,
2

Defendant Eli Lilly and Company’s Opposition to Plaintiff’s Motion to Preclude Testimony or
Argument that Zyprex.a's Labeling “Warned” of Diabetes, Hyperglycemia or Weight Gain
State of Alaska v. Eli Lilly and Company (Case No, 3AN-06-05630 CI) Page S of 6




POWELL 1

LANF

301 West

Telephone

I DATED this 27th day of February, 2008.

[l 1 certify that on February 27, 2008, a copy of
the foregoing was served by hand on

Eric T. Sanders, Esq
Feldman Orlansky & Sanders
R Street, Suite 4

N

Defendant Eli Lilly and Company’s O i i
Argument that Zyprexa’s Lagelirylg Perned of Diso

State of Alaska v. Eli Lilly and Company (Case No. 3AN-

“Warned” of Diabetes,

PEPPER HAMILTON LLP

Nina M. Gussack, admitted pro hac vice

George A. Lehner, admitted pro hac vice

John F. Brenner, admitted pro hac vice

Andrew R. Rogoff, admitted pro hac vice

Eric I. Rothschild, admitted pro hac vice
and

LANE POWELL LLC

Attorneys for Defendant

o (12 il W,

Brewster H. Jamieson, ASBA No. §411122
Andrea E. Girolamo-Welp, ASBA No. 0211044

!iff'}s{Mo(ioln to Preclude Testimony or

yperglycemia or Weigh: i

06-05630 CI) gt Page 6 of 6
of
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IN THE SUPERIOR COURT FOR THE STATE OF ALA{S\KA

THIRD JUDICIAL DISTRICT AT ANCHORAGE ‘j\
A
STATE OF ALASKA, | \
Plaintiff, }

g | Case No. 3AN-06-05630 CI

- ’ AND COMPANY,

e ELI LILLY’S RESPONSE TO THE
Dofend STATE’S OBJECTION TO
b g LILLY’S PROPOSED JUROR

UESTIONNAIRE.

In its Objection to Lilly’s Proposed Juror Questionnaire, the State advances several

| arguments, all of which lack merit and should be overruled. The State claims a written
[

| claimed at the oral argument of February 26 that the State had prepared its own, equally
|| lengthy questionnaire. Such questionnaires are commonplace in Alaska jury trials involving
technical or potentially sensitive issues, as this case certainly does. Questionnaires similar to
that proposed by Lilly have been administered by the Superior Courts in Anchorage, Juneau
and Kenai, and in each such case, jury selection has been streamlined and made more. not
less, efficient.

The State also complains that administering this questionnaire will “prolong the
Jury selection process and prejudice” the State. The State has it backwards. The plan
discussed in detail during the hearing on January 29, and again at the final pretrial conference
on February 22, was that the jury panel would arrive on Monday, March 3, fill out the
questionnaire, and then return on the morning of March 4 for voir dire. The court has allotted

2 hours per side for voir dire, or less than one trial day, and the jury
sworn on March 4.

will be empanelled and
The State supposedly fears “follow-up examination to obtain

002824




301 West

meaningless information” about certain subjects. Lilly does not plan to waste its allotted

hours in this manner, and presumes the State will not either.

Third. the State claims that the juror questionnaire is “offensive and invasive.” At
the core of this case, Medicaid patients are being treated for the most extreme and debilitating
forms of mental illness at public expense, and the State claims that this expense has been
increased because some of these patients allegedly later developed problems such as
significant weight gain and diabetes. It would be hard to find more sensitive and private

issues for many people than their mental and physical condition, yet knowing each potential

| juror’s experience with these issues is crucial to selecting a fair and impartial jury. Asking

these questions in an open forum would either expose each potential juror to the
embarrassment of discussing private issues in public, or would instead require numerous trips

to the hallway to conduct a private examination. Both of these options are unacceptable, and

| both issues are alleviated, either completely or mostly, through the use of a written and

privately administered confidential questionnaire.

The State takes issue with a number of other questions, all of which are designed to
elicit important information about the attitudes and interests of prospective jurors. This is the
standard stuff of jury selection, and eliciting this information in a written questionnaire only
serves to streamline the process.

Finally, the State claims, without basis, that the questionnaire is designed to favor

: Lilly, even though the State will be completely free to use the information obtained through

its administration. The State is also free to seek the inclusion of additional questions. The

State apparently finds something sinister about a defendant employing a tool that is common
in litigation throughout this country. The State of Alaska’s extensive trial team is evidence of

the unlimited resources available to it. The State has already volunteered that it retained

Eli Lilly’s Response to the State’s Ob ection to Lilly’s Juror Questionnaire
) .
State of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 CI) Page 2 of 3
g€ 2 0
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301

| “jury consultants from many different states” who have already arrived in Anchorage. The

State is hardly disadvantaged by the use of this jury questionnaire.
The questionnaire will aid the court, the parties, and the prospective jurors in the

| jury selection process allowing a jury to be seated in this high-profile case in just one trial

day. Eli Lilly respectfully requests that the Court administer the jury questionnaire as
| proposed.
DATED this 27th day of February, 2008.

PEPPER HAMILTON LLP
Nina M. Gussack, admitted pro hac vice
George A. Lehner, admitted pro hac vice

John F. Brenner, admitted pro hac vice

Eric J. Rothschild, admitted pro hac vice

and

LANE POWELL LLC
AttorneyS for Defendant

By j

1

Bfewster H. Jamfson. ASBA No. 84TH22
Andrea E. Giroldmo-Welp, ASBA No. 0211044

! See, State’s Opposition to M

February 21, 2008 st p. 1. otion for Reconsideration and Response to Court’s Order, dated

Eli Lilly’s Response to the State’s Objecti i
y : o | jection to Lilly’s J; i i
State of Alaska v. Eli Lilly and Ce ompany (Case No. ;AN?J%?G%%S‘CWIK;MI”
Page 3 of 3
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FELDMAN ORLANSKY
& SANDERS
500 L STREET
FOURTH FLOOR
ANCHORAGE, AK
99501
TEL: 907.272.3538
Fax: 907.274.0819

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA
THIRD JUDICIAL DISTRICT AT ANCIIORAQE

STATE OF ALASKA, :
-\

Plaintiff, }\ -
v Case No. 3AN-06-05630 CI

ELI LILLY AND COMPANY,

Defendant.

PLAINTIFF STATE OF ALASKA’S
SUPPLEMENT TO FINAL WITNESS LIST

Plaintiff, State of Alaska, and hereby supplements its Final Witness List with the
addition of:

1. Robin Pitts Wojcieszek
c/o Eli Lilly and Company
Lilly Corporate Center
Indianapolis, IN 46285
(317) 276-2000

DATED this 2] day of February, 2008.

FELDMAN ORLANSKY & SANDERS
Counsel for Plaintiff

v

Eric T. Sanders
AK Bar No. 7510085

Plaintiff’s Supplement to Final Witness List Case N -
State of Alaska v. Eli Lilly and Company e gg-gsesls(:)l(;Zl
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GARRETSON & STEELE
Matthew L. Garretson
Joseph W. Steele

David C. Biggs

5664 South Green Street
Salt Lake City, UT 84123
(801) 266-0999

RICHARDSON, PATRICK,

WESTBROOK & BRICKMAN, LLC

H. Blair Hahn
Christiaan A. Marcum

HENDERSON & ALLEN, LLP
T. Scott Allen Jr.

2777 Allen Parkway, 7" Floor
Houston, Texas 77019-2133
(713) 650-6600

FIBICH HAMPTON & LEEBRON
Kenneth T. Fibich

1401 McKinney, Suite 1800
Houston, Texas 77010

(713) 751-0025

David Suggs
P.O. Box 1007
Mt. Pleasant, SC 29465

727-6500

Counsel for Plaintiff

(843)

Certificate of Service

I hereby certify that a true and correct copy of
Plaintiff State of Alaska’s Supplement to
Final Witness List was served by messenger on:

Brewster H. Jamieson

Lane Powell LLC

301 West Northern Lights Boulevard, Suite 301
Anchorage, Alaska 99503-2648 g

Barry Boise, via email (boiseb@pepperlaw.com)
Pepper Hanjilton

L9394~
"2 /[27 /D%

FELDMAN ORLANSKY
& SANDERS
500 L STREET
FOURTH FLOOR
ANCHORAGE, AK
99501
TEL: 907.272.3538
FAX: 907.274.0819 Plaintiff
aintiff’s Supplement to Final Witness List
State of Alaska v. Eli Lilly and Company CeseNoSANOG DT

Page 2 of 2
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< -
[N THE SUPERIOR COURT FOR THE STATE OF AL%SK/\
THIRD JUDICIAL DISTRICT AT /\NCHORAGE?‘:

| STATE OF ALASKA. ‘ .;\

Plaintiff,

v. [
i Case No. 3AN-06-05630 CI

\
Defendant. J

ELI LILLY AND COMPANY,

ELI LILLY AND COMPANY’S OPPOSITION TO PLAINTIFF’S
REQUESTS FOR CLARIFICATION OF THE COURT’S ORDERS EXCLUDING
EVIDENCE OF OTHER DRUGS MANUFACTURED BY DEFENDANT AND
DEFENDANT’S PROFITS, NET WORTH AND THE PRICE OF ZYPREXA®

From the beginning of this case, the State has emphasized time and again that Eli
Lilly and Company’s (“Lilly”) motive and intent play no role in the consumer protection
claim. On the eve of trial — and in the form of a request for clarification — the State seeks to
introduce unduly prejudicial evidence under the guise of motive and intent. The State of
Alaska wants to introduce evidence regarding the expiration of Lilly’s Prozac patent, and its
alleged financial consequences, to demonstrate a profit motive for the way Zyprexa was
marketed. The State should not be permitted to expand the scope of Phase I of this trial by

introducing irrelevant and misleading evidence that will prolong and confuse this trial.

002829




BOTH REQUESTS FOR CLARI FICATION SEEK TO INTRODUCE
IRRELEVANT EVIDENCE.

The basis for the State’s clarification requests is that evidence of Lilly’s profits and
other products is relevant to Lilly’s marketing motivation.! In particular, the State seeks to
persuade the jury that the loss of the Prozac patent caused Lilly to engage in off-label
promotion to expand the market for Zyprexa. The State long ago conceded the irrelevance of
Lilly’s motive to any of the State’s allegations in Phase I of this trial. In its first filing that
discussed its theory of the case, the State said that “neither intent to deceive nor actual injury
is required . . .” for its UTPCPA claim.® Similarly, evidence of motive is irrelevant to the
State’s strict liability claim.® The State has acknowledged, and in fact seeks to instruct the

jury, that “intent to deceive need not be proved.” As the State has recognized, evidence is

! See, e.g., State of Alaska’s Request for Clarification of the Court’s Order Excluding
Testimony or Argument Regarding Other Drugs Manufactured by Defendant Eli Lilly and
Company at 7 (“Evidence related to the loss of the Prozac patent and what it meant to Lilly is
also specifically relevant to Lilly’s intent and motive to launch Zyprexa into the primary care
f)hysician (PCP) market in 2000 and to Lilly’s motive and efforts to promote Zyprexa for off-
abel uses.”) (emphasis added); State of Alaska’s Request for Clarification of the Court’s

Or;ier Excluding Evidence of the Defendant’s Profits, Net Worth and the Price of Zyprexa
at 2.

% P1. Mem. Proofs and Claims at 21.

S1d. at 18-19 (noting that focus of strict liability claim is on the objective adequacy of the
warning, not the subjective process of the label’s creation).

# State’s Proposed Jury Instruction No. 25.

Eli Lilly and Company’s Opposition to Plaintiff’s Requests for Clari i ’
Orders Excluding Evidence of Other Drugs Manuf: % et Enl‘-lmmn st

D fent
Net Worth and the Price of Zyprexa i e b
State of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 cn

Page 2 of 7
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301 West

T'elephone 907.277

onlv relevant. and admissible, if it has a “tendency to make the existence of any fact that is of |
| onl)

»5 o
consequence to the determination of the action more probable or less probable.”™ Since

| : . . PRy p
cither were or were not deceptive, as defined by the statute: they do not become more so if

| Lilly had a particular financial objective, nor less so if it did not.

| Lilly’s diabetes product line. To the extent that the 2001 Hyperglycemia Sell Sheet for

Lillv's state of mind is not an element of either of the State’s claims, any alleged financial
motive for its marketing activity is simply irrelevant to the decision the jury must make at

this stage of the case. Lilly’s sales representatives’ communications with Alaska doctors

This rationale also applies to the State’s effort to introduce evidence relating to

Zyprexa, with references to Lilly’s position in “Diabetes Care,”® is introduced to demonstrate
the content of Lilly’s sales messages for Zyprexa, Lilly does not object (provided, of course,
that the State can prove these messages were actually communicated by Lilly sales

representatives to physicians in Alaska). However, general reference to Lilly’s status as a

* State of Alaska’s Request for Clarification of the Court’s Order Excluding Testi
Argument Regarding Other Drugs Manufactured by Defendant Eli Lilly a:1 C(fr;]:‘lr?;)z,itog
(citing Alaska Rule of Evidence 401 Definition of Relevant Evidence) (emphasis adcfcd).

¢ State’s Request for Clarification Regarding Other Drugs at 10.

Eli Lilly and Company’s Opposition to Plaintiff’s Requests for Clarification of the Court’s

Orders Excluding Evidence of Other Drugs ufactured by Defendant dant’s Prof
ugs Man u by Defend: and Defendant’s Profits,

State of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 CI) Page 3 of 7
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| “Diabetes Care Company.” unrelated to Zyprexa marketing, has no relevance to the disputed

issues in the case and could lead to prejudicial inferences by lhejury.T
1L THE EVIDENCE THAT THE STATE SEEKS TO INTRODUCE
REGARDING LILLY’S ALLEGED PROFIT MOTIVE IS DESIGNED

TO DISTRACT THE JURY FROM THE ABSENCE OF EVIDENCE OF
ACTIONABLE CONDUCT.

Put simply. the profit motive evidence the State seeks to offer serves its intended
purpose of playing on prejudices some jurors have about large companies, including
pharmaceutical companies. The State cannot have this both ways, however. If this evidence

of Lilly’s “bad character” were admitted, the Court would also have to reconsider its
| exclusion of evidence of Lilly’s long history of developing life-saving and life-enhancing
medications as evidence of its valuable corporate citizenship, including its investment of
company revenues in research and development of the next generation of medications. And
Lilly would also need the opportunity to rebut the State’s assertions, e.g., that the Prozac
patent expiration had been accounted and planned for, that Lilly’s financial forecasts were

based on multiple products in development, and the like. This would improperly divert the

. The State also seeks to introduce evidence relating to Symbyax a Lilly prod
includes olanzapine (Zyprexa). Lilly understands the Cgourt’s )E)rdgr ]jenying )Il‘i ly’sul\c/;o:ih:ri
h‘z_ Limine to Exclude References to Recent Regulatory Communications and Developments
will permit the State to introduce evidence relating to Symbyax, to the extent that the
evidence relates specifically to Zyprexa safety issues. i

Eli Lilly and Company’s Opposition to Plaintiff’s Requ i i rt
Y 0 1y ts for Clarification of the C 7
Orders Excluding Evidence of Other D M it 1 g
Net ot o “;ge L _vprex:e;r rugs Manufactured by Defendant and Defendant’s Profits,

State of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 CI) Page 4 of 7
age 4 o!
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jury into a mini-trial on such complex, collateral issues as patent protection and litigation,

| L% 9
and pharmaceutical finances.

The better tack is the one originally ordered by the Court, keeping extraneous

| evidence of other medications and financial issues out of the case: the only thing the jury

needs to decide regarding Lilly marketing during Phase I of this trial is how Lilly acted in
Alaska, not why Lilly acted. Accordingly, the focus of admitted evidence should be on the
actions that Lilly actually took in Alaska, including the communication of marketing
messages, not on any alleged motivation that the State ascribes to those actions. However, as
Lilly has argued in its pending motion for summary judgment, the State has not mustered
competent evidence of improper marketing conduct in Alaska. Evidence relating to Lilly’s

alleged profit motives may distract the jury from the absence of evidence of improper

8 The State’s reliance on the history of the Prozac patent also runs afoul of this Court’s Order
excluding evidence of other litigation involving Lilly. Specifically, statements such as “Lilly
was stunned by a U.S. Court of Appeals decision. . .” run afoul of the Court’s Order. State’s
Request for Clarification of Court Order Regarding Other Drugs at 5.

9
See Alaska Northern Development, Inc. v. Alyeska Pipeline Service Co., 666
: e M e T -5 P.2d 33, 42
(Alaska 1993) (excluding evidence of motivat: lp' shisin o i e
prevent the side show from swallowing up the cir(l:(l)lrs],"‘r)‘? ating to. an; allegediconsnitd il

Eli Lilly and Company’s Opposition to Plaintiff’s Re i i
Orders Excluding Evidence of Other Drugs Manuf: Shels forpClan!‘icau:::gh'e CJnurt"s
Net Worth and the Price of Zyprexa s Profits,

State of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 CI

ed by

Page 5of 7
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i ibe liability base i i emoved
marketing in Alaska, and cause it to ascribe liability based on considerations far re

; : .10
temporally, geographically, and logically from the marketing to Alaska doctors.

The admission of this evidence will also further skew this unusual bifurcated

l proceeding in the State’s favor. The jury will be provided “context” (albeit irrelevant to the

elements of the State’s claims) for Lilly’s alleged misbehavior in Alaska, but be deprived of
the context of why Alaska doctors chose to prescribe Zyprexa, both for on-label and off-label
uses, and how their patients fared on them.
1L CONCLUSION

The State’s two requests for clarification seek permission for the State to introduce
wide swaths of irrelevant evidence that would prejudice the jury by forcing a protracted
examination of irrelevant side issues. For the foregoing reasons, the Court should deny the

State’s request for clarification.

1% Although not necessary to the disposition of these motions, Lill disputes the State’s
characterizations of Lilly’s documents and testimony, many of which are misleadingly
described. In addition, Lilly wishes to correct a misperception regarding Exhibit C to State
of Alaska’s Request for Clarification of the Court’s Order Excluding Evidence of the
Defendant’s Profits, Net Worth and the Price of Zyprexa. The quoted language “Are NOW
making us “Number 1” with Zyprexa — Schizophrenia, Bipolar, Depression,” is cited by the
State for the proposition that Lilly intended to promote Zyprexa for the non-indicated
condition, depression. In fact, the word “Prozac™ is redacted from that statement, as was
permitted by the MDL court. Without the redaction, the document refers to two medications
— Zyprexa and Prozac — which together are approved for all the listed conditions. To the

extent the non-Prozac references in the document are admissible; the word “depression”
should be redacted from the document as well.

Eli Lilly and Cpmpan._v’s Opposition to Plaintiff’s Requests for Clarification of the Court’s
Orders Excluding Evidence of Other Drugs Manuf: ed by Defendant and Defendant’s Profits,
Net Worth and the Price of Zyprexa /

State of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 Cn

Page 6 of 7
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Eric T. Sanders, Esq
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Eli Lilly and Company’s Opposition to Plaintiff’s Requests for
f: b

Orders Excluding Evidence of Other Drugs M.

2008.
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Nina M. Gussack, admitted pro hac vice

George A. Lehner, admitted pro hac vice

John F. Brenner, admitted pro hac vice

Andrew R. Rogoff, admitted pro hac vice

Eric J. Rothschild, admitted pro hac vice
and
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FELDMAN ORLANSKY
& SANDERS
500 L STREET
FOURTH FLOOR
ANCHORAGE, AK
99501
TeL: 907.272.3538
FAX: 907.274.0819

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA
THIRD JUDICIAL DISTRICT AT ANCHORAGE
STATE OF ALASKA,
Plaintiff,
VS.
ELI LILLY AND COMPANY,

Defendant.

STATE OF ALASKA’S OBJECTION TO
ELI LILLY AND COMPANY’S PROPOSED JUROR QUESTIONNAIRE

INTRODUCTION

The State of Alaska is strongly opposed to Lilly’s juror questionnaire because it is
invasive, offensive, and unnecessary. The use of the questionnaire would prolong the
jury selection process, prejudice the plaintiff, and favor the defendant. The Court will
hear argument on this issue on Wednesday, February 27, 2008, at which time the State
will explain in detail the many reasons why it objects to Lilly’s questionnaire. Filed on
shortened time, this pleading will briefly identify some of the State’s concerns.
A.  THE JUROR QUESTIONNAIRE IS UNNECESSARY.

In every jury trial the parties are entitled to a panel of jurors who will be fair and

impartial. To achieve this goal, Alaska Civil Rule 47 permits the parties to conduct an

State of Alaska’s Objection to Eli Lilly and
Company’s Proposed Juror Questionnaire (@
State of Alaska v. Eli Lilly and Company i 3AN-(1)’:-g5e6%(LfC;
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FELDMAN ORLANSKY
& SANDERS
500 L STREET
FOURTH FLOOR
ANCHORAGE, AK
99501
TEL: 907.272.3538
FAx: 907.274.0819

i i ight
examination of prospective jurors. The rule does not provide that the parties have a rig|

i ions y il
to require prospective jurors to first answer detailed questions about themselves, family

members or people they are close to.

In the Anchorage Superior Court, fair jurors are frequently and routinely
impaneled under the procedure described in Alaska Civil Rule 47. Short jury
questionnaires are rarely used, and a questionnaire similar to that proposed by Lilly is
unprecedented. There is no reason why the Court should deviate from the normal
procedure in this case.

B. THE JUROR QUESTIONNAIRE WILL PROLONG THE JURY SELECTION PROCESS
AND PREJUDICE THE STATE OF ALASKA.

At the hearing on January 29, 2008, the State of Alaska expressed a concern with
scheduling because it would have many expert witnesses traveling from other states.
Because of other commitments, these witnesses needed to have some certainty about
when they would be expected to testify in Alaska. After some discussion the Court ruled
that jury selection would occur on March 4, 2008, opening statements and pending
pretrial matters would occur on March 5, and the State’s first witness would be presented
on March 6, 2008, at 8:30 a.m. Based upon this schedule, the State has two expert
witnesses who have been promised that their testimony will be concluded no later than

Friday, March 7, at 1:30 p.m. These critical witnesses cannot appear in Alaska after

March 7.

State of Alaska’s Objection to Eli Lilly and
Company’s Proposed Juror Questionnaire
State of Alaska v. Eli Lilly and Company st 3AN_(:’:::;%? ’}
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Py ®

The jury questionnaire will undoubtedly extend the jury selection process far

beyond the one day currently scheduled. The State will be severely prejudiced if the voir
dire process is extended so that one of the State’s witnesses is unable to testify.

Even a cursory review of Lilly’s proposed questionnaire shows that it will
significantly expand and prolong the process of selecting a jury in this case. For
example, question no. 19 asks: “Has anyone in your family or close to you ever suffered
from a mental illness?” Since virtually everybody will answer this question “yes,”
follow-up examination to obtain meaningless information about this subject will then
occur. Another example is question no. 39, which asks: “Do you have an opinion
(positive or negative) about the Alaska State Government?” Of course, every juror will
have an opinion about the Alaska State Government, but those opinions will not benefit
the jury selection process. The jury questionnaire, with all its subparts, has
approximately 75 questions. Most of the information it seeks is not necessary for the
Court or the parties to determine whether a particular juror can be fair or impartial in this
case.

C.  THE JUROR QUESTIONNAIRE IS OFFENSIVE AND INVASIVE.
Lilly’s questionnaire asks jurors to answer questions that are offensive and

invasive. For example, prospective jurors would be required to disclose their race, annual

family income, what they least like about their job, and what medications they use. It is

State of Alaska’s Objection to Eli Lilly and
Company’s Proposed Juror Questionnaire

State of Alaska v. Eli Lilly and Company CoNo SRR L

Page 3 of 7
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improper to ask such questions, and prospective jurors will no doubt be offended that the

f ion fi e W as
State of Alaska is seeking this information from people w ho have been asked to serve

jurors.

The questionnaire also asks if:

. Anyone “close” to you who ever suffered from a mental illness;

. Whether they “know” anyone who believes they have diabetes or a related
condition;

° Whether the juror or family member received any “financial aid” from the

federal government;

. Whether the juror or any family member received any “financial aid” from
the state government;

. Whether the juror or any family member received any “assistance” from the
federal government;

. Whether the juror or any family member received any “assistance” from the
state government;

. Whether they smoke;

. Their opinions regarding lawsuits involving liability for personal injuries;

. Opinions about the Food and Drug Administration;

. Opinions about the Alaska Department of Health;

State of Alaska’s Objection to Eli Lilly and
Company’s Proposed Juror Questionnaire

State of Alaska v. Eli Lilly and Company Case No. 3AN-06-5630 CI

Page 4 of 7
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. Favorite websites; and

. Use of the internet.

It is hard to image how obtaining all this information is necessary for Lilly to
determine if a juror can be fair and impartial. For reasons which will be explained at the
hearing, the State of Alaska cannot and should not be associated with this questionnaire.
Hence, if the Court requires the prospective jurors to answer these questions, it should be
identified as Eli Lilly’s juror questionnaire.

D. THE QUESTIONNAIRE IS DESIGNED TO FAVOR ELI LILLY.

Eli Lilly’s questionnaire was undoubtedly developed by a jury selection consultant
who was hired to obtain information which would enable Lilly to select jurors favorable
to its position and unfavorable to the State’s position. The Court will note that the
questionnaire has numbered coding, which clearly has a hidden use for Lilly’s jury
consultants. Without question, the jury questionnaire gives wealthy defendants with
unlimited resources an unfair advantage.

CONCLUSION

There are many reasons why this Court should not use a juror questionnaire. It is

invasive, offensive and unnecessary.

State of Alaska’s Objection to Eli Lilly and
Company’s Proposed Juror Questionnaire

State of Alaska v. Eli Lilly and Company CaseNo.SaTk06 s 1

Page 5 of 7
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Certificate of Service
1 hereby certify that a true and correct copy of
State of Alaska’s Objection to Eli Lilly and
Company’s Proposed Juror Questionnaire
was served by messenger on:

Brewster H. Jamieson

Barry Boise, via email (

301 West Northern Lights Boulevard, Suite 301
Alaska 99503-2648

boiseb@pepperlaw.com

State of Alaska’s Objection to Eli Lilly and
Company’s Proposed Juror Questionnaire
State of Alaska v. Eli Lilly and Company

)

Case No. 3AN-06-5630 CI
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‘ STATE OF ALASKA, ‘

I+
B
I

|
\

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA
THIRD JUDICIAL DISTRICT AT ANCHORAGE
\ FILED IN OPEN COURT

\ Date: _ZLX& o8
Plaintiff, |

l cmm;;a:i____—

|

{ Case No. 3AN-06-05630 CI
i

|

ELI LILLY AND COMPANY, ELI LILLY’S NOTICE OF FILING

. PROPOSED JUROR QUESTIONNA[RE
Defendant. |

Defendant, by and through counsel, provides notice to the court that it is filing
herewith, Eli Lilly’s Notice of Filing Proposed Juror Questionnaire.

Eli Lilly respectfully requests that this court administer this questionnaire to the jury
panel on Monday, March 3, 2008, with copies distributed to the parties on Monday. In order to
limit the burden on Court staff, Lilly will undertake to make sufficient copies of the blank
questionnaires for the Jury Clerk, and will immediately copy and distribute the completed
questionnairs to all parties.

Eli Lilly believes that a written questionnaire is necessary in this case. As the court
knows. this case involves questions of severe mental illnesses and the pharmaceuticals used to
treat them. It is necessary to inquire with prospective jurors on this topic, and forcing a
prospective juror to disclose such information in a public setting is an unnecessary invasion of
privacy and embarrassment. In addition, this questionnaire should help the parties and court
quickly identify prospective jurors who should be challenged for cause, and this will aid the
parties and court to proceed efficiently with the voir dire process.

This proposed questionnaire was transmitted to the State’s lead trial counsel, Tommy
Fibich, via email early yesterday morning. He initially indicated he wanted to add some
questions to it, but he has since advised that the State objects to it as “too long.” The State has

not objected to any particular question contained on Lilly’s proposed questionnaire. Mr. Fibich

002843




||
l‘t further advised that if the Court allows adm

| - )
| seek to add questions to it. Lilly has no objection to the State asking additional questions, but

inistration of a juror questionnaire, the State will

i\‘ hereby reserves the right to object to any particular question proposed by the State.
\

DATED this 26th day of February, 2008.
PEPPER HAMILTON LLP
Nina M. Gussack, admitted pro hac vice
George A. Lehner, admitted pro hac vice
John F. Brenner, admitted pro hac vice
Eric J. Rothschild, admitted pro hac vice

and

LLANE POWELL LLC
Attorneys Tor Defendant

? Bréwster . Jamiegon, ASBA No. & H22
Andrea E, Girolaho-Welp, ASBA No. 0211044

1 certify that on February 26, 2008, a copy of
the foregoing was served by hand on

Eric T. Sanders, Esq
Feldman Orlansky & Sanders

500 L Street, 400
6 99501-591Y //
- 70
L] (DAY ]
r = =
7.0038/Y63613.1 /

/

Eli Lilly’s Notice of Filing Proposed Juror Questionnaire

State of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 CI)
Page 2 of 2

002844




L LY
PROPOSED JUROR QUESTIONNAIRE

You have been selected to serve as a prospective juror in a civil case. This questionnaire
ing fair and impartial jurors. Please answer all

is designed to assist counsel and the court in selecti
However, if there is information that you would prefer to

ons as to which you would like to speak
hen returned to you or destroyed by court

of the following questions on the form:
keep confidential, state on this form those questi
privately to the judge In all events, the information is t
personnel after jury selection. Thank you for your cooperation.

YOUR JUROR NUMBER

NAME: (Please Print Clearly)

How long have you lived at that address?

List your prior residences over the past 10 years.

For the following queston €ase C € number next to the response that be: 0!
tions, pl ircle the numb t to th that b
7 P jol st describes you

4, Gender:

Male

#9356772 v1
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Female

What is your current marital status?
Never Married 1
Married
Separated
Divorced

Widowed

Race/Ethnicity:
White/Caucasian
Hispanic/Latino
Black/African American
Asian/Pacific Islander
Native American

Other

Highest level of education:
Less than high school
GED
High school
Technical/trade school
Some college
Bachelor's degree

Some graduate study

#9356772 v
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Master’s or Doctoral degree
If you have attended college, or have done post-graduate work, what was your major course of

study?

s

e R

Do you have any difficulty reading, understanding, or speaking the English language?
Yes No
Do you live alone?
Y cE

If not, with whom do you reside?

Annual family income:
Under $25,000
$25,000 - $50,000
$50,000 - $100,000

$100,000 or more

What is your current employment status?
Full time 1
Part time 2
Retired
Unemployed

Homemaker

#9356772 v1
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Disabled

12.  Job title (if unemployed or retired, write most recent job title):

B -

Describe your duties

Name of employer (if unemployed or retired, please list your most recent employer):

If you have a spouse or significant other what is your spouse’s or significant other’s
current employment status?

Full time
Part time
Retired
Unemployed
Homemaker

Disabled

#9356772 v1
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Spouse or significant other’s job title (if unemployed or retired, please list most recent job
title):

Name of spouse or significant other’s employer (if unemployed or retired, please list the
most recent employer):

Have you or anyone close to you ever experienced a side effect from a pharmaceutical
product?

If so, please explain:

18.  Have you ever suffered from a mental illness?
Yes
No

If yes, please explain:

19.

Has anyone in your family or close to you ever suffered from a mental illness?

Yes
No

If yes, please explain:

#9356772 v1
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Have you ever cared for a person with a mental illness?
Yes 1
No

If yes, please explain:

Have you ever taken medication to treat mental illness?
Yes 1
No

If yes, please explain:

Has a family member or anyone close to you ever taken medication to treat mental

illness?
Yes
No

If yes, please explain:

Have you ever heard of the medicine Zyprexa?
Yes

No 2

If yes, do you have an opinion (positive or negative) about Zyprexa? Please explain:

#9356772 v1
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24, Have you heard of “schizophrenia” or “bipolar disorder™?
Yes 1

No

Do you know anyone who has been diagnosed with “schizophrenia” or “bipolar
disorder™?

Yes

No

If yes, please explain:

Have you heard of the disease “diabetes™?
Yes 1

No
Do you know anyone who believes they have had diabetes or a related condition?
Yes 1

No 2

If yes, please explain:

#9356772 v1
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Have you ever cared for a person who has diabetes or a related condition?

Yes 1

No

If yes, please explain:

Do you or a family member receive any financial aid or assistance from the federal or

26.
state government, including Medicaid?

Yes 1
No

If yes, please explain:

How long have you lived in Alaska?
0-5 years 1
6-10 years

11-20 years

Over 20 years

All my life

Are you a smoker?
Yes, currently

Yes, in the past

#9356772 v1
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2
for a fé state /e agency”?
Do you or someone close to you work for a federal, state, or local government agency

Yes, currently
Yes, in the past
No

If yes, which agency:

- . 25 e A
Do you have any children? What are their genders, ages, and occupations?

If they attend college, university, technical or vocational school, please indicate
where they attend.

Generally, do you have any opinions regarding lawsuits involving liability for personal
injuries? What are they?

Hax@ you or anyone close to you ever been injured where you believed a product, a
medicine, or a medical device played a major role, If yes, please explain:

L ——
9
002853
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33.  Have you (or anyone close to you) ever filed a lawsuit or been sued in a civil case?
Yes, been sued
Yes, both
No, neither

Please explain any “yes” answer below:

Have you ever sat as a juror in a civil case? or a criminal case?
Did you deliberate?
What was the result of the case?

Were you satisfied with the experience? If not, please explain:

Have you heard of Eli Lilly and Company?
Yes 1

No 2

If yes, do you have an opinion (positive or negative) about Eli Lilly and Company?
Please explain:

89356772 vI
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Have you ever used any products made by Eli Lilly and Company?
Yes 1
No

If yes, please explain:

L s e T

£ 1 red 1 o ili v

Have you or a close family member ever served in the military?
Ye 1
No 2

If yes, when and in what branch of the armed services?

37.  Have you heard of the Federal Food and Drug Administration, also known as the FDA?
Yes 1
No

If yes, do you have an opinion (positive or negative) about the Food and Drug
Administration? Please explain:

38. Do you have an opinion (positive or negative) about the Alaska Department of Health

and Social Services? Please explain:

#9356772 vi
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39. Do you have an opinion (positive or negative) about the Alaska State Government?
Please explain:

40 Do you have an opinion (positive or negative) about pharmaceutical companies? Please
explain:
expiam:

41. Have you heard or read anything about this lawsuit or any other lawsuit in which the
State of Alaska has sued a pharmaceutical company to recover monies paid for medicines?

Yes
No

If yes, please state what you have read or heard in the lines below:

#9356772 v1
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i imi sui /e you already formed an
42 If you have heard or read about this or a similar lawsuit, have you already for E:
opinion about this case?

No

I have never heard about this case

If yes, please state what you have read or heard in the lines below:

43 Is there any reason, no matter how small, that would not allow you to be a fair juror in
this case?

Yes
No

If you answered

This case is estimated to start on and last between and
weeks.

Is there any reason that would affect your ability to serve as a juror in this case?
(This would include, but not be limited to, paid vacations, physical conditions, economic
hardships, family events, child care, aged parent care, etc.)

Yes 1

No 2

If you answered yes, please explain the reason(s):

13
#9356772 91
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45. What social, civic, or other organizations do you belong to or are you affiliated with?

Who are the people you admire most?

What are your favorite TV shows?

What are your favorite web sites?

Do you use the internet to get information about medical issues?
Yes 1
No 2

If yes, which ones:

e

#9356772 v1
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Are there any magazines or newspapers that you subscribe to or read on a regular basis?

Yes 1
No

If yes, which ones:

Are you personally familiar with or have you or your spouse done business with any of
the following individuals, entities firms or companies? (CIRCLE ALL THAT APPLY)

Alaska Psychiatric Institute

T. Scott Allen, Jr. (Cruse, Scott, Henderson & Allen, L.L.P.)
Dr. David Allison, Ph.D.

Dr. Robert Baker

Michael Edwin Bandick

Dr. Charles M. Beasley

Dr. Frederick Brancati, Ph.D.

Dr. Alan Breier

John F. Brenner (Pepper Hamilton LLP)
David Campana

Dr. Patrizia Cavazzoni

Cruse, Scott, Henderson & Allen, L.L.P.

#9356772 v1




Dr. Lucy Curtiss

Joey Eski

Feldman Orlansky & Sanders

Kenneth T (“Tommy™) Fibich (Fibich Hampton & Leebron)
Fibich Hampton & Leebron

Dr. Timothy Franson

James Gottstein

Dr. John L. Gueriguian

Nina M. Gussack (Pepper Hamilton LLP)

H. Blair Hahn (Richardson, Patrick, Westbrook & Brickman, LLC)
Dr. R. Duane Hopson

Dr. Silvio Inzucchi

Brewster Jamieson (Lane Powell LLC)

Jack E. Jordan

Dr. David Kahn

Dr. Bruce Kinon

Lane Powell LLC

Dr. John Clifford Lechleiter, Ph.D.

George A. Lehner (Pepper Hamilton LLP)

David Noesges

Dr. Mark Olfson, M.P.H.

Pepper Hamilton LLP

Richardson, Patrick, Westbrook & Brickman, LLC
Eric T. Sanders (Feldman Orlansky & Sanders)

Dr. Thomas Schwenk

Ed Sniffen (Attorney General’s Office State of Alaska)

£9356772v1 »

\
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David Suggs (Richardson, Patrick, Westbrook & Brickman, LLC)
Sidney Taurel

Gary Tollefson

Denice Torres

Dr. William C. Wirshing

THANK YOU. PLEASE GO BACK AND MAKE SURE YOU ANSWERED EACH
QUESTION

— 3 Date
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IN THE SUPERIOR COURT FOR THE STATE OF AI:ASKA

THIRD JUDICIAL DISTRICT AT ANCHORAGE

|| STATE OF ALASKA,
Plaintiff, ‘
}

| Case No. 3AN-06-05630 CI

I V.

| ELILILLY AND COMPANY,
e ELI LILLY AND COMPANY’S

PROPOSED JURY INSTRUCTIONS

ik e \
Defendant. | AND SPECIAL VERDICT FORM

[ WORKING COPY |
Defendant Eli Lilly and Company (“Lilly”) respectfully requests that the Court charge
the jury with the following proposed instructions and special verdict form.
DATED this 25th day of February, 2008.

PEPPER HAMILTON LLP

Nina M. Gussack, admitted pro hac vice

George A. Lehner, pro hac vice

John F. Brenner, pro hac vice

Andrew R. Rogoff, admitted pro hac vice

Eric J. Rothschild, admitted pro hac vice
and

LANE POWELL LLC

Attorneys for Defendant

o (1BYslme B0

“Brewster H. Jamieson, ASBA No. 8411122
Andrea E. Girolamo-Welp, ASBA No. 0211044

1 certify that on February 25, 2008, a copy of
the foregoing was served by hand on:

Eric T. Sanders, Esq

Feldman Orlansky & Sanders
54 Si Suite 400

. aska 99401-5
. B -
867.0038/163592.1
AR 0




TABLE OF PROPOSED INSTRUCTIONS

T T |
\jq—’mjeclt——fl_’gmresponding Disputed
[ ‘ Pattern
‘ | .. Instruction
T Empnncﬁfg The Jury ‘ State’s Instruction No. 1, | CPJI 1.01 No

with revisions as agreed
\ b.\ﬂ'lic&l | L1 AL Dot 1l
2. | Explanation Of Trial | State’s Instruction No. 2, | CPJI 1.02 No
Day with revisions as agreed
by parties. |
3. | Introductory State’s Instruction No. 3, | CPJI 1.03 No
Instruction On with revisions as agreed
Procedure | by parties. | Nar sl
| 4. E\'idend: ['State’s Instruction No. 4. | CPJI 1.05 No
[5. |Kinds Of Evidence | State’s Instruction No. 8. | CPJI 1.06 No
\' 6. | Credibility of State’s Instruction No. 9. | CPJI 1.07 No
| \ Witnesses
s } Credibility of Expert State’s Instruction CPJI 1.08 No
| | Witnesses No. 10.
8. | Questions by the Court | State’s Instruction CRIIEI09 No
| No. 13.
| 9. | Relationship of | State’s Instruction CPII 1.10 No
Exhibits to Testimony | No. 11, with revisions
| as agreed by parties.
10. | Note Taking | State’s Instruction CPILI:1] No
\ | No. 15.
[ 11. | Questions by Jurors | State’s Instruction CPII 1.12 No
1 1 No. 14, with revisions
\L | as agreed by parties.
12. | Exclusion of Evidence | State’s Instruction CRIEL13 No
‘ No. 12.
‘ 13. | Communications By State’s Instruction CPII 1.14 No
Jurors With Court No. 13.

} Followin‘g the meet-and-confer process, Lilly agreed to adopt certain of the State’s
propf)sed instructions, as served on by the State on February 4, 2008, in place of its
Pre\'nou§ly proposed instructions and therefore does not submit separate copies of those
instructions, as set forth in this table.
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"~ Subject [ Source Corresponding Disputed

| Evidence

No. |
Pattern
Instruction
[14. | General Remarks Seeattached. | CPJ12.01 Yes
["15 | Instructions By Court State’s Instruction CPJI12.02 No
| No. 18. pd | SF A S e cu T
| 16. | Use of Pronouns |'See:aftached. ™ 5 (TSR] CPJI12.03 Yes
17. | Plaintiff’s Claims | See attached. CPJ17.01 Yes
[ 18. | Definition of State’s Instruction CPJI12.04 No
Preponderance of the | No. 22.
| Evidence b |
[19. [ Resort to Chance | State’s Instruction CPJI 2.07 No
TR e tang (r | No. 27.
[ 20. | /\lrlomciy's Fees and State’s Instruction CPJI 2.06 No
L | Costs No.28.
21. | Credibility of See attached. CPJI12.08 Yes
L | Witnesses
[ 22. | Status of Witnesses in | See attached. CPJI 2.09 Yes
| Community
. 23 ‘ Parties Equal Before See attached. n/a Yes
| Law [
| 24. ‘ Credibility of Expert | See attached. CPJ12.10 Yes
Witnesses
| 25. : Questions Asked By See attached. CPJI12.12 Yes
[ [Court
‘ 26. : Depositions Generally ‘ State’s Instruction CPJI12.13 Yes
No. 21.
27. | Videotape Depositions | State’s Instruction CPJI 2.14 Yes
No. 21.
| 28. | Exhibits See attached. CPI'2:17 Yes
| 29. | Stipulations; Binding See attached. CPJI 2.19 Yes)
| | Admissions
| 30. | Questions; State’s Instruction CPJ12.22 No
| | Inadmissibility of No. 20.
[ | Evidence; Arguments ‘
‘ and Statements of |
| | Counsel
\ 31. | Failure to Present See attached. CPJI 2.23 Yes
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No Subject Source [ Corresponding | Disputed
| Pattern
| \ Instruction
32. | Unsworn Oral See attached. CPJI2.25 Yes
Admission of Party
[ 33. | Evaluation of Evidence | State’s Instruction CPJI1 2.26 No
| No. 19.
| 34. | FDA Approval Process | See attached. n/a Yes
[ 35. [FDA Regulation of See attached. n/a Yes
| Labels |
36. | Post-Approval | See attached. n/a YES
Monitoring ‘ |
[37. | Definition Of “Off- See attached. " n/a Yes
Label™
38. | Off-Label Use Of | See attached. n/a Yes
| Medicines |
39. | Dissemination Of Off- | See attached. n/a Yes
Label Information
40. | Liability For Defect In | See attached. CPJ1 7.02 Yes
= A Product |
| 41. | Defectiveness Defined | See attached. CPJ17.03 Yes
42. | Scientific See attached. | cPI17.03A Yes
|| Unknowability |
43. | Effect of Passage Of | See attached. n/a Yes
Time On Duty To [
Warn
| 44. ‘ Consideration of FDA | See attached. n/a Yes
Approval
45. | Unfair Or Deceptive See attached. n/a Yes
| | Act Defined
‘ 46. | Trade or Commerce See attached. CPJI 10.02 Yes
Defined
47. | UTPCPA Claims | See attached. n/a Yes
| Considered Separately
‘ 48. | Identification Of See attached. n/a Yes
Alleged UTPCPA
Violations
‘ 49. | Damages Determined | See attached. n/a Yes
Separately

S
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[ No. ‘Subject | Source | Corresponding Disputed
[ Pattern
Instruction
[50. | Comparative See attached. CPI17.06 & Yes
Negligence - Ay 1. | 3.03A
51. | Introduction To Special | State’s Instruction | CPJ13.09 No
Verdict Form No. 32. LG [
52. | Special Verdict Form | See attached. | n/a Yes
53. | General Behavior; State’s Instruction CPJI2.28 No
| Election of Foreperson | No. 29. |
5 Juror’s | State’s Instruction | cpi12.29 No
Communications With | No. 30.
Court ‘
55. | Jurors’ Notes State’s Instruction CPJI2.30 No
) | No. 31.
56. | Returning A Verdict | State’s Instruction CPJI 2.31 No

No. 32, with revisions
as agreed by parties.
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INSTRUCTION NO. 14.  GENERAL REMARKE

Members of the jury, you have now heard and seen all of the evidence in
the case and vou have heard argument about the meaning of the evidence. We have
reached the stage of the trial where I instruct you about the law to be applied.

It is important that each of you listen carefully to the instructions. Your
duty as jurors does not end with your fair and impartial consideration of the evidence.
Your duty also includes paying careful attention to the instructions so that the law will
properly and justly be applied to the parties in this case. You will have a copy of my
instructions with you when you go in to the jury room to deliberate and to reach your
verdict. But it is still absolutely necessary for you to pay careful attention to the
instructions now. Sometimes the spoken word is clearer than the written word, and you
should not miss the chance to hear the instructions. [ will give them to you as clearly as I
can in order to assist you as much as possible.

The order in which the instructions are given has no relation to their
importance. The length of instructions also has no relation to importance. Some
concepts require more explanation than others, but this does not make longer instructions
more important than shorter ones. All of the instructions are important and all should be
carefully considered. You should understand each instruction and see how it relates to
the others given.

*Source: AK CPJI2.01.




INSTRUCTION NO. 16. USE OF PRONOUNS?®

In these instructions, I have tried to use correct pronouns when referring to
the parties and to use the plural form when it is appropriate. You should interpret the
instructions in a reasonable way. The choice of pronouns is not important. What is
important is that you follow the rules given in the instructions.

———A N W S
*Source: AK CPJI 2.03.
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INSTRUCTION NO. 17. PLAINTIFF'S CLAIMS'

In this case, the State’s claims against the Defendant are based on two
separate theories. These theories are:

(1)  that Zyprexa is a defective product; and

(2)  that the Defendant violated the Alaska Unfair Trade Practices and
Consumer Protection Act.

I'will instruct you separately on each of these theories and you must decide
each theory separately. In order to recover, the plaintiff must establish the elements of at
least one of these theories by a preponderance of the evidence.

I will now explain
preponderance of the evidence to you.

Sfeeawvae L L
‘ Source: AK CPJI 7.01 (modified).



INSTRUCTION NO. 21. CREDIBILITY OF WITNESSES®

You have heard a number of witnesses testify in this case. You must
decide how much weight to give the testimony of each witness.

In deciding whether to believe a witness and how much weight to give a
witness's testimony, you may consider anything that reasonably helps you to evaluate the
testimony. Among the things that you should consider are the following:

(1) the witness's appearance, attitude, and behavior on the stand and the

way the witness testified;

the witness's age, intelligence, and experience;

(3)  the witness's opportunity and ability to see or hear the things the
witness testified about;

(4)  the accuracy of the witness's memory;

(5) any motive of the witness not to tell the truth;

(6)  any interest that the witness has in the outcome of the case;

(7) any bias of the witness;

[(8) any opinion or reputation evidence about the witness's truthfulness;°

[(9) any prior criminal convictions of the witness which relate to honesty
or veracity;]’

(10) the consistency of the witness's testimony and whether it was
supported or contradicted by other evidence.

You should bear in mind that inconsistencies and contradictions in a
L

Wwitness' testimony, or between a witness's testimony and that of others, do not necessarily

mean that you should disbelieve the witness. It is not uncommon for people to forget or

o remember things incorrectly and this may  explain some inconsistencies and
contradictions. It is also not uncommon for two honest people to witness the same event
and see or hear things differently. It may be helpful when you evaluate inconsistencies
and contradictions to consider whether they relate to important or unimportant facts,

R
*Source: AK CPJ] 2.08.
“If applicable.

7If applicable.




INSTRUCTION NO. 21. (Cont’d)

If you believe that
choose to distrust other parts of tl
SO.

part of a witness's testimony is false, you may also
hat witness's testimony, but you are not required to do
You may believe all, part, or none of the testimony of any witness. You need not
believe a witness even if the w itness's testimony is uncontradicted. However, you should

act reasonably in deciding whether you believe a witness and how much weight to give to
the witness's testimony.

You are not required to accept testimony
of witnesses agree with each other. Y
of witnesses is erroneous. However,
reject uncontradicted testimony.

as true simply because a number
ou may decide that even the unanimous testimony
you should act reasonably in deciding whether to

When witnesses

are in conflict, you need not acce
majority of witnesses.

You may find the testimony of one
more persuasive than the testimony of a larger number.,

pt the testimony of a
witness or of a few witnesses
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INSTRUCTION NO. 22. STATUS OF WITNESSES IN COMMUNITY*

You should not assume that the testimony of a witness who holds a
prominent position in the community is more likely to be correct than the testimony of
other witnesses. The testimony of all witnesses should be evaluated according to the
same standards.

*Source: AK CPJI 2.09.
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INSTRUCTION NO. 23. PARTIES EQUAL BEFORE LAW’

You should not allow your consideration of the evidence to be influenced
by the status of the parties in this case. Both the Plaintiff and the Defendant are equal
before the law.

The fact that the Plaintiff is the State of Alaska should not affect your
decision. You should evaluate the Plaintiff’s arguments and evidence according to the
same standards that you would use to evaluate the arguments and evidence of any other
person.

Similarly, the fact that the Defendant is a corporation should not affect your
decision. You should evaluate the Defendant’s arguments and evidence according to the
same standards that you would use to evaluate the arguments and evidence of any other

10
person.

’Source: materials cited.
* Grosjean v. American Press Co., 297 U.S. 233, 244

193 i « :
is a “person’” within the meaning of the equal protecti (o0 (aldine g e

on and due process of law clauses).

e
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INSTRUCTION NO. 24. CREDIBILITY OF EXPERT WITNESSES "

Several expert witnesses testified in this case. Experts have special i
training, education, skills or knowledge that may be helpful to you. In deciding whether
to believe an expert and how much weight to give expert testimony, you should consider
the same things that you would when any other witness testifies. In addition, you should
consider the following things:

(1)  the special qualifications of the expert;

(2) the expert's knowledge of the subject matter involved in the case;
(3) the source of the information considered by the expert; and

(4) the reasons given for the expert's opinion.

As with other witnesses, you must decide whether to believe an expert and
how much weight to give to expert testimony. You may believe all, part, or none of the
testimony of an expert witness. You need not believe an expert even if the testimony is
uncontradicted. However, you should act reasonably in deciding whether or not you
believe an expert witness and how much weight to give expert testimony.

You are not required to accept expert testimony as true simply because a
number of expert witnesses agree with each other. You may decide that even the
unanimous testimony of expert witnesses is erroneous. But you should act reasonably in
deciding whether to reject uncontradicted testimony.

When expert witnesses are in conflict, you need not accept the testimony of
a majority of the witnesses. You may find the testimony of one witness or of a few
witnesses more persuasive than the testimony of a larger number.

"' Source: AK CPJI 2.10.
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INSTRUCTION NO. 25. QUESTIONSASKEDBYCOURT12

During the trial I asked questions of witnesses called by the parties. You
should not assume that the answers to my questions were more Or less correct or
important than the answers to questions asked by others. Do not assume that because I
asked questions I have any opinion about the case or the matters to which my questions
relate. It is your job to evaluate the evidence and to decide what witnesses to believe and
what weight to give the evidence.

" Source: AK CPJI 2.12.
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INSTRUCTION NO. 28. EXHIBITS"

During the trial, exhibits were admitted as evidence. In deciding how much
weight, if any, to give an exhibit, you should examine its contents and consider how it
relates to other evidence in the case. Keep in mind that exhibits are not necessarily better
evidence than testimony from witnesses. You will have the exhibits with you in the jury
room when you deliberate. The fact that an exhibit is available to you for your
examination does not mean that it is entitled to more weight than testimony from

witnesses.

 Source: AK CPJI 2.17.
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INSTRUCTION NO. 29. STIPULATIONS; BINDING ADMISSIONS'

There is no dispute in this case as to the following facts:

[Insert stipulated facts and facts admitted in pleadings or in requests for
admission.]

No evidence is required to prove these facts because both parties accept
them as true. You must also accept them as true in this case. However, it is up to you to
decide how much weight to give these facts in light of the other evidence.

"“Source: AK CPJI2.19.

415- .‘

002877




INSTRUCTION NO. 31. FAILURE TO PRESENT EVIDENCE"

The evidence should be evaluated not only by its own intrinsic weight but
also according to the evidence which is in the power of one party to produce and of the
other party to contradict. If weaker and less satisfactory evidence is offered when it
appears that stronger and more satisfactory evidence was within the power of one party to
produce, the evidence offered should be viewed with caution.

"*Source: AK CPJI2.23.

-16-
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INSTRUCTION NO. 32. UNSWORN ORAL ADMISSIONS OF PARTY ¢

You have heard evidence about unsworn oral statements made by a party
outside the courtroom. Unsworn oral statements by a party can be used as evidence
against that party. However, such statements should be viewed with caution.

In evaluating such statements, you might find it helpful to consider the
context in which the statement was made, including:

whether the statements were detailed ones;

whether they were made at a time when the party knew the facts
spoken about;

whether when the party made the statements, there was time to make
them complete;

whether the party had legal assistance in making the statements; and
whether the physical or mental condition of the party or the
circumstances in which the statement was made impaired the party's
ability to make an accurate statement.

et e R S
**Source: AK CPJI 2.25.




INSTRUCTION NO. 34. FDA APPROVAL PROCESS"”

The United States Food and Drug /\dminislratio]r;. known as the FDA, is the
federal agency responsible for regulating prescription drugs.'® I want to give you some
background about the nature of the FDA’s role in this regard.

The FDA is “charged by Congress with ensuring that drugs are safe and
effective and that product labeling is truthful and not misleading.”'® Before the sponsor
of a new drug may begin clinical testing of the drug in humans, the sponsor must
demonstrate to the FDA that there is not an unacceptable safety risk to the participants in
the clinical studies.”” During the clinical testing process, the FDA oversees the sponsor’s
conduct to protect the health and safety of human test subjects, ensure that patients make
fully informed decisions about whether to take place in a clinical study, and ensure the
integrity and usefulness of the resulting data.””

After the clinical trials are completed, the drug sponsor prepares and
submits an application to the FDA requesting approval of the drug and its labeling. This
application is referred to as a New Drug Application, or “NDA.” The FDA regulates the
information that must be included in the NDA.* An NDA must contain proposed

labeling and all information about the drug (whether favorable or unfavorable) that is
pertinent to evaluating the application,?

Pt d = ol R D
"”Source: Materials cited.

18 ini H '
See Food and Drug Administration, Requirements on Content and Format of Labeling

Jor Human Prescription Drug and Biologi
f gical Products, 71 Fed. Reg. 3 -
3967 (Jan. 24, 2006); see also 21US.C.§ 393(b)(2)(B). e =

71 Fed. Reg. 3967; see also 21 U.S.C. § 393(b)(2
»21 CFR. Part 312, G
*21 CFR. §§ 31212, 312.39, 312.33: 21iG.ER. Part 50.

221 US.C. § 355(b)(1)(A), (b)(1)(F). '
271 Fed. Reg, 3967.68: 2, ((j.lz(.R)‘(§)3: a0, 210 00,00, 06, 0

-18-
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INSTRUCTION NO. 34. (Cont’d.)

The new drug cannot be sold to patients until the FDA has approved the
NDA for the drug and its labeling. The FDA must refuse approval unless substantial
evidence shows that the drug is safe and effective.” Substantial evidence means
evidence consisting of adequate and well-controlled investigations, including clinical
investigations, by experts qualified by scientific training and experience to evaluate the
effectiveness of the medicine involved.* In addition, a drug may not be approved unless
there are adequate tests by all methods reasonably available showing that the drug is safe
for use under the conditions prescribed.® In deciding whether the drug is safe and
effective, the FDA takes into account the fact that a drug may have some risks, including

some unknown risks, and balances that fact against the beneficial uses to which the drug
may be put.”

21

2107
#2101

21US.C.§ 355(b)(1), 21 CFR. Parts 201, 202, and 314.

-19-
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INSTRUCTION NO. 35. FDA REGULATION OF LABELS®

The FDA regulates and must approve the format and the content of
prescription drug labeling.”’ You are instructed that Zyprexa and its labeling, including

the changes that have been made to Zyprexa’s labeling, have been approved by the FDA
at all times since September 30, 1996,

Under FDA regulations, the label of a prescription drug must_contain
several sections intended to provide information to prescribing physicians.’® The
“indications and usage” and “dosage and administration” sections of the label list the
FDA-approved uses of the drug and the recommended doses for each use’' The
“contraindications™ section lists “situations in which the drug should not be used because
the risk of use clearly outweighs any possible benefit” of the drug** The “warnings™
section lists serious potential side effects of the drug.®® The “precautions” section
provides information regarding special care to be used by prescribing physicians or
patients for the safe and effective use of the drug.** And the “adverse reactions” section

lists the type and number of adverse events reported for patients in clinical trials (whether
or not caused by the drug).*®

* Source: Materials cited.
#21 C.F.R. Part 201,

*21 CFR. §201.56 & §201.80.

2NERR; § 201.80(e).

21 CF.R. § 201.80(f); 65 Fed. Reg, 81087 8109
& ; - Rog. 81082, 81092 (Dec. 22, 2
“21 CFR. §201.80(g). (Dec. 22, 2000).




INSTRUCTION NO. 35. (Cont’d.)

Under FDA regulations, “to change labeling (except for editorial and other
minor revisions), the Sponsor must submit a supplemental application fully explaining the
basis for the change.”* For some label changes, advance FDA approval is required,
while retroactive FDA approval is permitted for other types of label changes.”” In all
cases, however, the final decision “Whether labeling revisions are necessary™ is made by
the FDA, rather than by the drug manufacturer.*

601.12

Seealso 21 CER. §§314.70 & 601.12,

8. 3934-35; see also 21NUis.c; §§ 331, 352; 21 CFR. §§ 314.70, 601.12(f)

27
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INSTRUCTION NO. 36. POST-APPROVAL MONITORING®

After a prescription drug s approved, FDA regulations require the
manufacturer to submit reports of new information about the safety and effectiveness of
the drug.** The F y wi " approval of a drug if the FDA determines that the
new information indicates that the drug is not safe and effective for use under the
conditions discussed in the drug's labeling,*' or jt may require the manufacturer to make
changes to the drug’s labeling based on the new information. *2

* Source: Materials citeq,
“21CFR. §§ 314.80, 314.81.
“See21 CFR. g 314.150(a)(2)(i).
See Food and Drug Administralion, Requirements o, Content ang Format of Labeling

Jor Human Prescription Drug and p; logi
sy St e 23!1.80(6)' tological Products, 71 Fed. Reg. 3922, 3968

-22-
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INSTRUCTION NO. 37. DEFINITION OF "OFF-LABEL"'G

I want to give you a little
“An off-label use is the
1 or for a dosing

During this trial you heard the phrase “off-label.”
background about “off-label” use of prescription drugs.
prescription of a drug by a doctor for a condition not indicated on the labe
regimen or patient population not specified on the label.”

“ Source: Materials cited.
“ Association of American Physici
sodigio ysicians & Surgeons v. United States Food &
fdzz;;;:jﬁ:}z:;o%?_gésF. Sugp. 2d ’%04, 206 (D.D.C. 2002); Washington Legal FoundftriZi
Wa - ! . Supp. 'fl 51, 55 (D.D.C. 1998) (“WLF I’) vacated as moot sub
shington Legal Foundation v. Henney, 202 F.3d 331 (D.C. Cir. 2000) (“WLF IV”)nom

03
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45
INSTRUCTION NO. 38. OFF-LABEL USE OF MEDICINES

cribe FDA- red drugs for “any purpose
Ctors ¢ llowed to prescribe FDA-approve g 0}
ey oardless of whether the drug has been approv ed for that

e e oal for doctors to prescribe FDA-approved

use by the FDA.™ In other words, it is le
drugs for off-label uses.’

“ Source: Materials cited.

* Washington Legal Foundation v. Henney, 202 F.3d 331, 333 (D.C. Cir. 2000); In re
Neurontin Marketing & Sales Pract. Litig., 244 F.R.D. 89, 92 (D. Mass. 2007).
‘" Washington Legal Foundation v. Henney, 202 F.3d 331, 333 (D.C. Cir. 2000); In re
Neurontin Marketing & Sales Pract. Litig., 244 FR.D. 89, 92 (D. Mass. 2007).

VL
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INSTRUCTION NO. 39. DISSEMINATION OF OFF-LABEL INFORMATION

Although doctors are allowed to prescribe FDA-approved drugs fogr off-

4
label uses, drug manufacturers may not market or promote drugs for off-label uses.

However, drug manufacturers do have a First Amendment right of free
speech to disseminate accurate information to doctors about off-label uses of drugs il? a
non-promotional manner.”’ For example, a drug manufacturer may provide a doctor with
information about an off-label use if the doctor asks for information about the off-label

use.

“Source: Materials cited.
; 251 U.S‘;gég 331; see also, e.g., United States ex rel. Franklin v. Parke-Davis, 147
- Supp. 2d 39. 44 (D. Mass. 2001); In re Neurontin Marketing & Sales P e

F.R.D. 89, 92 (D. Mass. 2007). i e
~ Was_hingron Legal Foundation v. Henney, 56 F. Supp. 2d 81 (D.D.C. 1999) (WLF III);
Wash{nglon Legal Foundation v. Friedman, 36 F. Supp. 2d 16 (D.D.C. 1999) (WLF 1[),
Waslm;g(on Legal Foundation v. Friedman, 13 F. Supp. 2d 51 (D.D.C. 1998) (WLF [)’
vacatea as moot sub nom. Washington Legal Foundati . )
b o gl gal froundation v. Henney, 202 F.3d 331 (D.C.
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INSTRUCTION NO. 40. LIABILITY FOR DEFECT IN A PRODUCT®!

Plaintiff's first theory of liability is that plaintiff was damaged by a defect in
a product which the defendant made.

Under this theory, plaintiff must establish that it is more likely true than not

(1) that the product was defective; and

(2) that the product was defective when it left the possession of
the defendant.

TN Vi e o TN

*' Source: AK CPJI 7.02 (modified for P,

st ditnged) hase I to eliminate portions related to causation
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INSTRUCTION NO. 41. DEFECTIVENESS DEFINED™

I will now explain what it means for a product to be “defective.”

A prescription drug is defective if the use of the product in a manner that is
reasonably foreseeable by the defendant involves a substantial danger that would not be
readily recognized by the prescribing physician and the manufacturer fails to give
adequate warning of such danger. An adequate warning is one that is sufficient to put the
prescribing physician on notice of the nature and the extent of the scientifically knowable
risks or dangers inherent in the use of the drug.

In determining the adequacy of the warnings, you should keep in mind that
the warnings are directed to the prescribing physician, rather than to the patient, and that
there is no duty on the part of the manufacturer to warn the State or the patient directly of
risks inherent in the drug.

* Source: AK CPJI 7.03 (modified pursuant to Shanks v. Upjohn Co., 835 P.2d 1189

(Alaska 1992), for Phase I to elimin i
k ate portions related i
reflect fact that State’s claim spans multiple years). i




1NﬂRUCﬂ0NNQ4zscmNﬂFmLmKNOWAMLHY“

A product is not defective with regard to any particular danger if the
defendant proves it is more likely true than not true that that particular danger was not
scientifically knowable when the product left the defendant’s possession.

* Source: AK CPJI 7. i
7.03). 03A (modified for Phase I to reflect modifications in AK CPJI
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INSTRUCTION NO. 43. EFFECT OF PASSAGE OF TIME ON DUTY
TO WARN"

The State claims that Zyprexa that was prescribed during'the period
between September 30, 1996 through September 16, 2003 was defective due to
inadequate warnings for the following risks:

(a) [insert risks based on evidence at trial].

You will be given a verdict form that will require you to determine whether
Zyprexa was defective during this period. If you find that Zyprexa was defective due to
an inadequate warning for one or more of these risks at one point between September 30,
1996 and September 16, 2003, you should not assume that the warning for that risk was
inadequate at all points during that period. It is the State’s burden to prove that it is more
likely true than not true that Zyprexa prescribed during this period was defective at each
point in time that Zyprexa was prescribed during this period.

In determining the adequacy of the warnings given by Defendant for these
risks at each point during this period, you should follow the instructions I have already
given you and should take into account how the following factors may have changed over
time with respect to each risk:

(a)  the content of Zyprexa’s labeling regarding the risk;

(b)  the extent to which physicians who prescribed Zyprexa were
already knowledgeable about the risk and on notice of the
nature and the extent of the risk; and

the extent to which the existence of the risk was scientifically
knowable.

** Source: Shanks v. Upjohn Co., 835 P.2d 1189, 1200 (Alaska 1992) (adequacy of

warning and scientific knowability of risks determined as

distributed”). of “the time the product was
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INSTRUCTION NO. 44. CONSIDERATION OF FDA APPROVAL

The FDA regulates the content of labeling for a pl:esc.ription drug bec;ulie
labeling is the FDA’s principal tool for educating hcaltllcare‘proteSSIc{nals' about the Xs ?
and benefits of the approved product to help ensure satf: and effective use. . l's(7
previously instructed you, Zyprexa and its labeling, including changes to the labeling,
have been approved by the FDA since September 30, 1996.

In determining the adequacy of the warnings in the Zyprexa labcl‘for the
risks of [insert risks based on evidence at trial], you may take into account the fact that
the FDA approved the Zyprexa labeling, including its warning.

* Lilly maintains that the State’s failure to warn claims are wholly preempted, for the
reasons stated in its briefing to the Court in support of its summary judgment motion, and
should not be submitted to the jury. However, Lilly acknowledges that the Court has not
yet ruled on that issue, and submits this instruction in the alternative to a finding that the
State’s failure-to-warn claims are wholly preempted as a matter of law. See, e.g., Food
and Drug Administration, Requirement on Content and Format of Labeling for Human
Prescription Drug and Biological Products, 71 Fed. Reg. 3922, 3933-36 (Jan. 24, 2006)
(stating that the “FDA interprets the [FDCA] to establish both a “floor’ and a ‘ceiling’
with respect to descriptions of potential risks of a product on the labeling” and that “FDA
approval of labeling ... preempts conflicting or contrary State law” except in some
circumstances); Colacicco v. Apotex, Inc., 432 F. Supp. 2d 514, 529-32 (E.D. Pa. 2006)
(finding that “the FDA’s position is entitled to significant deference” and that “based on

deference alone, this Court would deem any state failure-to-warn claim impliedly
preempted”).
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INSTRUCTION NO. 45. UNFAIR OR DECEPTIVE ACT DEFINED®

Plaintiff's second theory of liability is that Defendant committed unfair and
deceptive acts in violation of the Alaska Unfair Trade Practices and Consumer Protection
Act. which is often referred to as the UTPCPA. Under Alaska law, the following acts
constitute unfair or deceptive acts when they are committed in the conduct of trade or

commerce in Alaska:

(1) Representing that goods or services have sponsorship, approval,
characteristics, ingredients, uses, benefits, or quantities that they do not have or that a
person has a sponsorship, approv al. status, affiliation, or connection that the person does
not have;’

(2)  Representing that goods or services are of a particular standard,
; N : : - 58
quality, or grade, or that goods are of a particular style or model, if they are of another;

(3)  Advertising goods or services with intent not to sell them as
s
advertised:™

(4)  Engaging in any other conduct creating a likelihood of confusion or
of misunderstanding and which misleads, deceives or damages a buyer or a competitor in
connection with the sale or advertisement of goods or scrvices;(’0 and

(5)  Using or employing deception, fraud, false pretense, false promise,
misrepresentation, or knowingly concealing, suppressing, or omitting a material fact with
intent that others rely upon the concealment, suppression, or omission in connection with
the sale or advertisement of goods or services whether or not a person has in fact been
misled, deceived or damaged.”!

; Source: Jury Instruction No. 11, State of Alaska v. Anchorage-Nissan, Inc., CA No.
3AN-93-7761 CI (Super. Ct., 3d Jud. Dist., 1/12/1995), approved, State of Alaska v.

Anchorage-Nissan, Inc., 941 P.2d 1229, 1221 (Alaska 1997 i
' ) . 2d 1229, 122 mod
differences in alleged violations). ) o

7 AS § 45.50.471(b)(4).
# AS § 45.50.471(b)(6).
“ AS § 45.50.471(b)(8).
©AS § 45.50.471(b)(11).
S AS § 45.50.471(b)(12).
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1NSTRUCT10NNO.46.“TRADEORCOMMERCE"DEFINED62

renting,

dvertising, offering for sale, selling,

Trade or commerce means a
ng of value.

leasing, or distributing any services, property, or any other thi

 Source: AK CPJI 10.02.

39-
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INSTRUCTION NO. 47. UTPCPA CLAIMS CONSIDERED SEPARATELY(13

The State has alleged a number of different violations of the UTPCP.A.
You are to decide whether Defendant committed each alleged violation on its own merits,
separately from the other alleged violations. Thus, if you find that Defendant committed
one of the alleged violations, you may not assume that it is more likely true that not true
that Defendant committed other violations. This is called “propensity” evidence, and itis
forbidden under Alaska law. When deciding a particular claim, however, you may
consider evidence relating to other violations to decide whether Defendant had any
specific intent, plan or motive in connection with the particular transaction under
consideration.

The following instructions identify for you the State’s specific claims in
connection with each alleged violation. To decide whether each alleged violation
occurred. you must decide two things with respect to that alleged violation. First, you
must decide if it is more likely true than not true that the facts claimed by the State
actually happened. Second, you must decide whether those facts constitute an unfair or
deceptive act under the instructions I have given you. If you find both things — that the
facts alleged by the State are more likely true than not true and that those facts constitute
an unfair or deceptive act, then you must find that Defendant committed that violation.
Conversely, if either the facts alleged by the State have not been proved, or if the facts do
not constitute an unfair or deceptive act as defined under the instructions I have given
you, then you must find that Defendant did not commit that violation.

 Source: Jury Instructions Nos. 18 & 20, State of Ala ]
! 2 k ska v. Anchorage-Nissan, Inc., CA
No. 3AN-93-7761 CI (Super. Ct., 3d Jud. Dist., 1/12/1995), approved, State of Alaska v.

Anchorage-Nissan, Inc., 941 P. 2 i i
il ne. P.2d 1229, 1221 (Alaska 1997) (modified and consolidated

-33-
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INSTRUCTION NO. 48. IDENTIFICATION OF ALLEGED UTPCPA
VIOLATIONS.®

First Alleged UTPCPA Violation

The first UTPCPA violation alleged by the State is that Defendant
committed an unfair or deceptive act or practice by engaging in the following conduct:

[Insert “who, what, where, when” identification of the alleged acts on
which the violation is based, following presentation of State’s evidence at trial, so
that verdict form can include a separate question for each alleged violation.]

Defendant denies that it committed these acts.
Second Alleged UTPCPA Violation

The second UTPCPA violation alleged by the State is that Defendant
committed an unfair or deceptive act or practice by engaging in the following conduct:

[Insert “who, what, where, when” identification of the alleged acts on
which the violation is based, following presentation of State’s evidence at trial, so
that verdict form can include a separate question for each alleged violation. ]

Defendant denies that it committed these acts.

[NOTE: add or delete identification of alleged violations as warranted by evidence
at trial]

—d. e e

* Source: Jury Instructions Nos. 21-29, Srate of Alaska v, Anchorage-Nissan, nc. CA

No. 3AN-93-7761 CI (Super. Ct., 3d Jud Dist., 1/12/19
‘ . Gt ; 5 95), approved, State o Alask
Anchorage-Nissan, Inc., 941 P.2d 1229, 1221 (Alaska 1997) (modified for lhis{ase)s 4

-34.
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INSTRUCTION NO. 49. DAMAGES DETERMINED SEPARATELY

If you find that the Plaintiff has proved any of its claims to be more likely
true than not true, the Court will determine in a separate proceeding whether the Plaintiff
is entitled to any money from the Defendant. You should not speculate about whether the
Plaintiff is entitled to any money from the Defendant. Your duty is to answer the
questions that are presented to you in the Special Verdict form, based on the evidence
that has been presented and the instructions that I have given you.
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In response to the State’s claim, the Defendant alleges that the State. was
negligent. In order to establish this claim, the Defendant must prove that it is more likely
true than not true that the State was negligent.

I will now define negligence for you. Negligence is the failure to use
reasonable care. Reasonable care is that amount of care that a reasonably prudent person
would use under similar circumstances. Negligence may consist of doing something
which a reasonably prudent person would not do, or it may consist of failing to do
something which a reasonably prudent person would do. A reasonably prudent person is
not the exceptionally cautious or skillful individual, but a person of reasonable and

ordinary carefulness.

In this case, you must decide whether the State used reasonable care under
the circumstances.

If you find that the Plaintiff was negligent, the Court will determine in a
separate proceeding what effect, if any, the Plaintiff’s negligence should have on whether
the Plaintiff is entitled to any money from the Defendant. Your duty is to answer the
questions that are presented to you in Special Verdict form, based on the evidence that
has been presented and the instructions that I have given you.

* Source: AK CPJI 7.06 (modified for Phase I to eliminate portions related to causation
and damages) and AK CPII 3.03A. See also AS § 09.17.060 (extending defense of
comparali\fe_ negligence to actions “based on fault™); 09.17.900 (defining fault to include
“acts or omissions that are in any measure negligent, reckless, or intentional toward the
person or property of the actor or others, or that subject a person to strict tort liability™);
Smn{z v. Ingersoll-Rand Co., 14 P.3d 990, 996 (Alaska 2000) (recognizing comparativé
negligence as a defense in strict product liability cases); see also, e.g. Loughridge v.
CGoo;g,:i:[;: Ti;e ;f R}zbl?ei' Co., 207 F. Supp. 2d 1187, 1192 (D. Colo. 5002) (applyiné
1ve fault principles to statutory ¢ i im); i i
Co. Realtors, 691 pA.2d ;)50, 367 (N.J. ?9907n)s(us[:§1;§).r0tecnon chiim); Gernals

1561
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INSTRUCTION NO. 52. SPECIAL VERDICT FORM

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA
THIRD JUDICIAL DISTRICT

STATE OF ALASKA,

Plaintiff,
V. Case No. 3AN-06-5630 CIV
ELI LILLY AND COMPANY,

Defendant.

SPECIAL VERDICT
We, the jury in the above-entitled case, find the following special verdict
submitted to us in the above-captioned case:

Answer “yes” or “no” to Question No. 1. If the State failed to prove that it
is more likely true than not true that Zyprexa was defective due to inadequate warnings
Jor the risk of [insert risks based on proofs at trial], you should check “No.”
Conversely, if the State proved that it is more likely true than not true that Zyprexa was
defective due to inadequate warnings for the risk of [insert risks based on proofs at
trial], you should check “Yes,” unless the Defendant proved that it is more likely true
than not true that that risk was not scientifically knowable.

(1) At any time between September 30, 1996 and September 16, 2003, was
Zyprexa defective when it left the possession of Defendant? If so, when?

_ No

___Yes. Date(s):
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Answer “yes” or “no” to Question No. 2 for each alleged UTPCPA
violation identified in “Instruction No. 48. In answering Question No. 2, you must
consider each alleged violation separately. If the State failed to prove that it is more
likely true than not true that Defendant committed an unfair or deceptive act or practice
with respect to an alleged violation, you should check “No” for that alleged vio./mion.
Conversely, if the State proved that it is more likely true than not true that Defendant
committed an unfair or deceptive act or practice with respect to an alleged violation, you
should check “Yes" for that alleged violation.

(2)  Did Defendant commit an unfair or deceptive act or practice with respect to
any of the following alleged UTPCPA violations as identified in Instruction
No. 48?

First Alleged UTPCPA Violation: Yes No
Second Alleged UTPCPA Violation: Yes No
[Insert or delete alleged violations as the evidence presented at trial

warrants.]

If your answer to Question Nos. 1 and 2 was “No,” then do not answer
Question No. 3. If you answered “Yes” to Question No. I or any part of Question No. 2,
then you must answer Question No. 3. If the Defendant failed to prove that it is more
likely true than not true that the State was negligent, you should check No.
Conversely, if the Defendant proved that it is more likely true than not true that the State
was negligent, you should check “Yes.”

(3) At any time between September 30, 1996 and September 16, 2003, was the
State negligent? If so, when? ]

. No

_. . Yes. Date(s):

DATED at Anchorage, Alaska, this ___ day of

Foreperson of the Jury

-38-
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IN THE SUPERIOR COURT FOR THE STATE OF ALASK/?
THIRD JUDICIAL DISTRICT AT ANCHORAGE

STATE OF ALASKA,
Plaintiff,

V.
Case No. 3AN-06-05630 CI
| EL Y AND COMPANY,
= S : ELI LILLY AND COMPANY’S

PROPOSED JURY INSTRUCTIONS

Defendant, AND SPECIAL VERDICT FORM

[ CLEAN COPY |
Defendant Eli Lilly and Company (“Lilly”) respectfully requests that the Court charge
the jury with the following proposed instructions and special verdict form.
DATED this 25th day of February, 2008.

PEPPER HAMILTON LLP

Nina M. Gussack, admitted pro hac vice

George A. Lehner, pro hac vice

John F. Brenner, pro hac vice

Andrew R. Rogoff, admitted pro hac vice

Eric J. Rothschild, admitted pro hac vice
and

LANE POWELL LLC

Attorneys for Defendant

<
Brewster H. Jamieson, ASBA No. 841
Andrea E. Girolamo-Welp, ASBA No. 0211044

I certify that on February 25, 2008, a copy of
the foregoing was served by hand on:

Eric T. Sanders, Esq
Feldman Orlansky & Sanders
500 L. Street, Suite 4
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TABLE OF PROPOSED INSTRUCTIONS

Subject

Source

Corresponding
Pattern
Instruction

Disputed

Empaneling The Jury

State’s Instruction No. I,
with revisions as agreed
by panics.I

CPJI1.01

No

Explanation Of Trial
Day

| State’s Instruction No. 2,
| with revisions as agreed
by parties.

CPJI 1.02

Introductory
Instruction On
Procedure

State’s Instruction No. 3,
with revisions as agreed
by parties.

CPJI 1.03

Evidence

State’s Instruction No. 4.

CPJI 1.05

Kinds Of Evidence

State’s Instruction No. 8.

CPJI 1.06

| Credibility of
Witnesses

State’s Instruction No. 9.

CPII 1.07

Credibility of Expert
Witnesses

State’s Instruction
No. 10.

CPJ1 1.08

Questions by the Court

State’s Instruction
No. 13.

CPJI 1.09

Relationship of
Exhibits to Testimony

State’s Instruction
No. 11, with revisions
as agreed by parties.

CPII 1.10

Note Taking

State’s Instruction
No. 15.

CPII 1.11

Questions by Jurors

| State’s Instruction
i No. 14, with revisions
as agreed by parties.

CPILII12

Exclusion of Evidence

State’s Instruction
No. 12.

CPII 1.13

Communications By
| Jurors With Court

State’s Instruction
No. 13.

CPII 1.14

No

' Following the meet-and-confer process, Lilly agreed to adopt certain of the State’s

prop_osed instructions, as served on by the State on February 4
Pre\'lou§1)' proposed instructions and therefore does not su
instructions, as set forth in this table.

2008, in place of its
bmit separate copies of those

002902




Subject

Source

Corresponding
Pattern
Instruction

Disputed

General Remarks

See attached.

CPJI2.01

Yes

Instructions By Court

State’s Instruction
No. 18.

CPII 2.02

No

Use of Pronouns

See attached.

CPJI2.03

Yes

Plaintiff’s Claims

See attached.

CPJI7.01

Yes

Definition of
Preponderance of the
Evidence

State’s Instruction
No. 22.

CPII 2.04

No

Resort to Chance

State’s Instruction
No. 27.

CPII1 2.07

. | Attorney’s Fees and
| Costs

State’s Instruction
No. 28.

CPJI 2.06

. | Credibility of
Witnesses

See attached.

CPJI 2.08

Status of Witnesses in
Community

See attached.

CPII 2.09

Parties Equal Before
| Law

See attached.

n/a

Credibility of Expert
Witnesses

See attached.

CPJI2.10

Questions Asked By
Court

See attached.

CPI12.12

Depositions Generally

State’s Instruction
No. 21.

CPJI 2.13

Videotape Depositions

State’s Instruction
No. 21.

CPJI 2.14

Exhibits

See attached.

CRIN201T

Stipulations; Binding
Admissions

See attached.

CPJI2.19

Questions;
Inadmissibility of
Evidence; Arguments
and Statements of
Counsel

State’s Instruction
No. 20.

CRIT229

Failure to Present
Evidence

See attached.

CPJI12.23




| No. | Subject Source Corresponding | Disputed
‘ Pattern
Instruction
!732. i Unsworn Oral See attached. CPJI 2.25 Yes
| Admission of Party
33. | Evaluation of Evidence | State’s Instruction CPJI1 2.26 No
| \ No. 19.
34. | FDA Approval Process | See attached. n/a Yes
35. | FDA Regulation of See attached. n/a Yes
| | Labels
| 36. | Post-Approval See attached. n/a Yes
| Monitoring
[B37 ‘ Definition Of “Off- See attached. n/a Yes
Label”
38. | Off-Label Use Of | See attached. n/a Yes
| | Medicines
| 39. | Dissemination Of Off- | See attached. n/a Yes
| | Label Information
‘ 40. ‘ Liability For Defect In | See attached. CPJI1 7.02 Yes
| A Product
41. | Defectiveness Defined | See attached. CPJ1 7.03 Yes
‘ 42. | Scientific See attached. CPJI 7.03A Yes
| | Unknowability
| 43. | Effect of Passage Of See attached. n/a Yes
Time On Duty To
Warn
| 44. | Consideration of FDA | See attached. n/a Yes
Approval
45. | Unfair Or Deceptive See attached. n/a Yes
Act Defined
46. | Trade or Commerce See attached. CPJI 10.02 Yes
Defined
47. | UTPCPA Claims See attached. n/a Yes
Considered Separately
48. | Identification Of See attached. n/a Yes
Alleged UTPCPA
Violations
49. | Damages Determined | See attached. n/a Y
Separately g8




Corresponding Disputed
Pattern

Instruction

‘ Source

| No. Subject

. | Comparative | See attached.

Negligence [
51. | Introduction To Special | State’s Instruction
Verdict Form | No. 32.

Special Verdict Form | See attached.
. | General Behavior; | State’s Instruction CPJI2.28
| Election of Foreperson | No. 29.
54. | Juror’s State’s Instruction CPJI12.29

Communications With | No. 30.
[ 55. | Jurors® Notes
| % i
| | No. 32, with revisions

Court
| S State’s Instruction CPJI12.30 N
Nou3ilans
as agreed by parties.

55, |t 0
|ponliasse. 1
56. “ Returning A Verdict State’s Instruction CPJ12.31
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INSTRUCTION NO. ____.

Members of the jury, you have now heard and seen all of the evidence in
the case and you have heard argument about the meaning of the evidence. We have
reached the stage of the trial where I instruct you about the law to be applied.

It is important that each of you listen carefully to the instructions. Your
duty as jurors does not end with your fair and impartial consideration of the evidence.
Your duty also includes paying careful attention to the instructions so that the law will
properly and justly be applied to the parties in this case. You will have a copy of my
instructions with you when you go in to the jury room to deliberate and to reach your
verdict. But it is still absolutely necessary for you to pay careful attention to the
instructions now. Sometimes the spoken word is clearer than the written word, and you
should not miss the chance to hear the instructions. I will give them to you as clearly as I
can in order to assist you as much as possible.

The order in which the instructions are given has no relation to their
importance. The length of instructions also has no relation to importance. Some
concepts require more explanation than others, but this does not make longer instructions
more important than shorter ones. All of the instructions are important and all should be
carefully considered. You should understand each instruction and see how it relates to
the others given.
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INSTRUCTION NO. .

In these instructions, I have tried to use correct pronouns when referring to

the parties and to use the plural form when it is appropriate. You should inte
instructions in a reasonable way. The choice of pronouns is not important. What is
important is that you follow the rules given in the instructions.

rpret the
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INSTRUCTION NO. >

In this case, the State’s claims against the Defendant are based on two

separate theories. These theories are:
(1)  that Zyprexaisa defective product; and

(2) that the Defendant violated the Alaska Unfair Trade Practices and
Consumer Protection Act.

I will instruct you separately on each of these theories and you must decide
each theory separately. In order to recover, the plaintiff must establish the elements of at
least one of these theories by a preponderance of the evidence. 1 will now explain
preponderance of the evidence to you.
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INSTRUCTION NO. :

You have heard a number of witnesses testify in this case. You must
decide how much weight to give the testimony of each witness.

In deciding whether to believe a witness and how much weight to give a
witness's testimony, you may consider anything that reasonably helps you to evaluate the
testimony. Among the things that you should consider are the following:

(1) the witness's appearance, attitude, and behavior on the stand and the
way the witness testified;
the witness's age, intelligence, and experience;
the witness's opportunity and ability to see or hear the things the
witness testified about:
the accuracy of the witness's memory:
any motive of the witness not to tell the truth;
any interest that the witness has in the outcome of the case;
any bias of the witness;
any opinion or reputation evidence about the witness's truthfulness;
any prior criminal convictions of the witness which relate to honesty
or veracity;
the consistency of the witness's testimony and whether it was
supported or contradicted by other evidence.

You should bear in mind that inconsistencies and contradictions in a
witness' testimony, or between a witness's testimony and that of others, do not necessarily
mean that you should disbelieve the witness. It is not uncommon for people to forget or
to remember things incorrectly and this may explain some inconsistencies and
contradictions. It is also not uncommon for two honest people to witness the same event
and see or hear things differently. It may be helpful when you evaluate inconsistencies
and contradictions to consider whether they relate to important or unimportant facts.

If you believe that part of a witness's testimony is false, you may also
choose to distrust other parts of that witness's testimony, but you are not required to do
s0. You may believe all, part, or none of the testimony of any witness. You need not
believe a witness even if the witness's testimony is uncontradicted. However, you should

act reflsonably in deciding whether you believe a witness and how much weight to give to
the witness's testimony.
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INSTRUCTION NO. . (Cont’d)

You are not required to accept testimony as true simply because a number
of witnesses agree with each other. You may decide that even the unanimous testimony
of witnesses is erroneous. However, you should act reasonably in deciding whether to
reject uncontradicted testimony.

When witnesses are in conflict, you need not accept the testimony of a

majority of witnesses. You may find the testimony of one witness or of a few witnesses

more persuasive than the testimony of a larger number.
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INSTRUCTION NO. .

of a witness who holds a
correct than the testimony of
luated according to the

You should not assume that the testimony
1 in the community is more likely to be

prominent positior
The testimony of all witnesses should be eva

other witnesses.
same standards.
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INSTRUCTION NO. :

You should not allow your consideration of the evidence to be influenced
by the status of the parties in this case. Both the Plaintiff and the Defendant are equal

before the law.

The fact that the Plaintiff is the State of Alaska should not affect your
decision. You should evaluate the Plaintiff’s arguments and evidence according to the
same standards that you would use to evaluate the arguments and evidence of any other

person.

Similarly, the fact that the Defendant is a corporation should not affect your
decision. You should evaluate the Defendant’s arguments and evidence according to the
same standards that you would use to evaluate the arguments and evidence of any other
person.
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INSTRUCTIONNO. __-

Several expert Witnesses testified in this case. Experts have special
training, education, skills or knowledge that may be helpful to you. In deciding whet.hcr
to believe an expert and how much weight to give expert testimony, you should consider
the same things that you would when any other witness testifies. In addition, you should
consider the following things:

(1)  the special qualifications of the expert;

(2) the expert's knowledge of the subject matter involved in the case;

(3) the source of the information considered by the expert; and

(4) the reasons given for the expert's opinion.

As with other witnesses, you must decide whether to believe an expert and
how much weight to give to expert testimony. You may believe all, part, or none of the
testimony of an expert witness. You need not believe an expert even if the testimony is
uncontradicted. However, you should act reasonably in deciding whether or not you
believe an expert witness and how much weight to give expert testimony.

You are not required to accept expert testimony as true simply because a
r of expert witnesses agree with each other. You may decide that even the

numbe
ses is erroneous. But you should act reasonably in

unanimous testimony of expert witnes
deciding whether to reject uncontradicted testimony.

When expert witnesses are in conflict, you need not accept the testimony of
a majority of the witnesses. You may find the testimony of one witness or of a few
witnesses more persuasive than the testimony of a larger number.
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INSTRUCTIONNO. ____-

During the trial T asked questions of witnesses called by the parties. You
rs to my questions were more or less correct or
o not assume that because I
hich my questions
believe and

should not assume that the answe
important than the answe
asked questions I have any opinion
relate. It is your job to evaluate the evid
what weight to give the evidence.

rs to questions asked by others. D
about the case or the matters to w
ence and to decide what witnesses L0
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INSTRUCTION NO.

During the trial, exhibits were admitted as evidence. In deciding how much
weight, if any, to give an exhibit, you should examine its contents and consider how it
relates to other evidence in the case. Keep in mind that exhibits are not necessarily better
evidence than testimony from witnesses. You will have the exhibits with you in the jury
room when you deliberate. The fact that an exhibit is available to you for your
examination does not mean that it is entitled to more weight than testimony from

witnesses.
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INSTRUCTION NO.

There is no dispute in this case as to the following facts:

[Insert stipulated facts and facts admitted in pleadings or in requests for

admission.]

No evidence is required to prove these facts because both parties accept
pt them as true in this case. However, it is up to you to
hese facts in light of the other evidence.

them as true. You must also acce
t

decide how much weight to give
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INSTRUCTION NO. 3

The evidence should be evaluated not only by its own intrinsic weight but
also according to the evidence which is in the power of one party to produce and of the
other party to contradict. If weaker and less satisfactory evidence is offered when it

er and more satisfactory evidence was w ithin the power of one party to
1ce offered should be viewed with caution.

002917




INSTRUCTION NO. 5

You have heard evidence about unsworn oral statements made by a party

ide the courtroom. Unsworn oral statements by a party can be used as evidence
inst that party. However, such statements should be viewed with caution.

In evaluating such statements, you might find it helpful to consider the
context in which the statement was made, including:

(1)  whether the statements were detailed ones;
whether they were made at a time when the party knew the facts
spoken about;
whether when the party made the statements, there was time to make
them complete;
whether the party had legal assistance in making the statements; and
whether the physical or mental condition of the party or the
circumstances in which the statement was made impaired the party's
ability to make an accurate statement.
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INSTRUCTION NO. .

The United States Food and Drug Administration, known as the FDA, is the
federal agency responsible for regulating prescription drugs. I want to give you some

oround about the nature of the FDA's role in this regard.

The FDA is charged by Congress with ensuring that drugs are safe and
effective and that product labeling is truthful and not misleading. Before the sponsor of a
new drug may begin clinical testing of the drug in humans, the sponsor must demonstrate
to the FDA that there is not an unacceptable safety risk to the participants in the clinical
studies. During the clinical testing process, the FDA oversees the sponsor’s conduct to
protect the health and safety of human test subjects, ensure that patients make fully
informed decisions about whether to take place in a clinical study, and ensure the
integrity and usefulness of the resulting data.

After the clinical trials are completed, the drug sponsor prepares and
submits an application to the FDA requesting approval of the drug and its labeling. This
application is referred to as a New Drug Application, or “NDA.” The FDA regulates the
information that must be included in the NDA. An NDA must contain proposed labeling
and all information about the drug (whether favorable or unfavorable) that is pertinent to
evaluating the application.

The new drug cannot be sold to patients until the FDA has approved the
NDA for the drug and its labeling. The FDA must refuse approval unless substantial
evidence shows that the drug is safe and effective. Substantial evidence means evidence
consisting of adequate and well-controlled investigations, including clinical
investigations, by experts qualified by scientific training and experience to evaluate the
effectiveness of the medicine involved. In addition, a drug may not be approved unless
there are adequate tests by all methods reasonably available showing that the drug is safe
lin‘rb use under the conditions prescribed. In deciding whether the drug is safe and
effective, the FDA takes into account the fact that a drug may have some risks, including
some unknown risks, and balances that fact against the beneficial uses to which the drug
may be put. =
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INSTRUCTION NO.

The FDA regulates and must approve the format and the content of
prescription drug labeling. You are instructed that Zyprexa and its labeling, including the
changes that have been made to Zy prexa’s labeling, have been approv ed by the FDA at

all times since September 30, 1996

Under FDA regulations, the label of a prescription drug must contain
several sections intended to provide information to prescribing physicians.  The
“indications and usage” and “dosage and administration™ sections of the label list the
FDA-approved uses of the drug and the recommended doses for each use. The
“contraindications” section lists situations in which the drug should not be used h\.mum.
the risk of use clearly outweighs any possible benefit of the drug. The “warnings”
section lists serious potential side effects of the drug. The “precautions’ * section provides
information regarding special care to be used by prescribing phy. sicians or patients for the
safe and effective use of the drug. And the “adverse reactions™ section lists the type and
number of adverse events reported for patients in clinical trials (whether or not caused by

the drug).

Under FDA regulations, to change labeling (except for editorial and other
minor revisions), the sponsor must submit a supplemental application fully explaining the
basis for the change. For some label changes, advance FDA approval is required, while
retroactive FDA approval is permitted for other types of label changes. In all cases,
however, the final decision whether labeling revisions are necessary is made by the FDA,
rather than by the drug manufacturer.

002920




INSTRUCTION NO. 5

After a prescription drug is approved, FDA regulations require the
manufacturer to submit reports of new information about the safety and effectiveness of
the drug. The FDA may withdraw approval of a drug if the FDA determines that the new
information indicates that the drug is not safe and effective for use under the conditions
discussed in the drug’s labeling, or it may require the manufacturer to make changes to
the drug’s labeling based on the new information.
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INSTRUCTION NO.

During this trial you heard the phrase “off-label.” [ want to give you a little
background about off-label use of prescription drugs. An off-label use is the prescription
of a drug by a doctor for a condition not indicated on the label or for a dosing regimen or
patient population not specified on the label.
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INSTRUCTION NO. s

Doctors are allowed to prescribe FDA-approved drugs for any purpose that
pproved for that use by

they deem appropriate, regardless of w hether the drug has been aj
approved drugs for off-

the FDA. In other words. it is legal for doctors to prescribe FDA-

label uses.
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INSTRUCTION NO. ’

Although doctors are allowed to prescribe FDA-approved drugs for off-
1y not market or promote drugs for off-label uses.

label uses, drug manufacturers mz

However, drug manufacturers do have a First Amendment right of free
speech to disseminate accurate information to doctors about off-label uses of drugs in a
non-promotional manner. For example, a drug manufacturer may provide a doctor with
information about an off-label use if the doctor asks for information about the off-label

usc




INSTRUCTION NO. .

Plaintiff"s first theory of liability is that plaintiff was damaged by a defect
in a product which the defendant made

Under this theory, plaintiff must establish that it is more likely true than not

(1) that the product was defective; and

that the product was defective when it left the possession of

the defendant




INSTRUCTION NO. S

I will now explain what it means for a product to be “defective.”

A prescription drug is defective if the use of the product in a manner that is
reasonably foreseeable by the defendant involves a substantial danger that would not be
readily recognized by the prescribing physician and the manufacturer fails to give
adequate warning of such danger. An adequate w arning is one that is sufficient to put the
prescribing physician on notice of the nature and the extent of the scientifically knowable

risks or dangers inherent in the use of the drug.

In determining the adequacy of the warnings, you should keep in mind that
the warnings are directed to the prescribing physician, rather than to the patient, and that
there is no duty on the part of the manufacturer to warn the State or the patient directly of
risks inherent in the drug.
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INSTRUCTION NO. >

ard to any particular danger if the

A product is not defective with reg
dant proves it is more likely true than not true that that particular danger was not

fically knowable when the product left the defendant’s pos ion.
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INSTRUCTION NO. “

The State claims that Zyprexa that was prescribed during the period
etween September 30, 1996 through September 16, 2003 was defective due to

inadequate warnings for the following risks:
(a) [insert risks based on evidence at trial].

You will be given a verdict form that will require you to determine whether

rexa was defective during this period. If you find that Zyprexa was defective due to

inadequate warning for one or more of these risks at one point between September 30,

1996 and September 16, 2003, you should not assume that the warning for that risk was

inadequate at all points during that period. It is the State’s burden to prove that it is more

likely true than not true that Zyprexa prescribed during this period was defective at each
point in time that Zyprexa was prescribed during this period.

In determining the adequacy of the warnings given by Defendant for these
risks at each point during this period, you should follow the instructions I have already
given you and should take into account how the following factors may have changed over
time with respect to each risk:

(a)  the content of Zyprexa’s labeling regarding the risk;
(b)  the extent to which physicians who prescribed Zyprexa were
already knowledgeable about the risk and on notice of the

nature and the extent of the risk; and

the extent to which the existence of the risk was scientifically
knowable.
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INSTRUCTION NO.

The FDA regulates the content of labeling for a prescription drug because
¢ FDA’s principal tool for educating healthcare professionals about the ris
the approved product to help ensure safe and effective use. As 1

ucted you, Zyprexa and its labeling, including changes to the labeling,
proved by the FDA since September 30, 1996.
1 ning the adequacy of the warnings in the Zyprexa label for the
{ [insert rl\l\\ lmwd on evidence at trial], you may take into account the fact that
i the Zyprexa labeling, including its warning.




INSTRUCTION NO.

ff"s second theory of liability is that Defendant committed unfair and
tion of the Alaska Unfair Trade Practices and Consumer Protection
to as the UTPCPA. Under Alaska law, the following acts

flen referred 2
en they are committed in the conduct of trade or

r deceptive acts wh

Representing t oods or services have sponsorship, approval,
ingredients, uses, benefits, or quantities that they do not have or that a

1 sponsorship, approval, status, affiliation, or connection that the person does

Representing that goods or services are of a particular standard,
r grade, or that goods are of a particular style or model, if they are of another;

3) Advertising goods or services with intent not to sell them as

advertised;

(4)  Engaging in any other conduct creating a likelihood of confusion or
of misunderstanding and which misleads, deceives or damages a buyer or a competitor in
connection with the sale or advertisement of goods or services; and

(5)  Using or employing deception, fraud, false pretense, false promise,
misrepresentation, or knowingly concealing, suppressing, or omitting a material fact with
intent that others rely upon the concealment, suppression, or omission in connection with
the sale or advertisement of goods or services whether or not a person has in fact been
misled, deceived or damag
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INSTRUCTION NO. £

offering for sale, selling, renting,

Trade or commerce means advertising,
roperty, or any other thing of value.

;. or distributing any services, p




INSTRUCTION NO.

The State has alleged a number of different violations of the UTPCPA.
You are to decide whether Defendant committed each alleged violation on its own merits,
separately from the other alleged violations. Thus, if you find that Defendant committed
one of the alleged violations. you may not assume that it is more lll\d\ true that not true
that Defendant committed other violations. This is called “propensity” evidence, and it is
forbidden under Alaska law. When deciding a particular claim, however, you may
consider evidence relating to other violations to decide whether Defendant had any
specific intent, plan or motive in connection with the particular transaction under

consideration

The following instructions identify for you the State’s specific claims in
connection with each alleged violation. To decide whether each alleged violation
occurred, you must decide two things with respect to that alleged violation. First, you
must decide if it is more likely true than not true that the facts claimed by the State
actually he 1ppuml Second, you must decide whether those facts constitute an unfair or
deceptive act under the instructions I have given you. If you find both things — that the

:d by the State are more likely true than not true and that those facts constitute
an unfair or deceptive act, then you must find that Defendant committed that violation.
Conversely, if either the facts alleged by the State have not been proved, or if the facts do
not constitute an unfair or deceptive act as defined under the instructions [ have given
you, then you must find that Defendant did not commit that violation.
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INSTRUCTION NO. .
First Alleged UTPCPA Violation

The first UTPCPA violation alleged by the State is that Defendant

committed an unfair or deceptive act or practice by engaging in the following conduct:

[Insert “who, what, where, W hen” identification of the alleged acts on
which the violation is based, following presentation of State’s evidence at trial, so
that verdict form can include a separate question for each alleged violation.]

Defendant denies that it committed these acts.
Second Alleged UTPCPA Violation

The second UTPCPA violation alleged by the State is that Defendant
committed an unfair or deceptive act or practice by engaging in the following conduct:

[Insert “who, what, where, when” identification of the alleged acts on
which the violation is based, following presentation of State’s evidence at trial, so

that verdict form can include a separate question for each alleged violation. ]

Defendant denies that it committed these acts.

[NOTE: add or delete identification of alleged violations as warranted by evidence
at trial]




INSTRUCTIONNO. __.

If you find that the Plaintiff has proved any of its claims to be more likely
true than not true, the Court will determine in a separate proceeding whether the Plaintiff
is entitled to any money from the Defendant. You should not speculate about whether the
Plaintiff is entitled to any money from the Defendant. Your duty is to answer the
questions that are presented to you in the Special Verdict form, based on the evidence
that has been presented and the instructions that I have given you.




INSTRUCTION NO.

In response to the State’s claim, the Defendant alleges that the State was
nt. In order to establish this kl.um the Defendant must prove that it is more likely

true than not true that the State was ne gligent

I will now define negligence for you. Negligence is the failure to use
Reasonable care is that umuum of care that a reasonably prudent person

reasonable care
Negligence may consist of doing something

would use under similar circumstances
which a reasonably prudent person \\nuld not do, or it may consist of failing to do
g ‘\md a reasonably prudent person would do. A reasonably prudent person is
ptionally cautious or skillful individual, but a person of reasonable and

ordinary carefulness

In this case, you must decide whether the State used reasonable care under

the circumstances

If you find that the Plaintiff was negligent, the Court will determine in a
separate proceeding what effect, if any, the Plaintiff's negligence should have on whether
the Plaintiff is entitled to any money from the Defendant. Your duty is to answer the
questions that are presented to you in Special Verdict form, based on the evidence that
has been presented and the instructions that I have given you.




IN THE SUPERIOR COURT FOR THE STATE OF ALASKA
THIRD JUDICIAL DISTRICT

STATE OF ALASKA,

Plaintiff,
v | Case No. 3AN-06-5630 CIV
ELI LILLY AND COMPANY,

Defendant.

SPECIAL VERDICT
We, the jury in the above-entitled case, find the following special verdict
submitted to us in the above-captioned case:

Answer “yes” or “no" to Question No. 1. If the State failed to prove that it

is more likely true than not true that Zyprexa was defective due to inadequate warnings

the risk of [insert risks based on proofs at trial], you should check “No."

Conversely, if the State proved that it is more likely true than not true that Zyprexa was

defective due to inadequate warnings for the risk of [insert risks based on proofs at

trial], you should check “Yes,” unless the Defendant proved that it is more likely true
than not true that that risk was not scientifically knowable

(1) At any time between September 30, 1996 and September 16, 2003, was
Zyprexa defective when it left the possession of Defendant? If so, when?

__No

‘es. Date(s): PN
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no" to Ouestion No. 2 for each alleged UTPCPA
In answering Question No. 2, you must

If the State failed to prove that it is more

tion No. 48
violation separately 3
Defendant committed an unfair or deceptive act or praclice
violation. vou should check “No” for that alleged violation

e proved that it is more likely true than not true that Defendant
deceptive act or practice with respect to an alleged violation, you

leged viol

Did Defendant commit an unfair or deceptive act or practice with respect to
any of the following alleged UTPCPA violations as identified in Instruction
No. 48

First Alleged UTPCPA Violation: ___Yes No
Second Alleged UTPCPA Violation: ~oYesad No
[Insert or delete alleged violations as the evidence presented at trial
warrants.]

If your answer to Question Nos. | and 2 was “No," then do not answer

Question No. 3. If you answered “Yes" to Question No. 1 or any part of Question No. 2,
you must answer Question No. 3. If the Defendant failed to prove that it is more
likely true than not true that the State was negligent, you should check “No."
Conversely, if the Defendant proved that it is more likely true than not true that the State

was negligent, you should check “Yes

(3)  Atany time between September 30, 1996 and September 16, 2003, was the

State negligent? If so, when?
,‘\-()

Yes. Date(s):

DATED at Anchorage, Alaska, this ___dayof . 2008.

Foreperson of the Jury
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IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRICT AT ANCHORAGE

STATE OF ALASKA,
Plaintiff,
VS.
ELI LILLY AND COMPANY, (6%
Case No. 3AN-06-5630°CI¥

Defendant.

STATE OF ALASKA’S JURY INSTRUCTIONS
In accordance with the pretrial order, the State of Alaska submits its proposed jury
instructions organized as follows: Behind the first tab are agreed-upon instructions.
Behind the second tab are the State’s proposed instructions to which Lilly has objected.
Each instruction is provided twice: a numbered copy with citations at the bottom,

followed by a blank copy.

/
DATED this Z-5 day of February, 2008.

FELDMAN ORLANSKY & SANDERS
Counsel for Plaintiff’

BY_ 57;1,——-—

Eric T. Sanders
AK Bar No. 7510085

FELDMAN ORLANSKY
& SANDERS
500 L STREET
FOURTH FLOOR
ANCHORAGE, AK
99501 2 Sy Case Ni I 5
TEL: 907.272.3538 State of Alaska v. Eli Lilly and Company ase No. 3AN-06-5630 CI
FAX: 907.274.0819 ; Page 1 of 2

State of Alaska’s Jury Instructions
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GARRETSON & STEELE
Matthew L. Garretson HENDERSON & ALLEN, LLP

Joseph W. Steele T. Scott Allen Jr. '
David C. Biggs 2777 Allen Parkway, 7" Floor
5664 South Green Street Houston, Texas 77019-2133
Salt Lake City, UT 84123 (713) 650-6600
(801) 266-0999

FIBICH HAMPTON & LEEBRON
RICHARDSON, PATRICK, Kenneth T. Fibich
WESTBROOK & BRICKMAN, LLC 1401 McKinney, Suite 1800
H. Blair Hahn Houston, Texas 77010
Christiaan A. Marcum (713) 751-0025
David Suggs
P.O. Box 1007
Mt. Pleasant, SC 29465 Counsel for Plaintiff
(843) 727-6500

Certificate of Service
I hereby certify that a true and correct copy of
State of Alaska’s Jury Instructions was served by messenger on:

Brewster H. Jamieson

Lane Powell LLC

301 West Northern Lights Boulevard, Suite 301
Anchorage, Alaska 99503-2648

Barry Boise, via email (boiseb@pepperlaw.com)

Pepper Hamilton
By ZLQQ%,%g(fuhqu

Date 7y

FELDMAN ORLANSKY
& SANDERS
500 L STREET
FOURTH FLOOR

ANCHORAGE, AK 3 ska’ .
e State of Alaska’s Jury Instructions

TEL: 907.272.3538 State of Alaska v. Eli Lilly and Company Case No. 3AN-06-5630 I
FAX: 907.274.0819 Page 2 of 2
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*

State’s Instruction _/_

You have been chosen as a juror in this case. Before you take the juror’s oath, I.must
impress upon you the seriousness and importance of being a member of a jury. Tnal‘ by
jury is a fundamental right in Alaska. Each case is to be decided by citizens who are fairly
selected, who act without bias, and who render a fair verdict based upon the evidence

presented at trial.

You took one oath before you were questioned about your qualifications to be a juror.
Now you will take a second oath. By this oath you swear or affirm that you will decide
the case on the evidence presented and according to the law as explained by me.

When you take the oath you accept serious and important obligations. The jury system
depends on the honesty and the integrity of each individual juror. By this oath, you affirm
that the answers you have given concerning your qualifications to sit on this jury were
complete and correct. You affirm that you are truly impartial in this case. You affirm that
you have told the parties and me everything we should know about your ability to sit as a
juror in this case.

If you believe you should not take this oath or that there is something else that the parties
or I should know, please raise your hand. You can give your information to me and to the

parties privately.

I will now administer the oath.

Alaska Civil Pattern Jury Instruction No. 1.01 (eliminating reference to alternates)
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Instruction

You have been chosen as a juror in this case. Before you take the juror’s oath, I
must impress upon you the seriousness and importance of being a membgr of a
jury. Trial by jury is a fundamental right in Alaska. Each case is to be decided py
citizens who are fairly selected, who act without bias, and who render a fair verdict
based upon the evidence presented at trial.

You took one oath before you were questioned about your qualifications to be a
juror. Now you will take a second oath. By this oath you swear or affirm that you
will decide the case on the evidence presented and according to the law as
explained by me.

When you take the oath you accept serious and important obligations. The jury
system depends on the honesty and the integrity of each individual juror. By this
oath, you affirm that the answers you have given concerning your qualifications to
sit on this jury were complete and correct. You affirm that you are truly impartial
in this case. You affirm that you have told the parties and me everything we should
know about your ability to sit as a juror in this case.

If you believe you should not take this oath or that there is something else that the
parties or I should know, please raise your hand. You can give your information to

me and to the parties privately.

I will now administer the oath.
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State’s Instruction 2

First, some housekeeping matters. Our trial day will start at 8:3Q a.m. You must be in
the jury room every morning by . We cannot begin until you are all here.

is the in-court deputy and will escort you from the jury room when the
trial is in session.

The trial will continue until 1:30 p.m. each day. We will not take a break for lunch, but
we will have recesses, and you may bring snacks with you that you may e'at whgn you are
in the jury room. After the case is submitted to you for deliberation, if you are
deliberating at lunch time, arrangements will be made to provide lunch for you.

During the recesses that we take during the trial day, you will retire to the jury room
together. Coffee and restrooms are available in the jury room. When we recess at the
end of the trial day, you will not be required to remain together. This is not a sequestered
jury. However, you must obey the following instructions during each and every recess of
the court:

First, do not discuss the case either among yourselves or with anyone else until the end of
the trial. Do not read newspaper articles about the case or watch or listen to television or
radio news stories about this case until the trial is over. Do not read about this case or
any matters related to this case on the internet.

In fairness to the parties to this lawsuit, you must keep an open mind throughout the trial.
You must not reach your conclusion until final deliberations which will be after all the
evidence is in, after you have heard the attorneys’ closing arguments, and after my
instructions to you on the law. During deliberations, you should reach your conclusion
only after an exchange of views with the other members of the jury.

Second, do not permit anyone to discuss the case in your presence. If anyone tries to do
s0, you should tell him or her to stop. If they persist, report that fact to the in-court
deputy as soon as you are able. You should not, however, discuss with your fellow jurors

either the fact that someone tried to talk to you about this case or any other fact that you
feel necessary to bring to the attention of the court.

Third, although it is a normal human tendency to talk with people with whom one is

thrown in contact, during the time
the courtroom, with any of the
only do not talk to them about
time of day. Parties and attorne
parties be assured of the absol
jurors,

you serve on this jury, please do not talk, in or out of
parties, their attorneys, or any witness. By this I mean not
the case, but do not talk to them at all, even to pass the
ys have been instructed likewise. In no other way can all
ute impartiality they are entitled to expect from you as
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State’s Instruction & (cont.)

Fourth, do not conduct any investigations on your own or do any research concerning this
case outside of the courtroom, either in the library or on the internet or any other place.
Do not visit any locations where any of the events of the case have occurred. You must
decide this case based only on the evidence presented here in court.

Alaska Civil Pattern Jury Instruction No. 1

paragraph, 10 reflect local practice) {02 (with modifications to the first and third

002943




Instruction

First, some housekeeping matters. Our trial day will start at 8:30 a.m. You must
be in the jury room every morning by We cannot begin until you are
all here.

is the in-court deputy and will escort you from the jury room when
the trial is in session.

The trial will continue until 1:30 p.m. each day. We will not take a break for
Junch. but we will have recesses, and you may bring snacks with you that you may
eat when you are in the jury room. After the case is submitted to you for
deliberation, if you are deliberating at lunch time, arrangements will be made (o
provide lunch for you.

During the recesses that we take during the trial day, you will retire to the jury
room together. Coffee and restrooms are available in the jury room. When we
recess at the end of the trial day, you will not be required to remain together. This
is not a sequestered jury. However, you must obey the following instructions

during each and every recess of the court:

First, do not discuss the case either among yourselves or with anyone else until the
end of the trial. Do not read newspaper articles about the case or watch or listen to
television or radio news stories about this case until the trial is over. Do not read
about this case or any matters related to this case on the internet.

In fairness to the parties to this lawsuit, you must keep an open mind throughout
the trial. You must not reach your conclusion until final deliberations which will
be after all the evidence is in, after you have heard the attorneys’ closing
arguments, and after my instructions to you on the law. During deliberations, you

should reach your conclusion only after an exchange of views with the other
members of the jury.

Second, do not permit anyone to discuss the case in your presence. If anyone tries
Fo do s0, you should tell him or her to stop. If they persist, report that fact to the
in-court deputy as soon as you are able. You should not, however, discuss with
your fellow jurors either the fact that someone tried to talk to you about this case or
any other fact that you feel necessary to bring to the attention of the court.
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Instruction (cont.)

Third, although it is a normal human tendency to talk with people with whom one
is thrown in contact, during the time you serve on this jury, please do not talk, in
or out of the courtroom, with any of the parties, their attorneys, or any witness.
By this I mean not only do not talk to them about the case, but do not talk to them
at all, even to pass the time of day. Parties and attorneys have been instructed
likewise. In no other way can all parties be assured of the absolute impartiality
they are entitled to expect from you as jurors.

Fourth, do not conduct any investigations on your own or do any research
concerning this case outside of the courtroom, either in the library or on the
internet or any other place. Do not visit any locations where any of the events of
the case have occurred. You must decide this case based only on the evidence
presented here in court.




L4
State’s Tnstruction 3

Now that you have taken your oath, you are ready to Serve as jurors. To assist you in
your task, I am going to explain how a trial is conducted.

There are five parts to a trial. The first part will be opening statements. Each party will
make an opening statement outlining its case. What is said in opening statements 15 not
evidence. The purpose of opening statements is to provide you with a preview of the
evidence which the party intends to present.

The second part of the trial is the longest part of the trial because it is the presentation of
evidence by each party. Most of the evidence will be either testimony by witnesses OF
exhibits.

The third part of the trial will be closing arguments. During closing arguments, the parties
will tell you what they believe the evidence has proved and urge you fo draw certain
conclusions from the evidence. What is said in closing arguments is not evidence.

In the fourth part of the trial, I will instruct you about the law which you must apply to
reach your decision.

The fifth part of the trial will be jury deliberations. This is the time when you meet
together to discuss the evidence, to decide what the facts are, to apply the law, and to
make the decisions required to arrive at a verdict.

Alaska Civil Pattern Jury Instruction No. 1.03 (with reference to alternate jurors deleted)
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Instruction

Now that you have taken your oath, you are ready to serve as jurors. To assist you
in your task, I am going to explain how a trial is conducted.

There are five parts to a trial. The first part will be opening statements. Each
party will make an opening statement outlining its case. What is said in opening
statements is not evidence. The purpose of opening statements is t0 provide you
with a preview of the evidence which the party intends to present.

The second part of the trial is the longest part of the trial because it is the
presentation of evidence by each party. Most of the evidence will be either
testimony by witnesses or exhibits.

The third part of the trial will be closing arguments. During closing arguments, the
parties will tell you what they believe the evidence has proved and urge you to
draw certain conclusions from the evidence. What is said in closing arguments is
not evidence.

In the fourth part of the trial, I will instruct you about the law which you must
apply to reach your decision.

The fifth part of the trial will be jury deliberations. This is the time when you
meet together to discuss the evidence, to decide what the facts are, to apply the
law, and to make the decisions required to arrive at a verdict.
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State’s Instruction i
We are almost ready for the first part of the trial, the attorneys’ opening statements.
Before you hear from the attorneys, I will give you a very brief introduction to the case
and to the parties’ claims. 1 do not mean (o give any indication whatsoever about how

you should decide the case. My goal is only to give you some orientation that will save
the lawyers some time and perhaps help you in listening to the lawyers.
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Instruction

We are almost ready for the first part of the trial, the attorneys’ opening
statements.

Before you hear from the attorneys, I will give you a very brief introduction to the
case and to the parties’ claims. I do not mean to give any indication whatsoever
about how you should decide the case. My goal is only to give you some
orientation that will save the lawyers some time and perhaps help you in listening
to the lawyers.




State’s Instruction 7_

You have now heard the opening statements. We will next proceed to the se‘cond part o]f
the trial. This is your opportunity to see and hear the evidence upon which you wil

decide the case.

Each side will have an opportunity to present evidence. In our system, the plaintiff is
entitled to present its evidence first. Then the defendant presents its evidence. Then each
party may have an additional opportunity to present rebuttal evidence.

Some of the evidence may be sworn testimony by witnesses. This testimony may be
presented in person, telephonically, by videotape, or read to you from a sworn statement.
You must evaluate all sworn testimony regardless of how it is presented.

Each side will have an opportunity to question each witness twice. This process is why
we call our system an adversarial system. We begin with direct examination, followed by
cross-examination, then re-direct and re-cross. The party who calls the witness will start
the questioning.

Some of the evidence may be exhibits such as documents, pictures, or objects. The
exhibits will be identified for you by number or by letter.

There is one other kind of evidence that may be presented during the trial. The parties
may agree that certain facts are true. This is called a stipulation. You must accept as true
any facts that are read to you in a stipulation. There are also certain facts that the law
requires you to accept as true. This is called judicial notice. The court will clearly
identify stipulations and any facts of which the court takes judicial notice.

I have told you about the sources of evidence. I will now tell you what is not evidence.
Nothing the attorneys say is evidence and nothing the court says is evidence. If there are
any exceptions to this during the trial, I will clearly identify them for you. Remember
you must decide this case based only on the evidence presented here in court.

Alaska Civil Pattern Jury Instruction No,

1.05 (modified to eliminate refer
Judicial notice and presumption; sentences ad s

ded with respect to stipulations)




Instruction

You have now heard the opening statements. We will next pro;eed to the secqnd
part of the trial. This is your opportunity to see and hear the evidence upon which
you will decide the case.

Each side will have an opportunity to present evidence. In our system, the Plainuff
is entitled to present its evidence first. Then the defendant presents its ‘evxdence.
Then each party may have an additional opportunity to present rebuttal evidence.

Some of the evidence may be sworn testimony by witnesses. This testimony may
be presented in person, telephonically, by videotape, or read to you from a sworn
statement. You must evaluate all sworn testimony regardless of how it is
presented.

Each side will have an opportunity to question each witness twice. This process is
why we call our system an adversarial system. We begin with direct examination,
followed by cross-examination, then re-direct and re-cross. The party who calls
the witness will start the questioning.

Some of the evidence may be exhibits such as documents, pictures, or objects.
The exhibits will be identified for you by number or by letter.

There is one other kind of evidence that may be presented during the trial. The
parties may agree that certain facts are true. This is called a stipulation. You must
accept as true any facts that are read to you in a stipulation. There are also certain
facts that the law requires you to accept as true. This is called judicial notice. The

court will clearly identify stipulations and any facts of which the court takes
judicial notice.

I have told you about the sources of evidence. I will now tell you what is not
CV}anCC. Nothing the attorneys say is evidence and nothing the court says is
evidence. If there are any exceptions to this during the trial, I will clearly identify

them for you. Remember you must decide this case based only on the evidence
presented here in court.
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State’s Instruction _Z

I have just described the ways that evidence may be presented. Regardless of the way }1[ is
presented, evidence is either direct or circumstantial. Direct evidence, if you accept it as
true, proves a fact. Circumstantial evidence, if you accept it as true, proves a fact from
which you may infer that another fact is also true.

Let me give you an example. Let us pretend that as a juror you are asked to decide the
following question: Did snow fall during a particular night? Direct evidence would be a
witness testifying that the witness awoke during that night, went to the window, and saw
the snow falling. From this evidence you could conclude that snow fell during the night.

Circumstantial evidence would be a witness testifying that the ground was bare when the
witness went to sleep at 10:00 p.m., but the next morning when the witness awoke and
looked out the window, the witness saw that the ground was covered with snow. From
this evidence you could also conclude that snow fell during the night.

Facts may be proved by either direct or circumstantial evidence. The law accepts each as
a reasonable method of proof.

Alaska Civil Pattern Jury Instruction No. 1.06




Instruction

I have just described the ways that evidence may be presented. Regardless of the
way it is presented, evidence is either direct or circumstantial. Direct evidence, if
you accept it as true, proves a fact. Circumstantial evidence, if you accept it as
true, proves a fact from which you may infer that another fact is also true.

Let me give you an example. Let us pretend that as a juror you are asked to decide
the following question: Did snow fall during a particular night? Direct evidence
would be a witness testifying that the witness awoke during that night, went to the
window, and saw the snow falling. From this evidence you could conclude that
snow fell during the night.

Circumstantial evidence would be a witness testifying that the ground was bare
when the witness went to sleep at 10:00 p.m., but the next morning when the
witness awoke and looked out the window, the witness saw that the ground was
covered with snow. From this evidence you could also conclude that snow fell
during the night.

Facts may be proved by either direct or circumstantial evidence. The law accepts
each as a reasonable method of proof.
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State’s Instruction _9_

: : ¢
i i i 7ou, as jurors, are the sole judges O
Every person who testifies under oath is a witness. You, as j

the credibility of the witnesses.

i i ive a witness’
In deciding whether to believe a witness and how much weight fo gl\l/; ctl [i;non
testimony, you may consider anything that reasonably helps you to evaluate the tes y.
Among the things that you should consider are the following:

(1)  the witness’ appearance, attitude, and behavior on the stand and the way the
witness testifies;

the witness’ age, intelligence, and experience;

the witness’ opportunity and ability to see or hear the things the witness
testifies about;

the accuracy of the witness’ memory;

any motive of the witness not to tell the truth;

any interest that the witness has in the outcome of the case;

any bias of the witness;

any opinion or reputation evidence about the witness’ truthfulness;

any prior criminal convictions of the witness which relate to honesty
veracity; and

(10) the consistency of the witness’ testimony and whether it is supported or
contradicted by other evidence.

You should bear in mind that inconsistencies and contrad
or between a witness’ testimony and that of others,
should disbelieve the witness. It is not uncommon for people to forget or remember
things incorrectly and this may explain some inconsistencies and contradictions. It is not
uncommon for two honest people to witness the same event and see or hear things
differently. It may be helpful when you evaluate inconsistencies and contradictions to
consider whether they relate to important or unimportant facts.

ictions in a witness’ testimony,
do not necessarily mean that you
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State’s Instruction i (cont.)

If you believe that part of a witness’ testimony is false, you may choose to distrust other
parts also, but you are not required to do so. You may believe all, part, or none of the
testimony of any witness. You need not believe a witness even if the witness’ testimony is
uncontradicted. However, you should act reasonably in deciding whether you believe a

witness and how much weight to give to the witness” testimony.

Alaska Civil Pattern Jury Instruction No. 1.07
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Instruction ____

: ; d e
Every person who testifies under oath is a Witness. You, as jurors, are the so

judges of the credibility of the witnesses.
In deciding whether to believe 2 witness and how much weight to give 2 witness
testimony, you may consider anything that reasonably helps you to evaluate the

testimony. Among the things that you should consider are the following:

(1)  the witness’ appearance, attitude, and behavior on the stand and the
way the witness testifies;

the witness’ age, intelligence, and experience;

the witness’ opportunity and ability to see or hear the things
witness testifies about;

the accuracy of the witness’ memory;
5) any motive of the witness not to tell the truth;
(6) any interest that the witness has in the outcome of the case;
(7 any bias of the witness;
(8) any opinion or reputation evidence about the witness’ truthfulness;

(9)  any prior criminal convictions of the witness which relate to honesty
or veracity; and

(10) the consistency of the witness’ testimony and whether it is supported
or contradicted by other evidence.

You should bear in mind that inconsistencies and contradictions in a witness’
testimony, or between a witness’ testimony and that of others, do not necessarily

mean that you should disbelieve the witness. It is not uncommon for people to
forget or remember things incorrectly and this may explain some inconsistencies
and contradictions. It is not uncommon for two honest people to witness the same
event and see or hear things differently. It may be helpful when you evaluate

inconsistencies and contradictions to consider whether they relate to important or
unimportant facts.
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Instruction (cont.)

If you believe that part of 2 witness’ testimony is false, you may choose to distrust
other parts also, but you are not required to do so. You may believe all, part, or
none of the testimony of any witness. You need not believe a witness even if the
witness’ testimony is uncontradicted. However, you should act reasonably in
deciding whether you believe a witness and how much weight to give to the

witness’ testimony.
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State’s Instruction /&
Expert witnesses will testify in this case. Experts have special tra@ng, education, skills or
knowledge that may be helpful to you. In deciding whether to believe an expert and how

much weight to give expert testimony, you should consider the same things that you
would when any other witness testifies. In addition, you should consider the following

things:

the special qualifications of the expert;

the expert’s knowledge of the subject matter involved in the case;

the source of the information considered by the expert; and

the reasons given for the expert’s opinion.
As with other witnesses, you must decide whether or not to believe an expert and how
much weight to give to expert testimony. You may believe all, part, or none of the
testimony of an expert witness. You need not believe an expert even if the testimony is

uncontradicted. However, you should act reasonably in deciding whether you believe an
expert witness and how much weight to give expert testimony.

Alaska Civil Pattern Jury Instruction No. 1,08
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Instruction

Expert witnesses will testify in this case. Experts have special training, edu.calion.
skills or knowledge that may be helpful to you. In deciding whether to believe an
expert and how much weight to give expert testimony, you should consider the
same things that you would when any other witness testifies. In addition, you
should consider the following things:

the special qualifications of the expert;

the expert’s knowledge of the subject matter involved in the case;

the source of the information considered by the expert; and
the reasons given for the expert’s opinion.

As with other witnesses, you must decide whether or not to believe an expert and
how much weight to give to expert testimony. You may believe all, part, or none
of the testimony of an expert witness. You need not believe an expert even if the
testimony is uncontradicted. However, you should act reasonably in deciding
whether you believe an expert witness and how much weight to give expert
testimony.

Instructions




&
State’s Instruction ZZ

You will have exhibits, such as documents, pictures, Or objects, to consider as evidence.
In deciding how much to rely on an exhibit in reaching a verdict, you should examine its
contents and consider how it relates to other evidence in the case. Keep in mind that

exhibits are not necessarily

better evidence than testimony from witnesses.

Alaska Civil Pattern Jury Instruction No. 1,10




Instruction

You will have exhibits, such as documents, pictures, or objects, to consider as
evidence. In deciding how much to rely on an exhibit in reaching a verdict, you
should examine its contents and consider how it relates to other evidence in the
case. Keep in mind that exhibits are not necessarily better evidence than
testimony from witnesses.
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State’s Instruction /.2

The law prevents some types of information from being presented as evidence in a court
of law. This helps you focus on important and reliable evidence by excluding irrelevant,
improper, or unreliable information.

An attorney has a duty to object when the other side offers evidence that the attorney
believes is not admissible. You should not be influenced by the fact that objections are
made to certain questions or to certain evidence. You should also not be influenced by the
number of objections that are made.

When an objection is made the court will decide whether the evidence should be excluded.
The court may “overrule” an objection and permit the evidence to be considered. That
does not indicate any opinion of the court as to the weight or effect of that evidence. The
decision will be based only on whether the law permits you to consider such evidence.

If the court sustains an objection, you must disregard the question and any answer
entirely. You may not draw any inference from the question, or speculate what the-
witness would have said if permitted to finish answering the question.

I may direct that certain evidence be stricken from the record and instruct you to disregard
that evidence. If that happens you must not consider any evidence which the court has
instructed you to disregard. Your verdict must be based solely on legally admissible
evidence.

My rulings on these matters will be determined by the law and are not based on my views
as to the merits of the case, the evidence, the witnesses, or the attorneys.

Alaska Civil Pattern Jury Instruction No. 1.13
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Instruction

The law prevents some types of information from being presented as evidence in
a court of law. This helps you focus on important and reliable evidence by
excluding irrelevant, improper, or unreliable information.

An attorney has a duty to object when the other side offers evidence that the
attorney believes is not admissible. You should not be influenced by the fact that
objections are made to certain questions or to certain evidence. You should also
not be influenced by the number of objections that are made.

When an objection is made the court will decide whether the evidence should be
excluded. The court may “overrule” an objection and permit the evidence to be
considered. That does not indicate any opinion of the court as to the weight or
effect of that evidence. The decision will be based only on whether the law
permits you to consider such evidence.

If the court sustains an objection, you must disregard the question and any answer
entirely. You may not draw any inference from the question, or speculate what the
witness would have said if permitted to finish answering the question.

I may direct that certain evidence be stricken from the record and instruct you to
disregard that evidence. If that happens you must not consider any evidence which
the court has instructed you to disregard. Your verdict must be based solely on
legally admissible evidence.

My rulings on these matters will be determined by the law and are not based on my
views as to the merits of the case, the evidence, the witnesses, or the attorneys.
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State’s Instruction 15

During the trial, I may ask questions of witnesses called by the parties. My questions aré

not more or less important than the questions that are asked by attorneys in the case. You
1d other answers in the case.

should consider the answers to my questions just as you wou
Do not assume that because I ask questions I have any opinion about the case Or the

matters to which my questions relate.

Nothing I do or say during the trial is intended to indicate what I think the facts are or that
I believe or disbelieve any witness. If anything I do or say seems t0 indicate that to you,
you are to disregard it and form your own opinion.

It is the jury’s job, not the judge’s, to evaluate the evidence and to decide what evidence
to believe and what weight to give the evidence.

Alaska Civil Pattern Jury Instruction No. 1.09
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Instruction ___

During the trial, I may ask questions of witnesses called by the parties. My
questions are not more or less important than the questions that are asked by
attorneys in the case. You should consider the answers to my questions just as
you would other answers in the case. Do not assume that because I ask
questions I have any opinion about the case or the matters to which my questions
relate.

Nothing I do or say during the trial is intended to indicate what I think the facts are
or that I believe or disbelieve any witness. If anything I do or say seems to
indicate that to you, you are to disregard it and form your own opinion.

It is the jury’s job, not the judge’s, to evaluate the evidence and to decide what
evidence to believe and what weight to give the evidence.
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State’s Instruction ﬂ

After a witness has testified, you may propose questions to the witness, but you are not

required to do so. The purpose of allowing you to submit questions is to help you
understand the evidence. You should not become aligned with any party or attempt Ato
help or respond to any party with your questions. You must remain neutral and impartial
throughout this trial, and you must not assume the role of investigator or advocate.

Please write down any questions you want to ask. Add your [Jury Member Number], and
pass the questions to me. I will review them and show them to the parties. I may ask
your questions or I may allow the parties to ask them.

You must decide independently whether to ask any questions. Do not discuss questions
with anyone else including other members of the jury.

I will only allow questions that comply with the rules of evidence. Do not hold it against
either party if 1 decide not to ask your questions. The decision whether to ask questions is
for the court, and not the parties.

You should consider answers to juror questions the same way that you consider answers

to questions posed by the parties. You should not give an answer to a juror question
special weight or consideration.

Alaska Civil Pattern Jury Instruction No. 1.12
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Instruction ____

After a witness has testified, you may propose questions to the witness, but you
are not required to do so. The purpose of allowing you to submit questions is to
help you understand the evidence. You should not become aligned with any
party or attempt to help or respond to any party with your questions. You must
remain neutral and impartial throughout this trial, and you must not assume the
role of investigator or advocate.

Please write down any questions you want to ask. Add your [Jury Member
Number], and pass the questions to me. I will review them and show them to
the parties. I may ask your questions or I may allow the parties to ask them.

You must decide independently whether to ask any questions. Do not discuss
questions with anyone else including other members of the jury.

1 will only allow questions that comply with the rules of evidence. Do not hold
it against either party if I decide not to ask your questions. The decision whether
to ask questions is for the court, and not the parties.

You should consider answers to juror questions the same way that you consider
answers to questions posed by the parties. You should not give an answer to a
juror question special weight or consideration.
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State’s Instruction _/:)/

You may take notes during the trial, but you are not required to do so. If you decide to
take notes, do not let your note taking distract you from hearing and seeing all the

evidence.

Your notes are to be used only by you (o refresh your own recollection during
deliberations. Do not read your notes aloud or show them to other jurors. During
deliberations, the recollection of a juror who took notes is not necessarily more accurate
than the recollection of another juror who did not take notes.

During each recess, you must leave your pads and pencils on your chairs. Your notes aré

kept confidential by being locked up overnight and placed on your chairs each morning.
After you have completed your deliberations, your notes will be collected and shredded.

Alaska Civil Pattern Jury Instruction No. 1,11
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Instruction

You may take notes during the trial, but you are not required to do so. If you
decide to take notes, do not let your note taking distract you from hearing and
seeing all the evidence.

Your notes are to be used only by you to refresh your own recollection during
deliberations. Do not read your notes aloud or show them o other jurors. During
deliberations, the recollection of a juror who took notes is not necessarily more
accurate than the recollection of another juror who did not take notes.

During each recess, you must leave your pads and pencils on your chairs. Your
notes are kept confidential by being locked up overnight and placed on your chairs
each morning. After you have completed your deliberations, your notes will be
collected and shredded.
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State’s Instruction &

If at any time during the trial you cannot see or hear a witness or an attorney, please raise
your hand and I will correct the situation. If you have another problem that you would
like to bring to my attention, or if you feel ill or need to go to the restroom, please give a
note to the in-court clerk, who will deliver it to me.

I want you to be comfortable as you carry out your important duties. So do not hesitate
inform me of any problem that you may have.

Alaska Civil Pattern Jury Instruction No. 1.14
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Instruction ___

If at any time during the trial you cannot se¢ Or hear a witness or an attorney,
please raise your hand and I will correct the situation. If you have another problem
that you would like to bring to my attention, or if you feel ill or need to go to the
restroom, please give a note to the in-court clerk, who will deliver it to me.

I want you to be comfortable as you carry out your important duties. So do not
hesitate to inform me of any problem that you may have.

Instructions




State’s Instruction /&

the case because of the instructions that I am
now giving you. What I am telling you in these instructions is the law that applies to
all parties appearing before the court. Nothing that I say or do should lead you to think
that I favor or disfavor any party. I try to be fair and impartial, just as you are
required to be. But if anything that I have said or done during the trial or in these
instructions has caused you to believe that I favor or disfavor any party, I now instruct
you that it is your duty to disregard my actions. You must decide the case without
favoritism or prejudice on the basis of the evidence and the law as it is explained to

Do not assume that I have any views about

you.

Alaska Civil Pattern Jury Instruction No. 2.02
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Instruction

Do not assume that I have any views about the case because of the instructions
that I am now giving you. What I am telling you in these instructions is the law
that applies to all parties appearing before the court. Nothing that I say or do
should lead you to think that I favor or disfayor any party. I try to be fair and
impartial, just as you are required to be. But if anything that I have said or done
during the trial or in these instructions has caused you to believe that I favor or
disfavor any party, I now instruct you that it is your duty to disregard my
actions. You must decide the case without favoritism or prejudice on the basis of

the evidence and the law as it is explained to you.

Instructions




State’s Instruction /9

The weight to be given the evidence is for you to determine. You must examine the
evidence carefully and decide how to evaluate it in light of the law that I have given
you in these instructions.

In your deliberations, you must not be governed by mere sentiment, unsupported
conjecture, sympathy, passion, prejudice, public opinion, or public feeling. You
should consider the evidence in light of your own common sense and observations and
experiences in everyday life. But you may not consider other sources of information
not presented to you in this court.

Alaska Civil Pattern Jury Instruction No. 2.26
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Instruction
The weight to be given the evidence is for you to determine. You must examine
the evidence carefully and decide how to evaluate it in light of the law that I

have given you in these instructions.

In your deliberations, you must not be governed by mere sentiment, unsupported
conjecture, sympathy, passion, prejudice, public opinion, or public feeling. You
should consider the evidence in light of your own common sense and
observations and experiences in everyday life. But you may not consider other
sources of information not presented to you in this court.
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State’s Instruction .70

You are reminded that the law prohibits some types of information from being
presented as evidence in a court of law. This helps you to focus on qnportant and
reliable evidence by excluding irrelevant, improper, or unreliable information.

An attorney has a duty to object when the other side offers evidence that the attorney
believes is not admissible. You should not be influenced by the fact that objections were
made to certain questions or to certain evidence. You should also not be influenced by the
number of objections that were made.

You should also draw no conclusions about the case from my rulings on the objections.
These rulings were determined by the law and were not based on my views as to the
merits of the case, the evidence, the witnesses, or the attorneys.

If I sustained an objection, you must disregard the question and any answer entirely. You
may not draw any inference from the question, or speculate what the witness would have
said if permitted to finish answering the question.

During your deliberations, you must not consider any evidence that I instructed you to
disregard.

Remember that the questions asked by attorneys are not evidence. Only the answers to

questions are evidence. You may consider questions only to help you understand the
answers.

After the evidence was presented, you heard closing arguments. During closing
arguments, the parties told you what they believe the evidence has proved and urged
you to draw certain conclusions about the evidence. Remember that what was said in
closing arguments is not evidence.

Alaska Civil Pattern Jury Instruction No, 2.22
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Instruction

You are reminded that the law prohibits some types of information from being
presented as evidence in a court of law. This helps you to focus on important
and reliable evidence by excluding irrelevant, improper, or unreliable
information.

An attorney has a duty to object when the other side offers evidence that the
attorney believes is not admissible. You should not be influenced by the fact that
objections were made to certain questions or to certain evidence. You should also
not be influenced by the number of objections that were made.

You should also draw no conclusions about the case from my rulings on the
objections. These rulings were determined by the law and were not based on my
views as to the merits of the case, the evidence, the witnesses, or the attorneys.

If I sustained an objection, you must disregard the question and any answer
entirely. You may not draw any inference from the question, or speculate what the
witness would have said if permitted to finish answering the question.

During your deliberations, you must not consider any evidence that I instructed you
to disregard.

Remember that the questions asked by attorneys are not evidence. Only the

answers to questions are evidence. You may consider questions only to help you
understand the answers.

After the evidence was presented, you heard closing arguments. During closing
arguments, the parties told you what they believe the evidence has proved and
urged you to draw certain conclusions about the evidence. Remember that what
was said in closing arguments is not evidence,
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State’s Instruction 9/
The testimony of some witnesses was read to you from depositions. The deposition
testimony of some other witnesses was shown to you on videotape.

When a deposition is taken, the witness takes an oath that is identical in purpose to the
oath given to the witnesses who testify before you here in the courtroom. All parties are
given an opportunity to ask questions of a witness during a deposition.

The law does not distinguish between deposition testimony and live testimony. Both
are valid forms of testimony. Deposition testimony should be weighed by you as you
would any other testimony.

However, with regard to deposition testimony that was read to you, you may consider
that you have not seen and heard the witness testify. It is for you to decide whether this
is significant.

Alaska Civil Pattern Jury Instruction No. 2.13 and 2.14 (combined)
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Instruction

The testimony of some witnesses was read to you from depositions. The

deposition testimony of some other witnesses was shown to you on videotape.

When a deposition is taken, the witness takes an oath that is identical in purpose
to the oath given to the witnesses who testify before you here in the courtroom.
All parties are given an opportunity to ask questions of a witness during a
deposition.

The law does not distinguish between deposition testimony and live testimony.
Both are valid forms of testimony. Deposition testimony should be weighed by
you as you would any other testimony.

However, with regard to deposition testimony that was read to you, you may
consider that you have not seen and heard the witness testify. It is for you to
decide whether this is significant.

002979
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State’s Instruction 22

Some of the instructions that follow ask you to decide whether something is more likely
true than not true. Something is more likely true than not true if you believe that the
chance that it is true is even the slightest bit greater than the chance that it is not true.
In more familiar language, something is more likely true than not true if you believe
that there is a greater than 50 percent chance that it is true. Fifty-one percent
probability is enough; no more is required for you to decide that something is more
likely true than not true.

If you believe that the chance that something is true is 50/50 or less, you must decide
that it is not true.

Alaska Civil Pattern Jury Instruction No. 2.04

002980

ed-To
Instructions




Instruction

Some of the instructions that follow ask you to decide whether something is
more likely true than not true. Something is more likely true than not true if you
believe that the chance that it is true is even the slightest bit greater than the
chance that it is not true. In more familiar language, something is more likely
true than not true if you believe that there is a greater than 50 percent chance
that it is true. Fifty-one percent probability is enough; no more is required for
you to decide that something is more likely true than not true.

If you believe that the chance that something is true is 50/50 or less, you must
decide that it is not true.
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State’s Instruction ;2 7

You must not determine any issue in this case by flipping a coin, drawing straws, or
other resort to chance. Each of you should use your independent judgment in deciding
how to answer the questions. Ten of you must agree on an answer before entering it on

the verdict form.

Alaska Civil Pattern Jury Instruction No. 2.07

issue) (edited, because damages are not an
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Instruction

You must not determine any issue in this case by flipping a coin, drawing straws,
or other resort to chance. Each of you should use your independent judgment in
deciding how to answer the questions. Ten of you must agree on an answer before
entering it on the verdict form.
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State’s Instruction 28

The court will decide whether any party should be reimbursed for some or all of the
expenses of this lawsuit, including attorney fees. You should not discuss this subject
during your deliberations because it has no bearing on any issue that you will decide.

Alaska Civil Pattern Jury Instruction No, 2.06

Instructions




Instruction

The court will decide whether any party should be reimbursed for some or all of
the expenses of this lawsuit, including attorney fees.  You should not discuss
this subject during your deliberations because it has no bearing on any issue that
you will decide.




State’s Instruction é?

You are still bound by your oath as a juror to render a verdict according to the lfiw and
the evidence. During deliberations, you must conscientiously consider and weigh the
evidence, apply the law, and work to reach a verdict.

You will take my instructions, the exhibits, and the verdict form with you to the jury
room. When you get to the jury room, you should elect one juror to be your
foreperson. That person will preside over the deliberations and speak for you in court.

You will then discuss the case with your fellow jurors. Each of you must decide the
case for yourself, but only after you have fully considered the evidence, discussed it
with the other jurors, and listened to their views. It is rarely productive for a juror,
upon entering the jury room, to make an emphatic expression of his or her opinion on
the case or to insist upon a certain verdict. When that happens, that juror may hesitate
to change his or her announced position even if shown that it is incorrect.

Do not be afraid to change your opinion if the discussion persuades you that you
should.  But do not change an honest belief about the evidence simply to reach a
verdict.

You are to deliberate from 8:30 a.m. until 4:30 p.m. each day, except Saturday and
Sunday. You may decide among yourselves when to take your lunch break. The bailiff

will arrange for lunch and will make phone calls to your families if necessary to let
them know your schedule.

You are never to reveal to any person -- not even to the bailiff or to the judge -- how

the jury stands, numerically or otherwise, on the questions before you, until authorized
by the judge in open court.

An?/ Juror who believes there has been a violation of my instructions concerning
deliberations must send a note reporting this to me as soon as possible.

Alaska Civil Pattern Jury Instruction No, 2.28
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Instruction

You are still bound by your oath as a juror to render a verdict according to the law
and the evidence. During deliberations, you must conscientiously consider and
weigh the evidence, apply the law, and work to reach a verdict.

You will take my instructions, the exhibits, and the verdict form with you to the
jury room. When you get to the jury room, you should elect one juror to be
your foreperson. That person will preside over the deliberations and speak for
you in court.

You will then discuss the case with your fellow jurors. Each of you must decide
the case for yourself, but only after you have fully considered the evidence,
discussed it with the other jurors, and listened to their views. It is rarely
productive for a juror, upon entering the jury room, to make an emphatic
expression of his or her opinion on the case or to insist upon a certain verdict.
When that happens, that juror may hesitate to change his or her announced
position even if shown that it is incorrect.

Do not be afraid to change your opinion if the discussion persuades you that you
should. But do not change an honest belief about the evidence simply to reach a
verdict.

You are to deliberate from 8:30 a.m. until 4:30 p-m. each day, except Saturday
and Sunday. You may decide among yourselves when to take your lunch break.
The bailiff will arrange for lunch and will make phone calls to your families if
necessary to let them know your schedule.

You are never to reveal to any person -- not even to the bailiff or to the judge —
how l}?e Jury stands, numerically or otherwise, on the questions before you, until
authorized by the judge in open court.

Any juror who believes there has been a violation

) ‘ of my instructions concernin
deliberations must send a note reporting this to me a i

S soon as possible.
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State’s Instruction .30

If it becomes necessary during your deliberations to communicate with me, you may
give the bailiff a note. The note should be signed by your foreperson or by one or more
members of the jury and should contain the date and time of the communication. No
member of the jury should ever communicate with me by any means other than a signed
note.

Judges sometimes receive written questions from jurors during their deliberations.
Although I cannot always answer those questions, if you desire to ask a question, you may
write the question on a piece of paper and hand it to the bailiff. A delay will occur prior
to a response to your question, since I must first convene the attorneys for consideration
of the question.

The law prohibits the bailiff from answering questions about the case or providing you
with any books or materials. The bailiff is forbidden to communicate with any juror
about the substance of the case.

If you would like to re-hear the testimony of a witness, you may send me a note, and I

will decide whether you should hear the testimony again. No new evidence will be
presented.

Alaska Civil Pattern Jury Instruction No. 2.29
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Instruction

If it becomes necessary during your deliberations to communicate with me, you
may give the bailiff a note. The note should be signed by your foreperson or by
one or more members of the jury and should contain the date and time of the
communication. No member of the jury should ever communicate with me by
any means other than a signed note.

Judges sometimes receive written questions from jurors during their deliberations.
Although I cannot always answer those questions, if you desire to ask a question,
you may write the question on a piece of paper and hand it to the bailiff. A delay
will occur prior to a response to your question, since I must first convene the
attorneys for consideration of the question.

The law prohibits the bailiff from answering questions about the case or
providing you with any books or materials. The bailiff is forbidden to
communicate with any juror about the substance of the case.

If you would like to re-hear the testimony of a witness, you may send me a note,
and I will decide whether you should hear the testimony again. No new
evidence will be presented.

Objected-To
Instructions




State’s Instruction i/

During deliberations, you may have any notes that you took during trial. You may use
your notes only to refresh your own recollection. Do not read your notes aloud or show
them to other jurors. The recollection of a juror who took notes is not necessarily more
accurate than the recollection of another juror who did not take notes.

When the case is over, your notes will be collected and destroyed.

Alaska Civil Pattern Jury Instruction No. 2.30
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Instructions




Instruction

During deliberations, you may have any notes that you took during trial. You may
use your notes only to refresh your own recollection. Do not read your notes aloud
or show them to other jurors. The recollection of a juror who took notes is not
necessarily more accurate than the recollection of another juror who did not take
notes.

When the case is over, your notes will be collected and destroyed.

Objected-To
Instructions




State’s Instruction 3: 7

When I finish instructing you, I will give you a form called a Verdict Form. The verdict
form has a list of questions you must answer. Read the verdict form very carefully. Each
question is followed by specific instructions telling you what you must do next.

At least ten of you must agree to the answer to each question on the verdict form. But
the same ten people need not agree on each answer. When at least ten of you reach
agreement on each question that you are required to answer, your foreperson should
date and sign the verdict form.

If you agree on a verdict before ___ p.m., your foreperson should advise the bailiff by a
written note that you have reached a verdict. The bailiff will advise the court, and the
court will contact the parties and counsel. As soon as everyone returns to the
courtroom, the jury will present the verdict in open court. After the verdict is
presented, members of the jury will be excused.

If you do not agree on a verdict before p.m., but you agree later tonight, your
foreperson should date and sign the verdict form and place it, together with the
instructions and the exhibits, in the envelope I am giving you. The foreperson will seal the
envelope and [keep possession of the sealed envelope] [give the sealed envelope to the
bailiff]. [Exhibits that do not fit in the envelope may be kept (insert appropriate place).] If
you use this method of sealing your verdict, you mast return to the jury room tomorrow
morning by a.m. You must not speak with anyone concerning the case and the
verdict until the verdict is opened in court in your presence.

If you do not agree on a verdict before p.m., you may return to your homes. You
must not talk about the case or your deliberations outside of the jury room. Before you go
home, the foreperson of the jury should [take the unsigned verdict form, these instructions
and lhe.cxhibits, place them in the envelope I am giving you, seal the envelope and [keep
possession of the envelope] [give the sealed envelope to bailiff]] [lock the jury room so
that the exhibits, instructions, and unsigned verdict form will remain undisturbed]. If you

have not agreed on a verdict, you must return to the jury room tomorrow morning by
a.m. to continue deliberations.

Alaska Civil Pattern Jury Instruction No. 2.31

(with nonsubstantiv ificati
paragraph) tive modifications to first
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Instruction

When I finish instructing you, I will give you a form called a Verdict Form. The
verdict form has a list of questions you must answer. Read the verdict form very
carefully. Each question is followed by specific instructions telling you what you
must do next.

At least ten of you must agree to the answer to each question on the verdict
form. But the same ten people need not agree on each answer. When at least
ten of you reach agreement on each question that you are required to answer,
your foreperson should date and sign the verdict form.

If you agree on a verdict before __ p.m., your foreperson should advise the
bailiff by a written note that you have reached a verdict. The bailiff will advise
the court, and the court will contact the parties and counsel. As soon as everyone
returns to the courtroom, the jury will present the verdict in open court. After
the verdict is presented, members of the jury will be excused.

If you do not agree on a verdict before p.m., but you agree later tonight,
your foreperson should date and sign the verdict form and place it, together with
the instructions and the exhibits, in the envelope I am giving you. The foreperson
will seal the envelope and [keep possession of the sealed envelope] [give the sealed
envelope to the bailiff]. [Exhibits that do not fit in the envelope may be kept (insert
appropriate place).] If you use this method of sealing your verdict, you must return
to the jury room tomorrow morning by a.m. You must not speak with
anyone concerning the case and the verdict until the verdict is opened in court in
your presence.

If you do not agree on a verdict before p.m., you may return to your
homes. You must not talk about the case or your deliberations outside of the jury
room. Before you go home, the foreperson of the Jury should [take the unsigned
vc':rfiict form, these instructions and the exhibits, place them in the envelope I am
giving you, seal the envelope and [keep possession of the envelope] [give the
sealed epvelope to bailiff]] [lock the jury room so that the exhibits, instructions
and unsigned verdict form will remain undisturbed]. If you have not agreed on 2;

verdict, you must return to the

: jury room tomorrow morning by a.m. to
continue deliberations.

Objected-To
Instructions




State’s Instruction _i

At a trial, the person or organization that brings a lawsuit is c'alled the pla“mtlff. Ths
person or organization against whom the claims are brought is called the defen-da,xyn..
The plaintiff and the defendant together are sometimes referred to as “the parties” in

the lawsuit.

In this case, the plaintiff is the State of Alaska, which you will sometimes hear referred
to simply as “the State.”

The defendant is Eli Lilly and Company, which you will sometimes hear referred to
simply as “Lilly.”

I will give you a very brief introduction to the disagreement between the parties that
underlies this lawsuit. The facts that I describe to you here are not disputed by the
parties, and you must accept them as true, even if you do not hear evidence during the
trial about these facts.

Eli Lilly manufactures and markets a drug called Zyprexa. As with all prescription
drugs sold in this country, the federal Food and Drug Administration, or FDA,
required Lilly to submit information about Zyprexa, and the FDA then approved the
marketing of Zyprexa for the treatment of certain conditions, specifically schizophrenia
and bipolar disorder.

Under the law in this country, physicians may prescribe drugs for the FDA-approved
purposes, but they may also, in the exercise of their judgment, prescribe drugs for
other purposes, when the physician believes the drug will be effective and safe for that
purpose. These are called “off-label” uses.

The State participates in a Medicaid program. Under this program, the State pays for
health care treatment for eligible citizens of this State. The rules are complex, and you
will hear about some of the rules during the course of this trial. For purposes of this
introduction, it is enough that you understand that the State pays for medications that
are prescribed to Medicaid participants. The State also pays for doctor visits and other
health care treatments for Medicaid participants.

This Iawsuiy focuses on the years between 1999 and October 2007. During that time
the State paid for many prescriptions for Zyprexa. Some of these prescriptions were to

treat t{w FDA-approved conditions, schizophrenia and bipolar disorder. Some of the
prescriptions were for off-label uses.

Some peopl.e who take Zyprexa develop new diseases,
hyperglycemla, and dislipidemia. When Medicaid patients using
new diseases, the State paid for the treatment of those diseases.

including diabetes,
Zyprexa developed




State’s Instruction i(cont.)

Some people who do not take Zyprexa also develop conditions such as diabetes,
hyperglycemia, and dislipidemia. One of the issues you will be asked to decide during
the trial is whether Zyprexa caused or made these diseases worse in some patients.




Instruction

At a trial, the person or organization that brings a Iaw§uit is called th:
“plaintiff.” The person or organization against whom the claims are brougm is
called the “defendant.” The plaintiff and the defendant together are sometimes
referred to as “the parties” in the lawsuit.

In this case, the plaintiff is the State of Alaska, which you will sometimes hear
referred to simply as “the State.”

The defendant is Eli Lilly and Company, which you will sometimes hear
referred to simply as “Lilly.”

I will give you a very brief introduction to the disagreement between the parties
that underlies this lawsuit. The facts that I describe to you here are not disputed
by the parties, and you must accept them as true, even if you do not hear
evidence during the trial about these facts.

Eli Lilly manufactures and markets a drug called Zyprexa. As with all
prescription drugs sold in this country, the federal Food and Drug
Administration, or FDA, required Lilly to submit information about Zyprexa,
and the FDA then approved the marketing of Zyprexa for the treatment of
certain conditions, specifically schizophrenia and bipolar disorder.

Under the law in this country, physicians may prescribe drugs for the FDA-
approved purposes, but they may also, in the exercise of their judgment,
prescribe drugs for other purposes, when the physician believes the drug will be
effective and safe for that purpose. These are called “off-label” uses.

The State participates in a Medicaid program. Under this program, the State
pays for health care treatment for eligible citizens of this State. The rules are
complex, and you will hear about some of the rules during the course of this
trial. For purposes of this introduction, it is enough that you understand that the
State pays for medications that are prescribed to Medicaid participants. The

Stat? also pays for doctor visits and other health care treatments for Medicaid
participants.

This lawsuit focuses on the years between 1999 and October 2007. During that
time, the State paid for many prescriptions for Zyprexa. Some of these

prescripti_ons were to treat the FDA-approved conditions, schizophrenia and
bipolar disorder. Some of the prescriptions were for off-label uses.
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Instruction __ (cont.)

Some people who take Zyprexa develop new diseases, including diabetes,
hyperglycemia, and dislipidemia. ~ When Medicaid patients using Zyprexa

developed new diseases, the State paid for the treatment of those diseases.

Some people who do not take Zyprexa also develop conditions such as diabetes,
hyperglycemia, and dislipidemia. One of the issues you will be asked to decide
during the trial is whether Zyprexa caused or made these diseases worse in some

patients.




State’s Instruction ‘b_

Now I will introduce the parties’ claims to you. These are simple summaries.of
complex claims, provided purely to help you listen to the evidence. When I‘descnbe
the claims, I am not telling you facts that you must accept. As to these claims, you
must listen to the evidence and decide the questions I ask you at the end of the trial
based solely on the evidence that you hear.

In this trial, you will be asked to decide if the defendant marketed Zyprexa without
adequate warnings and whether, in promoting Zyprexa, Lilly violated the Alaska Unfair
Trade Practices and Consumer Protection Act. You will not be asked to decide
whether Lilly must pay any compensation to the State, or, if so, how much. Those
matters will be addressed later, and you are not to concern yourselves with those
questions in any way. You must answer the questions that I direct you to answer at the
end of the trial based on the evidence presented, and not speculate or be influenced in
any way about what might happen later based on your answers.

The State claims that, when prescribed and used for FDA-approved purposes, Zyprexa
causes serious side-effects in many patients, including in particular diabetes,
hyperglycemia, and dislipidemia. The State contends that Lilly knew that Zyprexa
contributes to causing these serious side-effects, but that Lilly failed to disclose the
risks adequately to the FDA, physicians, or to the State.

The State also claims that Lilly actively promoted Zyprexa for a variety of off-label
uses, although, the State claims, Lilly knew it had no evidence that Zyprexa was

effective to treat these off-label conditions.

Thc State claims that Lilly’s promotions of Zyprexa concealed important facts and
included misrepresentations and false statements.

Lilly denies that it acted wrongfully in any way.




Instruction

Now I will introduce the parties’ claims to you. These are simple summaries of
complex claims, provided purely to help you listen to the evidence. When I
describe the claims, I am not telling you facts that you must accept. As to these
claims, you must listen to the evidence and decide the questions I ask you at the
end of the trial based solely on the evidence that you hear.

In this trial, you will be asked to decide if the defendant marketed Zyprexa
without adequate warnings and whether, in promoting Zyprexa, Lilly violated
the Alaska Unfair Trade Practices and Consumer Protection Act. You will not
be asked to decide whether Lilly must pay any compensation to the State, or, if
so, how much. Those matters will be addressed later, and you are not to
concern yourselves with those questions in any way. You must answer the
questions that I direct you to answer at the end of the trial based on the evidence
presented, and not speculate or be influenced in any way about what might
happen later based on your answers.

The State claims that, when prescribed and used for FDA-approved purposes,
Zyprexa causes serious side-effects in many patients, including in particular
diabetes, hyperglycemia, and dislipidemia. The State contends that Lilly knew
that Zyprexa contributes to causing these serious side-effects, but that Lilly failed
to disclose the risks adequately to the FDA, physicians, or to the State.

The State also claims that Lilly actively promoted Zyprexa for a variety of off-
label uses, although, the State claims, Lilly knew it had no evidence that
Zyprexa was effective to treat these off-label conditions.

The State claims that Lilly’s promotions of Zyprexa concealed important facts
and included misrepresentations and false statements.

Lilly denies that it acted wrongfully in any way.




State’s Instruction |/

Members of the jury, you have now heard and seen all of the evidence in the case and
you have heard argument about the meaning of the evidence. We have reached the
stage of the trial where I instruct you about the law to be applied.

It is important that each of you listen carefully to the instructions. Your duty as jurors
does not end with your fair and impartial consideration of the evidence. Your duty also
includes paying careful attention to the instructions so that the law will properly and
justly be applied to the parties in this case. You will have a copy of my instructions
with you when you go in to the jury room to deliberate and to reach your verdict. But
it is still absolutely necessary for you to pay careful attention to the instructions now.
Sometimes the spoken word is clearer than the written word, and you should not miss
the chance to hear the instructions. I will give them to you as clearly as I can in order
to assist you as much as possible.

I gave you some instructions at the start of the trial, too. I will not repeat them now,
but you will have a copy of them when you deliberate.

The order in which the instructions are given has no relation to their importance. The
length of instructions also has no relation to importance. Some concepts require more
explanation than others, but this does not make longer instructions more important than
shorter ones. ~All of the instructions are important and all should be carefully
considered. You should understand each instruction and see how it relates to the others
given.

Alaska Civil Pattern Jury Instruction No. 2.01 (with additional third paragraph)
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Instruction

Members of the jury, you have now heard and seen all of the evidence in the
case and you have heard argument about the meaning of the evidence. We have
reached the stage of the trial where I instruct you about the law to be applied.

It is important that each of you listen carefully to the instructions. Your duty as
jurors does not end with your fair and impartial consideration of the evidence.
Your duty also includes paying careful attention to the instructions so that the
law will properly and justly be applied to the parties in this case. You will have
a copy of my instructions with you when you go in to the jury room to deliberate
and to reach your verdict. But it is still absolutely necessary for you to pay
careful attention to the instructions now. Sometimes the spoken word is clearer
than the written word, and you should not miss the chance to hear the
instructions. I will give them to you as clearly as I can in order to assist you as
much as possible.

I gave you some instructions at the start of the trial, too. I will not repeat them
now, but you will have a copy of them when you deliberate.

The order in which the instructions are given has no relation to their importance.
The length of instructions also has no relation to importance. Some concepts
require more explanation than others, but this does not make longer instructions
more important than shorter ones. All of the instructions are important and all
should be carefully considered. You should understand each instruction and see
how it relates to the others given.




State’s Instruction 3

The State claims that Lilly failed to warn of certain risks of injury to people who used
Zyprexa in a reasonably foreseeable manner for FDA-approved uses.

In order to find that Lilly failed to provide the warnings that it was required to provide,
you must find that the State has proved that each of the following is more likely true

than not true:

(1) Zyprexa posed a risk of injury to people who used the drug in a reasonably
foreseeable way; and

(2)  Lilly marketed Zyprexa without adequate warnings of this risk.

A warning is adequate if it
(1) clearly indicates the scope of the risk or danger posed by the product;

(2)  reasonably communicates the extent or seriousness of harm that could result
from the risk or danger; and

(3)  is conveyed in such a manner as to alert the reasonably prudent person.

With a prescription drug marketed to physicians, warnings are sufficient if they put a
rf:asonablc physician on notice of the nature and extent of any scientifically knowable
risks or dangers inherent in the use of the drug,

Shanks v. Upjohn Co., 835 P.2d 1189, 1199-1200 (Alaska 1992)




Instruction

The State claims that Lilly failed to warn of certain risks of injury to people who
used Zyprexa in a reasonably foreseeable manner for FDA-approved uses.

In order to find that Lilly failed to provide the warnings that it was required to
provide, you must find that the State has proved that each of the following is

more likely true than not true:

(1) Zyprexa posed a risk of injury to people who used the drug in a
reasonably  foreseeable way; and

(2)  Lilly marketed Zyprexa without adequate warnings of this risk.

A warning is adequate if it
(1) clearly indicates the scope of the risk or danger posed by the product;

(2)  reasonably communicates the extent or seriousness of harm that could
result from the risk or danger; and

(3)  is conveyed in such a manner as to alert the reasonably prudent person.

With a prescription drug marketed to physicians, warnings are sufficient if they
put a rcasopable physician on notice of the nature and extent of any scientifically
knowable risks or dangers inherent in the use of the drug.




State’s Instruction -2 Y

The State also claims that Lilly’s actions in marketing Zyprexa violated the Alaska
Unfair Trade Practices and Consumer Protection Act in one or more ways.

In order to find that Lilly violated the Unfair Trade Practices and Consumer Protection
Act, you must find that the State has proved that each of the following is more likely
true than not true:

Lilly is engaged in trade or commerce; and
Lilly committed an unfair or deceptive act or practice in the conduct of trade or

commerce.

There is no dispute that Lilly is engaged in trade or commerce.

Kenai Chrysler Center Inc. v. Deniso
a9 7 Center, Inc. . n, 167 P.3d 1240, 125
O’Neill Investigations, Inc., 609 P.2d 520, 534 (Alaska 19805) s

007); State v,
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Instruction

The State also claims that Lilly’s actions in marketing Zyprexa violated the
Alaska Unfair Trade Practices and Consumer Protection Act in one or more

ways.

In order to find that Lilly violated the Unfair Trade Practices and Consumer
Protection Act, you must find that the State has proved that each of the following
is more likely true than not true:

(1) Lilly is engaged in trade or commerce: and

(2)  Lilly committed an unfair or deceptive act or practice in the conduct of
trade or commerce.

There is no dispute that Lilly is engaged in trade or commerce.




State’s Instruction 25

An act or practice is deceptive if it has the capacity or tendency to deceive. Actual
injury as a result of the deception is not required. Intent to deceive need not be proved.

All that is required is a showing that the acts and practices were capable of being
interpreted in a misleading way.

Kenai Chrysier Center, Inc. v, Denj
enai Chy » nc. v. Denison, 167 p.
i g TN 67 P.3d 1240, 1255 (Alaska 2007); State v,

P.2d 520, 53435 (Alaska 1980).
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Instruction

e if it has the capacity or tendency to deceive.

An act or practice is deceptiv
Intent to deceive need

Actual injury as a result of the deception is not required.
not be proved. All that is required is a showing that the acts and practices were
capable of being interpreted in a misleading way.
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A defendant commits an unfair or deceptive act or practice if it does any O

following:

()

(b)

State’s Instruction (o
f the

represents that goods have characteristics, uses, or benefits that the goods
do not have;

represents that goods are of a particular standard, quality, or grade, if
they are of another;

engages in conduct in connection with the sale or advertising of goods that
creates a likelihood of confusion or misunderstanding and that misleads,
deceives, or damages a buyer;

uses or employs deception, fraud, false pretense, false promise or
misrepresentation in connection with the sale or advertising of goods,
whether or not a person has in fact been misled, deceived, or damaged;

knowingly conceals, suppresses or omits a material fact with in connection
with the sale or advertising of goods, with the intent that others rely upon
the concealment, suppression, or omission, whether or not a person has in
fact been misled, deceived, or damaged;

markets a drug with a label that is false or misleading in any manner.

AS 45.50.471(a), (b)), (6), (11), (12), (48); AS 17.20.090, .300.




Instruction
A defendant commits an unfair of deceptive act Of practice if it does any of the
following:

(a) represents that goods have characteristics, uses. Of benefits that the

goods do not have;

represents that goods are of a particular standard, quality, OF grade,
if they are of another;

engages in conduct in connection with the sale or advertising of
goods that creates a likelihood of confusion Or misunderstanding
and that misleads, deceives, or damages a buyer;

uses or employs deception, fraud, false pretense, false promise Of
misrepresentation in connection with the sale or advertising of
goods, whether or not a person has in fact been misled, deceived,
or damaged;

knowingly conceals, suppresses Or omits a material fact with in
connection with the sale or advertising of goods, with the intent
that others rely upon the concealment, suppression, Of omission,
whether or not a person has in fact been misled, deceived, or
damaged;

markets a drug with a Jabel that is false or misleading in any
manner.
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IN THE SUPERIOR COURT FOR THE STATE OF ALASKA
THIRD JUDICIAL DISTRICT AT ANCHORAGE
STATE OF ALASKA,
Plaintiff,
V. Case No. 3AN-06-05630 CI
: : , DEFENDANT’S OBJECTIONS
e P TO PLAINTIFE’S PROPOSED

JURY INSTRUCTIONS
Defendant. AND SPECIAL VERDICT FORM

Defendant Eli Lilly and Company (“Lilly”) respectfully submits the following
objections to the State’s proposed jury instructions and special verdict form.

Objection to State’s Proposed Instruction Nos. 5 and 6.

These two instructions are intended to give the jury a general summary and

overview of the case and the parties’ respective claims. Lilly objects to these instructions as
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written on the ground that they are drafted in a way that is not evenhanded. Lilly also objects
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to the last three paragraphs of the State’s proposed Instruction No. 5 on the ground that those

LANE

paragraphs incorrectly describe the time period at issue and include statements related to

causation that are not at issue in Phase I. In place of the State’s proposed Instruction Nos. 5

3

and 6, Lilly requests that the Court instruct the jury with a single instruction, as follows:

At a trial, the person or organization that brings a lawsuit is called the
“plaintiff.” The person or organization against whom the claims are
brought is called the “defendant.” The plaintiff and the defendant
together are sometimes referred to as “the parties™ in the lawsuit.

In this case, the plaintiff is the State of Alaska, which you will sometimes
hear referred to simply as “the State.”

The defendant is Eli Lilly and Company, which you will sometimes hear
referred to simply as “Lilly.”
I wi'll give you a very brief introduction to the disagreement between the
parties that underlies this lawsuit. The facts that I am going to describe to
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you now are not disputed by the parties, and you must accept them as
true. even if you do not hear evidence during the trial about these facts.

Eli Lilly manufactures and markets a prescription drug called Zyprexa.
As \\‘il}; all prescription drugs sold in this country, [he_federal Ifood and
Drue Administration, or FDA, required Lilly to submit information about
Z)'p;exa, and the FDA then approved the marketing of Zyprexa for the
treatment of certain mental health conditions.

Under the law in this country, physicians may prescribe drugs for the
FDA-approved purposes, but they may also, in the exercise of their
judgment, prescribe drugs for other purposes, when the physician believes
the drug will be effective and safe for those purposes. These are called
“off-label” uses.

The State participates in a Medicaid program. Under this program, the
State pays for health care treatment for eligible citizens of this State. The
rules are complex, and you will hear about some of the rules during the
course of this trial. For purposes of this introduction, it is enough that you
understand that the State pays for medications, doctor visits and other
health care treatments for Medicaid participants.

Facsimile 907.276.2631

Now I will briefly describe the parties’ claims to you. I am only giving
you simple summaries of complex claims, purely to help you listen to the
evidence. When I describe these claims to you, I am not telling you facts
that you must accept. As to these claims, you must listen to the evidence
and decide the questions that you will be asked at the end of the trial
based solely on the evidence you hear.
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Telephone 907.277.9511

The State claims that when Zyprexa is prescribed and used for FDA-
approved purposes, it causes serious side-effects in many patients,
including diabetes, hyperglycemia and dislipidemia. The State contends
that Lilly knew that Zyprexa contributed to causing those side effects, but

that Lilly failed to disclose those risks adequately to the FDA or to
physicians.

Lilly contends that Zyprexa is a safe and effective drug that continues to
be Awidely prescribed by physicians to help patients who suffer from
serious and debilitating mental illnesses. Lilly contends that diabetes
hyperglycemia and dislipidemia are common conditions that are cause(i
by many factors and that there is no reliable scientific evidence that

Defendant’s Objections to Plaintiff’s Proposed

Jury Instructions and Special Verdict Form

State of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 CIn Page 2 of 8
age 2 o
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Zyprexa causes these conditions. Lilly contends that it adequately
described the risks associated with this medicine.

The State also claims that Lilly promoted Zyprexa for a variety of off-
label uses even though, the State claims, Lilly had no evidence that
Zyprexa was effective to treat those off-label conditions. The State
claims that Lilly’s promotion of Zyprexa concealed important facts and
included misrepresentations and false statements.

Lilly contends that it promoted Zyprexa only for FDA-approved uses fjor
which Zyprexa is proven to be effective. Lilly contends that its
promotion of Zyprexa was truthful and provided useful information to
physicians who treat patients with serious mental illnesses.

The attorneys for each party will give you more information about their
claims in their opening statements. We are now ready for the attorneys’
opening statements.

Objection to State’s Proposed Instruction No. 17.

This is the first of the State’s general closing instructions and is based on Alaska
Civil Pattern Jury Instruction 2.01. Lilly objects to the third paragraph of this instruction,
which the State has added to the pattern instruction and which states, “I gave you some
instructions at the start of trial, too. I will not repeat them now, but you will have a copy of
them when you deliberate.” Lilly’s position is that various pattern instruction given at the
beginning of trial (e.g., regarding credibility of witnesses, exhibits, etc.) should be also be
given at the conclusion of trial, as contemplated by Article 2 of the Alaska Civil Pattern Jury
Instructions and to the extent those pattern closing instructions are not included in the State’s
proposed instructions Lilly intends to include them in its proposed instructions. Lilly

therefore believes the third paragraph of the State’s proposed Instruction No. 17 should be
deleted.

Objection to State’s Proposed Instruction No. 23.

This is the State’s proposed instruction on its failure-to-warn claim. Lilly objects to

this instruction as an incomplete and incorrect statement of the law and not adequately

Defendant’s Objections to Plaintiff’s Proposed
Jury Instructions and Special Verdict Form
State of Alaska v. Eli Lilly and Company (Case No, 3AN-06-05630 CI) P:
age 3 of §
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Anchorage,

3

tailored to the facts of this case. The State’s definition of the adequacy of a warning in terms
of a “reasonably prudent person” is confusing and inconsistent with Shanks v. Upjohn Co.,
835 P.2d 1189 (Alaska 1992), which holds that “[i]n the case of prescription drugs, the
warning should be sufficient to put the physician on notice of the nature and extent of any
scientifically knowable risks or dangers inherent in the use of the drug.” Id. at 1200. The
State’s proposed instruction also fails to inform the jury of Lilly’s defense of scientific
unknowability’ or the jury’s ability to consider the fact of FDA approval of Zyprexa’s
warnings,” and is not tailored to reflect the fact that the State’s claims span multiple years.
Therefore, in place of the State’s proposed Instruction No. 23, Lilly requests that the Court
give Lilly’s proposed Instruction Nos. 40-44, copies of which are attached.

Objection to State’s Proposed Instruction Nos. 24-26.

These are the State’s proposed instructions on its claim under the Alaska Unfair

Trade Practice and Consumer Protection Act. Lilly objects to these instructions as

! See Shanks v. Upjohn Co., 835 P.2d 1189, 1200 (Alaska 1992) (discussing defense of
scientific unknowability).

? Lilly maintains that the State’s failure to warn claims are wholly preempted, for the reasons
stated in its briefing to the Court in support of its summary judgment motion, and should not
be submitted to the jury. However, Lilly acknowledges that the Court has not yet ruled on
that issue, and requests an instruction on this issue in the alternative to a finding that the
State’s failure-to-warn claims are wholly preempted as a matter of law. See Lilly’s Proposed
Instruction No. 44; see also, e.g., Food and Drug Administration, Requirement on Content
and Format of Labeling for Human Prescription Drug and Biological Products, 71 F.R.
3922, 3933-36 (January 24, 2006) (stating that the “FDA interprets the [FDCA] to establish
both a “floor’ and a “ceiling’ with respect to descriptions of potential risks of a product on the
labeling“ and tha} “FDA approval of labeling ... preempts conflicting or contrary State law”
except in some circumstances); Colacicco v. Apotex, Inc., 432 F. Supp. 2d 514, 529-32 ED;
Pa. 2006) (finding that “the FDA’s position is entitled to significant deference” and that

“based on deference alone, this Court would deem any state failure-to- im impli
preempted”). y warn claim impliedly

Defendant’s Objections to Plaintiff’s Proposed

Jury Instructions and Special Verdict Form

State of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 CI) Paged4of 8
ge 4 o
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incomplete and incorrect statements of the law and not adequately tailored to the facts of this
case.

The State’s proposed Instruction No. 25, which gives a general definition of when
an act or practice is deceptive, is unnecessary and inappropriate here, where the State is not
proceeding under the catch-all provision of AS 45.50.471(a), but rather alleges violations of
prohibited acts enumerated in § 45.50.471(b), which are “deceptive by definition” and thus
do not require the additional definition contained in the State’s proposed Instruction No. 955

The State’s proposed Instruction No. 26 would instruct the jury on unlawful acts or
practices enumerated in AS 45.50.471(b), by paraphrasing the language of the statute; Lilly’s
proposed Instruction No. 45 more accurately tracks the statutory language. Additionally,
subparagraph (f) of the State’s proposed Instruction No. 26, which would instruct the jury
that a defendant violates the UTPCPA if it “markets a drug with a label that is false or
misleading in any particular” should not be given because it would put the jury in the position
of directly second-guessing the FDA’s determination that the Zyprexa label is not false or

misleading,* thus falling outside the scope of the UTPCPA® and conflicting with federal law.°

3 See Alaska Civil Pattern Jury Instruction 10.01B, Directions for Use.

¢ The FDCA mandates that a prescription drug’s label must be “informative and accurate and
neither promotional in tone nor false or misleading in any particular.” 21 C.F.R. §
201.56(2)(2). The FDA will not approve a new drug application if it determines that “[t]he
proposed labeling is false or misleading in any particular.” 21 C.F.R. § 314.125(b)(6).
Cc_)ngress has delegated to the FDA the authority to enforce the prohibition against false or
mlsleading labels. See 21 U.S.C. §§ 331 - 37, 352. Additional authority is cited and
discussed in Lilly’s briefing in support of summary judgment.

* See AS 45.50.481(1). Lilly maintains that the State’s UTPCPA claims are wholly barred by
§ 45.50.481(1), for the reasons stated in its briefing to the Court in support of its summary
Judgment motion, and should not be submitted to the jury. However, Lilly acknowledges that
the Court has not yet ruled on that issue, and raises this narrower objection to subparagraph
(f) of the State’s proposed Instruction No. 26 in the alternative to a finding that the Statp’

UTPCPA claims are wholly barred by AS 45.50.481(1). o

Defendant’s Objections to Plaintiff’s Proposed
Jury Instructions and Special Verdict Form
State of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 CI) Page 5
age S of 8
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1 Facsimile 907.276.2631

Finally, the State’s proposed instructions on its UTPCPA claim are not adequately
tailored to the facts of this case, in that they fail to identify the alleged violations that the
State claims Lilly committed, and also would give the jury no guidance on how to account

. . . 7
for the fact that the State’s claims span multiple years.
Therefore, in place of these instructions, Lilly requests that the Court give Lilly’s
proposed Instruction Nos. 45-48, copies of which are attached.

Objection to State’s Proposed Verdict Form.

Lilly objects to the State’s proposed verdict form on the ground that it is not
adequately tailored to the facts of the case and does not take into account the fact that the
State’s claims span multiple years. The State’s proposed verdict form does not specify the
beginning and ending dates of the period at issue.

With respect to the State’s failure to warn claim, the first question on the State’s

proposed verdict form is unnecessary and will not assist the Phase II jury in any respect. The

(. .. continued)

8 See, e.g., Pennsylvania Employees Benefit Trust Fund v. Zeneca, 499 F.3d 239, 251 (3d Cir.
2007) (“The purpose of protecting prescription drug users in the FDCA would be frustrated if
states were allowed to interpose consumer fraud laws that permitted plaintiffs to question the
veracity of statements approved by the FDA.”). Lilly maintains that the State’s UTPCPA
claims are wholly barred by preempted by federal law, for the reasons stated in its briefing to
the Court in support of its summary judgment motion, and should not be submitted to the
Jury. However, Lilly acknowledges that the Court has not yet ruled on that issue, and raises
this narrower objection to subparagraph (f) of the State’s proposed Instruction No. 26 in the
alternative to a finding that the State’s UTPCPA claims are wholly barred preempted.

7 See Alaska Civil Pattern Jury Instruction 10.01B, Directions for Use (noting that
instructions for UTPCPA claim “should be modified in each case to incorporate the slgeciﬁc
acts or omissions that the plaintiff is alleging to be deceptive or unfair”); Alaska Civil Pattern
Jur_y Instruction 10.01A (providing for specific identification of the acts or practices the
plaintiff alleges were unfair or deceptive); Jury Instructions Nos. 21-29, State of Alaska v.
Anchorage-Nissan, Inc., Case No. 3AN-93-7761 CI (Super. Ct., 3d Jud. Dist., January 124

1995), approved, State of Alaska v. Anchorage-Nissan, Inc., 941 P.2d 1229
approved, : , Inc., 941 P. , 1221
1997) (identifying alleged violations with specificity). S

Defendant’s Objections to Plaintiff’s Proposed

Jury Instructions and Special Verdict Form

State of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 Cn Page6of 8
age 6 o
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State’s second question does not permit the jury to take into account the fact that Zyprexa’s
labeling and other relevant facts changed during the multi-year period covered by the State’s
claim.

With respect to the State’s UTPCPA claim, the State’s proposed verdict form does
not provide a means of identifying the individual alleged violations that the State claims and
would give the jury no guidance on how to account for the fact that the State’s claims span
multiple )‘ears.8

Finally, the State’s proposed verdict form omits any question regarding Lilly’s
defense of comparative negligenc&q

Therefore, in place of the State’s proposed verdict form, Lilly requests that the
Court adopt Lilly’s proposed verdict form (a copy of which is attached), with additional

modifications as may become appropriate during the course of the trial.
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¥ See Alaska Civil Pattern Jury Instruction 10.01B, Directions for Use (noting that

instructions for UTPCPA claim “should be modified in each case to incorporate the specific
acts or omissions that the plaintiff is alleging to be deceptive or unfair”); Alaska Civil Pattern
Jury Instruction 10.01A (providing for specific identification of the acts or practices the
plaintiff alleges were unfair or deceptive); Jury Instructions Nos. 21-29, State of Alaska v.
Anchorage-Nissan, Inc., Case No. 3AN-93-7761 CI (Super. Ct., 3d Jud. Dist., January 12, 1995),
approved, State of Alaska v. Anchorage-Nissan, Inc., %41 P2d 1229, 1221 (Alaska 1997)
(identifying alleged violations with specificity)
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° See A.S. § 09.17.060 (extending defense of comparative negligence to actions “based on
fault”); §09.17.900 (defining fault to include *acts or omissions that are in any measure
negligent, reckless, or intentional toward the person or property of the actor or others, or that
subject a person to strict tort liability™); Smith v. Ingersoll-Rand Co., 14 P.3d 990, 996
(Alaska 2000) (recognizing comparative negligence as a defense in strict product liability
cases); see also, e.g., Loughridge v. Goodyear Tire & Rubber Co., 207 F. Supp. 2d 1187, 1192
(D. Colo. 2002) (applying comparative fault principles to statutory ¢ it

. ! : onsumer protecti
claim); Gennari v. Weichert Co. Realtors, 691 A.2d 350,367 (N.J. 1997) s

(same).

Defendant’s Objections to Plaintiff’s Proposed

Jury Instructions and Special Verdict Form

State of Alaska v. Eli Lilly and Company (Case No, 3AN-06-05630 CI Page 7 of 8
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DATED this 19th day of February, 2008.

PEPPER HAMILTON LLP

Nina M. Gussack, admitted pro hac vice

George A. Lehner, admitted pro hac vice

John F. Brenner, admitted pro hac vice

Andrew R. Rogoff, admitted pro hac vice

Eric J. Rothschild, admitted pro hac vice
and

LANE POWELL LLC

'A/Zaut > AUA_
Y_W
Brewster H. Jamigson, ASBA No. 841T122——
Andrea E. Girolgmo-Welp, ASBA No. 0211044

1 certify that on February 19, 2008, a copy of
The foregoing was served by hand on:

Eric T. Sande;

Facsimile 907.276.2631

Nanci 1/ Biggerstaff, Cp8, PLS
009867.0038/163525.

Telephone 907.277.9511

]
-
-

-

=

=)

3

=]

=%}
=

z
<

=

2
G ®
52
Bl

&
s 2
2o
2 &
m:‘:
8 <
£
eh S
a<
£
t S
S5
z:
%<
=
S

3

Defendant’s Objections to Plaintiff’s P:

Jury Instructions and Special Verdict ;g:);scd

State of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 Cn
Page 8 of 8

003017




INSTRUCTION NO. 40

LIABILITY FOR DEFECT IN A PRODUCT

Plaintiff's first theory of liability is that plaintiff was damaged by a defect in a product
which the defendant made.

Under this theory, plaintiff must establish that it is more likely true than not true:
(1) that the product was defective; and

(2) that the product was defective when it left the possession of the defendant.

Alaska Civil Pattern Jury Instruction 7.02 (modifi

causation and damages). ed for Phase I to eliminate portions related to

003018




INSTRUCTION NO. 41

DEFECTIVENESS DEFINED

I will now explain what it means for a product to be “defective.”

A prescription drug is defective if the use of the product in a manner that is reasonably
foreseeable by the defendant involves a substantial danger that would not be readily recognized
by the prescribing physician and the manufacturer fails to give adequate warning of such danger.
An adequate warning is one that is sufficient to put the prescribing physician on notice of the
nature and the extent of the scientifically knowable risks or dangers inherent in the use of the
drug.

In determining the adequacy of the warnings, you should keep in mind that the
warnings are directed to the prescribing physician, rather than to the patient, and that there is no
duty on the part of the manufacturer to warn the State or the patient directly of risks inherent in
the drug.

Alaska Civil Pattern Jury Instruction 7.03 (modified pursuant to Shanks v. Upjohn Co., 835 P.2d

1189 (Alaska 1992), for Phase I to elimi i
2), nate port; i
reflect fact that State’s claim spans multiple yele:?s).l e
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INSTRUCTION NO. 42

SCIENTIFIC UNKNOWABILITY

A product is not defective with regard to any particular danger if the defendant proves
it is more likely true than not true that that particular danger was not scientifically knowable
when the product left the defendant's possession.

f'\ product is not defective with regard to an;
likely true than not true that that particul
product left the defendant's possession.

y particular danger if the defendant iti
proves it is m
ar danger was not scientifically knowable when (t)l::
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INSTRUCTION NO. 43

EFFECT OF PASSAGE OF TIME ON DUTY TO WARN

The State claims that Zyprexa that was prescribed during the period l?etween
September 30, 1996 through September 16, 2003 was defective due to inadequate warnings for
the following risks:

(1) [insert risks based on evidence at trial].

You will be given a verdict form that will require you to determine whether Zyprexa
was defective during this period. If you find that Zyprexa was defective due to an inadequate
warning for one or more of these risks at one point between September 30, 1996 and September
16, 2003, you should not assume that the warning for that risk was inadequate at all points during
that period. It is the State’s burden to prove that it is more likely true than not true that Zyprexa
prescribed during this period was defective at each point in time that Zyprexa was prescribed
during this period.

In determining the adequacy of the warnings given by Defendant for these risks at
each point during this period, you should follow the instructions I have already given you and
should take into account how the following factors may have changed over time with respect to
each risk:

(1)  the content of Zyprexa’s labeling regarding the risk;

(2) the extent to which physicians who prescribed Zyprexa were already
knowledgeable about the risk and on notice of the nature and the extent of the risk; and

(3)  the extent to which the existence of the risk was scientifically knowable

Shanks v. Upjohn Co., 835 P.2d 1189, 1200 (Al
v. : b ) 12 aska 1992) (ade i ienti
knowability of risks determined as of “the time the product )w(as d?:t?fbitifigmmg g 0
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INSTRUCTION NO. 44
CONSIDERATION OF FDA APPROVAL

The FDA regulates the content of labeling for a prescriptio}? drui(g bec;lgs:n:;lti:l:}%}::
“DA’s principal tool f i fessionals about the risks an
the FDA’s principal tool for educating healthcare pro > I Mg v
fe fective use. As I previously instructed you, Zypre
approved product to help ensure safe and eﬂecmel use. A , : r
aig its laieling. including changes to the labeling, have been approved by the FDA since
September 30, 1996.

In determining the adequacy of the warnings in the Zyprexa label for the nsl;sbjxf
[insert risks based on evidence at trial], you may take into account the fact that the
approved the Zyprexa labeling, including its warning.

Lilly maintains that the State’s failure to warn claims are wholly preempted, for the reasons
stated in its briefing to the Court in support of its summary judgment motion, and should not be
submitted to the jury. However, Lilly acknowledges that the Court has not yet ruled on that
issue, and submits this instruction in the alternative to a finding that the State’s failure-to-warn
claims are wholly preempted as a matter of law. See, e.g., Food and Drug Administration,
Requirement on Content and Format of Labeling for Human Prescription Drug and Biological
Products, 71 F.R. 3922, 3933-36 (Jan. 24, 2006) (stating that the “FDA interprets the [FDCA] to
establish both a “floor’ and a “ceiling’ with respect to descriptions of potential risks of a product
on the labeling” and that “FDA approval of labeling ... preempts conflicting or contrary State
law” except in some circumstances); Colacicco v. Apotex, Inc., 432 F. Supp.2d 514, 529-32
(E.D. Pa. 2006) (finding that “the FDA’s position is entitled to significant deference” and that

“based on deference alone, this Court would deem any state failure-to-warn claim impliedly
preempted”).
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INSTRUCTION 45

UNFAIR OR DECEPTIVE ACT DEFINED

Plaintiff’s second theory of liability is that Defendant committed unfair and deceptive
acts in violation of the Alaska Unfair Trade Practices and Consumer Protection Act, which is
often referred to as the UTPCPA. Under Alaska law, the following acts constitute unfair or
deceptive acts when they are committed in the conduct of trade or commerce in Alaska:

(1) Representing that goods or services have sponsorship, approval, characteristics,
ingredients, uses, benefits, or quantities that they do not have or that a person has a sponsorship,
approval, status, affiliation, or connection that the person does not have,

(2) Representing that goods or services are of a particular standard, quality, or
grade, or that goods are of a particular style or model, if they are of another

(3) Advertising goods or services with intent not to sell them as advertised,

(4) Engaging in any other conduct creating a likelihood of confusion or of
misunderstanding and which misleads, deceives or damages a buyer or a competitor in
connection with the sale or advertisement of goods or services; and

(5) Using or employing deception, fraud, false pretense, false promise,
misrepresentation, or knowingly concealing, suppressing, or omitting a material fact with intent
that others rely upon the concealment, suppression, or omission in connection with the sale or
advertisement of goods or services whether or not a person has in fact been misled, deceived or
damaged.

.(l;ry lnslcruction No. 1_1, State of Alaska v. Anchorage-Nissan, Inc., CA No. 3AN-93-7761 CIV

g ;xgelrp 914,1;1) l.hzilalzi\st,l ;/9 172)/(1 99?‘}‘ aﬁpraved, State of Alaska v. Anchorage-Nissan, Inc. 941
2 29,122 ka modified to refl: i i iolati ’ b

4845 SOATIOND, . (B o o reflect differences in alleged violations).
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INSTRUCTION NO. 46

“TRADE” OR “COMMERCE” DEFINED

Trade or commerce means advertising, offering for sale, selling, renting, leasing, or

distributing any services, property, or any other thing of value.

Alaska Civil Pattern Jury Instruction 10.02.




INSTRUCTION NO. 47

UTPCPA CLAIMS CONSIDERED SEPARATELY

The State has alleged a number of different violations of the UTPCPA. You are to
decide whether Defendant committed each alleged violation on its own merits, separately from
the other alleged violations. Thus, if you find that Defendant committed one of the alleged
violations, you may not assume that it is more likely true that not true that Defendant committed
other violations. This is called “propensity” evidence, and it is forbidden under Alaska law.
When deciding a particular claim, however, you may consider evidence relating to other
violations to decide whether Defendant had any specific intent, plan or motive in connection
with the particular transaction under consideration.

The following instructions identify for you the State’s specific claims in connection
with each alleged violation. To decide whether each alleged violation occurred, you must decide
two things with respect to that alleged violation. First, you must decide if it is more likely true
than not true that the facts claimed by the State actually happened. Second, you must decide
whether those facts constitute an unfair or deceptive act under the instructions I have given you.
If you find both things — that the facts alleged by the State are more likely true than not true and
that those facts constitute an unfair or deceptive act, then you must find that Defendant
committed that violation. Conversely, if either the facts alleged by the State have not been
proved, or if the facts do not constitute an unfair or deceptive act as defined under the
instructions I have given you, then you must find that Defendant did not commit that violation.

Jury Instructions Nos. 18 & 20, Srate of Alaska v. Anchorage-Nissan, Inc., CA No. 3AN-93-7761

CI (Superior Court, Third Judicial District, January 12, 1995), approved, State of Alaska v.

Anchorage-Nissan, Inc., 941 P.2d 1 i
e 229, 1221 (Alaska 1997) (modified and consolidated to

003025




INSTRUCTION NO. 48

IDENTIFICATION OF ALLEGED UTPCPA VIOLATIONS

First Alleged UTPCPA Violation

The first UTPCPA violation alleged by the State is that Defendant committed an
unfair or deceptive act or practice by engaging in the following conduct:

[Insert “who, what, where, when” identification of the alleged acts on which the
violation is based, following presentation of State’s evidence at trial, so that verdict form
can include a separate question for each alleged violation.]

Defendant denies that it committed these acts.

Second Alleged UTPCPA Violation

The second UTPCPA violation alleged by the State is that Defendant committed an
unfair or deceptive act or practice by engaging in the following conduct:

[Insert “who, what, where, when” identification of the alleged acts on which the
violation is based, following presentation of State’s evidence at trial, so that verdict form
can include a separate question for each alleged violation.]

Defendant denies that it committed these acts.

[NOTE: add or delete identification of alleged violations as warranted by evidence at trial]

Jury Instructions Nos. 21-29, State of Alaska v. Anchorage-Nissan, Inc., Case No. 3AN-93-7761

CI (Superior Court, Third Judicial District, Jar
I 1 5 > January 12, 1995), approved. St
Anchorage-Nissan, Inc., 941 P.2d 1229, 1221 (Alaska 1997) (modiﬁ‘zg fo‘reﬂﬁs cZ;i)of e
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SPECIAL VERDICT FORM

SPECIAL VERDIC ¥ORM
INSTRUCTION NO.51. INTRODUCTION TO SPECIAL VERDICT FORM®*®

I will now give you a form called a "Special Verdict Form." It has a list of questions
you must answer. I have already instructed you on the law you are to use in answering these
questions. You must follow my instructions and the form carefully. The special verdict form tells
you what to do after each question. At least [ten] of you must agree upon an answer to each

question, but the same [ten] of you need not agree upon each answer.

RS R A

86
Source: Alaska Civil Pattern Jury Instruction 3.09.

#9193737 v4
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INSTRUCTION NO.52.  SPECIAL VERDICT FORM

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA
THIRD JUDICIAL DISTRICT

State of Alaska,
Plaintiff,

v.

Eli Lilly and Company,
Defendant.

Case No. 3AN-06-5630 CIV

SPECIAL VERDICT

We, the jury in the above-entitled case, find the following special verdict submitted to

us in the above-captioned case:

#9193737 v4




¢

Answer “yes” or “no” to Question No. 1. If the State failed to prove that it is more
likely true than not true that Zyprexa was defective due to inadequate warnings for the risk offinsert
risks based on proofs at trial], you should check “No.” Conversely, if the State proved that it is
more likely true than not true that Zyprexa was defective due to inadequate warnings for the risk of
[insert risks based on proofs at trial], you should check “Yes,” unless the Defendant proved that it is
more likely true than not true that that risk was not scientifically knowable.

(1) Atany time between September 30, 1996 and September 16, 2003, was Zyprexa
defective when it left the possession of Defendant? If so, when?

No

__ Yes. Date(s):

#9193737 v4




Answer “yes” or “no” to Question No. 2 for each alleged UTPCPA violation
identified in Instruction No. 48. In answering Question No. 2, you must consider each alleged
violation separately. If the State failed to prove that it is more likely true than not true that
Defendant committed an unfair or deceptive act or practice with respect to an alleged violation, you
should check “No” for that alleged violation. Conversely, if the State proved that it is more likely
true than not true that Defendant committed an unfair or deceptive act or practice with respect to an
alleged violation, you should check “Yes” for that alleged violation.

(2)  Did Defendant commit an unfair or deceptive act or practice with respect to any of the
following alleged UTPCPA violations as identified in Instruction No. 487

First Alleged UTPCPA Violation: Yes No

Second Alleged UTPCPA Violation: Yes No
[Insert or delete alleged violations as the evidence presented at trial warrants.]

#9193737 v4




€

If your answer to Question Nos. 1 and 2 was “No,” then do not answer Question No.
3. Ifyou answered “Yes” to Question No. 1 or any part of Question No. 2, then you must answer
Question No. 3. If the Defendant failed to prove that it is more likely true than not true that the State
was negligent, you should check “No.” Conversely, if the Defendant proved that it is more likely
true than not true that the State was negligent, you should check “Yes.”

(3)  Atany time between September 30, 1996 and September 16, 2003, was the State
negligent? If so, when?
No

__Yes. Date(s):

DATED at Anchorage, Alaska, this ___day of

Foreperson of the Jury

#9193737 v4
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IN THE SUPERIOR COURT FOR THE STATE OF ALASKA
THIRD JUDICIAL DISTRICT AT ANCHORAGE _
STATE OF ALASKA,
Plaintiff, ‘

v. \ Case No. 3AN-06-05630 Gi\\
\
ELI LILLY AND COMPANY, ‘

Defendant. ‘

DEFENDANT ELI LILLY AND COMPANY’S
SUPPLEMENT TO ITS FINAL WITNESS LIST

COMES NOW, Defendant Eli Lilly and Company (“Lilly”) and hereby

supplements its Final Witness List with the addition of:

i Karleen Jackson, Commissioner
c/o State of Alaska’s Dept. of Health and Social Services
Division of Health Care Services
4501 Business Park Blvd., Suite 24
Anchorage, AK 99503

DATED this 25th day of February, 2008.
Attorneys for Defendant

PEPPER HAMILTON LLP
Nina M. Gussack, admitted pro hac vice
George A. Lehner, admitted pro hac vice
John F. Brenner, admitted pro hac vice
Andrew R. Rogoff, admitted pro hac vice
Eric Rothschild, admitted pro hac vice
3000 Two Logan Square
18" & Arch Streets
e e Philadelphia, PA 19103

o e ey b e (215) 98pl -4000

Eric T. Sanders, Esi <

Feinan Oty & Sande LANE POWELL LLC

/
y/ A

By_ At Y-
Brewster H. Janfieson, ASBA No. 22
Andrea E. Gir6lamo-Welp, ASBA No. 0211044
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301 West

Telephone 907.277.95

907.276.263 1

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA
THIRD JUDICIAL DISTRICT AT ANCHORAGI'EV

STATE OF ALASKA, ‘ "
Plaintiff, =\ 2 e
<\ ) Zo
5 o) = 2=
" Case No. 3AN-06-05630C1 - o
ELI LILLY AND COMPANY, ;\ 2

Defendant. |

DEFENDANT ELI LILLY AND COMPANY’S MOTION IN LIMINE TO
EXCLUDE ADVERSE EVENT REPORTS FOR ANY PURPOSE OTHER THAN
ESTABLISHING LILLY KNEW ABOUT THE SPECIFIC ADVERSE EVENT

Defendant Eli Lilly and Company (“Lilly”) requests that the Court bar the State
from introducing at trial evidence of adverse event reports, including emails and other
documents referencing these reports, for purposes of establishing anything other than the fact
that Lilly learned of the adverse event.

Adverse event reports are federal Food and Drug Administration reports that Lilly
completes when an individual informs Lilly about an adverse event that allegedly emerged
during the treatment of a patient with a Lilly product. If admissible at all, these forms, which
rely on information typically provided by a patient or healthcare provider, should be admitted
only for the narrow purpose of showing Lilly learned of the report of the adverse event.'! As
discussed below, adverse event reports, and emails or other documents referencing such

reports, should not be admitted to prove that Zyprexa caused or was related to any adverse
St e 48 iy b ke
1 =

See, e.g., Golod v. Hoffman La Roche, 964 F. Supp. 841, 855 (S.D.N.Y. 1997) (admitting

adverse event reports only for the purpose of showing “evi
; ¢ Ing “evidence that [defendant] w:
notice of potentially serious. . side effects™). [ b
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event. Even if relevant to establish causation, the prejudice to Lilly in admitting these
documents outweighs their probative value. Finally, if the State introduces these reports, or
any documents referencing them, to establish that Zyprexa caused an adverse event, these
statements would be hearsay, not within any exception.

A. Adverse Event Reports Are Not Relevant to Proving Causation

The Court should not admit adverse event reports, or documents referencing such
reports, for the purpose of proving that Zyprexa was related to or caused an adverse event
because the use of such reports does not satisfy the test of relevancy in Alaska. “Relevant
evidence means evidence having any tendency to make the existence of any fact that is of
consequence to the determination of the action more probable or less probable than it would
be without the evidence.” Evidence that is not relevant is inadmissible.’

Many courts have found that adverse event reports cannot be used to establish
causation® because, as the Eleventh Circuit explained, “these FDA reports reflect complaints
called in by product consumers without any medical controls or scientific assessment,” and
? Alaska R. Evid. 401
* Alaska R. Evid. 402.

o 18 o Sy o o 29, 1250 1" i 208y
.- LP, No. 52 .S, g 59, at *8 (W.D. Wis. June 12,

2006) (“An adverse'evem report does not mean necessarily that a reported adverse event was
caused by a drug; it means merely that the adverse ey

the alleged side-effect.).

Defendant Eli Lilly and Company’s Motion in Limi
ne to Exclude Ad
‘ls'f’)r any Pur[?ose Ol.he.r Than Establishing Lilly Knew About the Spec‘;le;l?eAE\‘f’:l"lstel::e\")e%Ts
ate of Alaska v. Eli Lilly and Company (Case No, 3AN-06-05630 Cn Page 2
age 2 of §
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“[u]ncontrolled anecdotal information offers one of the least reliable sources to justify

- . 5 ) 1

opinions about both general and individual causation.” The State’s own expert agrees with
this conclusion. When asked about drawing causal conclusions from adverse event reports,
Dr. David Allison stated, “[I]f we are talking solely about case reports of an adverse event

after exposure to some stimulus and that is all we have, there is no other information, then,

ves. I agree that those are a basis for conjecture and not a basis for conclusion.™ Conjecture

does not make it more or less probable that Zyprexa actually caused that adverse event.
Thus, adverse event reports, and documents referencing such reports, are not relevant to
establishing that Zyprexa was related to or caused an adverse event, and they should be
excluded under Rule 402.

Even if the reports were found relevant, they should still be excluded because their
potential for prejudice outweighs their probative value.” As discussed above, adverse event
reports, which are anecdotal in nature, are “one of the least reliable sources” to establish
causation. At the same time, however, the jury could attribute the same, if not more, weight
to these anecdotal reports than they give to peer-reviewed studies when deciding whether

Zyprexa causes a particular side-effect because of the specific nature of the complaints, all to

* McClain, 401 F.2d at 1250.

6 e
Exhibit A, Transcript of Deposition of David B. Allison Ph.D., M
e , Ph.D., May 18, 2007, at 62-63

7 Alaska R. Evid. 403,

Defendant Eli Lilly and Company’s Motion in Limine
y's. to Exclude Ad E
gr any Pur;?ose Ol'he!' Than Establishing Lilly Knew About the Spec‘gr;l?e.kd\v/::‘lstcRE?::lrt‘s
fate of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 (o)) Page 3 of
age 3 of 5




POWELL LLC
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Telephone 907.277.9511 Facsimile 907.276.2631

the prejudice of Lilly. Accordingly, these documents should be excluded from evidence

under Rule 403 — if they are found relevant at all.®

B. Adverse Event Reports Contain Hearsay Not Within any Exception

An adverse event report introduced to establish that Zyprexa caused that adverse
event would be hearsay, not within any exception. The same would be true of emails or other
documents discussing adverse event reports. Out of court statements offered to prove the
truth of the matter asserted are inadmissible as hearsay under the Alaska Rules of Evidence.’
Adverse event reports offered to prove that Zyprexa caused a particular side-effect would be
hearsay.'® These reports would also not fall within any exception, including the exception for
party opponent admissions.!! Adverse event reports are not party opponent admissions
because when Lilly creates them: (i) they are not reports by Lilly, and (ii) Lilly does not
necessarily subscribe to the reporter’s statements. Lilly only knows that someone has
reported an event that might be related to Zyprexa. Thus, when Lilly completes a form, it is

not making an admission that Zyprexa has caused an adverse event. Accordingly, adverse

- See, e.g. Hiibschman v. Valdez, 821 P.2d 1354, 1366 (Alaska 1991) (upholding exclusion of
evidence where plaintiff was likely to be prejudiced).
TUAIaska R. Evid. 801-802.

See Appleby v. Glaxo ng/come, Inc., No. 04-0062, 2005 U.S. Dist. LEXIS 32875, at *10
(D.N.J. Dec. 13, ’.{003) ‘(cmng Golod, 964 F. Supp. at 855, for the proposition “that adverse
event reports are likely inadmissible hearsay to establish causation™).

11
See, e.g. In re: Accutane Prods. Liab. Litig., MDL 1626, 2007 U.S. Di
. ; 5 3 2! S. . 2
*18-20 (M.D. Fla. May 2, 2007). LS

Defendant Eli Lilly and Company’s Motion in Limine
. Mg to Exclude Ad v
g’)r any Purpuse Ot_ller Than Establishing Lilly Knew About the Spe(:‘;:'l:s;g’::ste,%\?:n?s
ate of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 CI) P 4
age 4 of 5
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event reports, and documents referencing such reports, offered to prove causation should be

excluded as hearsay, not within any exception.

DATED this 25th day of February, 2008.

PEPPER HAMILTON LLP

Nina M. Gussack, admitted pro hac vice
George A. Lehner, admitted pro hac vice
John F. Brenner, admitted pro hac vice
Andrew R. Rogoff, admitted pro hac vice
Eric J. Rothschild, admitted pro hac vice

and
LANE POWELL LLC
Attorneys for Defendant

Wi

Brewster H. Jamieson, ASBA No.
Andrea E. Girolamo-Welp, ASBA No. 0211044

I certify that on February 25, 2008, a copy of
the foregoing was served by hand on

Facsimile 907.276.2631

s Boulevard, Suite 301

Eric T. Sanders, Esq
Feldman Orlansky & Sa
500 L Street, Suite 40

Anchorage, Alas!
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David B. Allison, Ph.D.

IN THE UNITED STATES DISTRICT COURT
FOR THE EASTERN DISTRICT OF NEW YORK

MDL NO. 1596
04 MD 1596

In Re: ZYPREXA PRODUCTS LIABILITY
LITIGATION
THIS DOCUMENT RELATES TO: ALL CASES

S ] e e

05 CV 2948 (JBW)
05 CV 4115 (JBW)
UFCW LOCAL 1776 AND PARTICIPATING
EMPLOYERS HEALTH AND WELFARE FUND, et
als,

vsS.
ELI LILLY AND COMPANY.

e S

06 CV 0021 (JBW)

LOCAL 28 SHEET METALS WORKERS, et al.,
vs

ELI LILLY AND COMPANY.

06 CV 6322 (JBW)
SERGEANTS BENEVOLENT ASSOCIATION HEALTH
AND WELFARE FUND, et al.,
vS.
ELI LILLY AND COMPANY.

VIDEOTAPED DEPOSITION OF
DAVID B. ALLISON, PH.D.
May 18, 2007

Taken before: Kimberly T. Hoff, CSR,

Golkow Technologies, Inc.

003038
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David B. Allison, Ph.D.

pPage 62

built on large collections of case

reports and other information, which is
distinct from the initial bits that go
into that of specific case reports.

Q. Let's just stay focused on the
initial bits first, and we'll talk about
observational studies and how those bits
may fit in elsewhere.

A. Certainly.

Qi You agree, though, that case
reports, whether it's the case reports
in the literature or a spontaneous
adverse event reported to the FDA, forms
a basis for conjecture, not conclusions,
as it results to drug and effect?

MR. DICKENS: Objection to the
form of the question.

A. I think that the form of the
question is such that a simple "yes" or
"no" answer to that would not suffice,

and I realize you want to postpone a

different aspect of the discussion for

later.

But I can't give you a simple

Golkow Technologies, Inc. - 1-877-370-DEPS

00 -
9083




David B. Allison, Ph.D.

'yes" or "no."

I think that, if we are talking
solely about case reports of an adverse
event after exposure to some stimulus,
and that is all we have, there is no
other information, then, yes, I agree
that those are a basis for conjecture
and not a basis for conclusion.

In contrast, when sometimes
people are able to take those many case
reports and then combine them with many
other types of case reports and other
information about frequency of
€éxposures, they may be able to
essentially build a legitimate
observational study out of case
Teports. And in those cases, case
reports may form the basis for some
conclusion to make.

Q. And you talk about

observational Studies in your report,

as
well, do You not?

A. I believe 1 do. I have

Golkow Technologies, Iholcly 1-877-370-DEPS

0039 )] EXHIBIT
PAGE_3 or _ 3
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IN THE SUPERIOR COURT FOR THE STATE OF AL:"\SK/A
THIRD JUDICIAL DISTRICT AT ANCHORAGE

STATE OF ALASKA, i

Plaintiff,
V.
| Case No. 3AN-06-05630 CI
3 4 J J
ELI LILLY AND COMPANY, EFENDAN
s COMPANY’S MOTION TO ACCEPT
efendant. | 7 ATE-FILED MOTION IN LIMINE

Motions in Limine were due on February 4, 2008. Based on developments after
that date, including the exchange and review of exhibits, it appears that the State may intend
to use Adverse Event Reports as proof of events (or causation) which such documents do not
support. This potentially intended improper use should be addressed through a Motion in
Limine. Thus, defendant Eli Lilly and Company respectfully requests that this Court now
accept its late-filed Motion in Limine to Exclude Adverse Event Reports for Any Purpose
Other than Establishing Lilly Knew About the Specific Adverse Event.

DATED this 25th day of February, 2008.

PEPPER HAMILTON LLP

Nina M. Gussack, admitted pro hac vice

George A. Lehner, admitted pro hac vice

John F. Brenner, admitted pro hac vice

Andrew R. Rogoff, admitted pro hac vice

Eric J.dRolhschild, admitted pro hac vice
an

LANE POWELL LLC

Attorneys for Defendant

| certify that on February 25, 2008, a copy of
the foregoing was served by hand on By 5 .

Eric T. Sanders, Esq. Brewster H. Jamieson, ASBA NJ. 8411122

Feldman Orlansky & Sanders <
500 L. Street, Suite 400 Andrea E. -
Anchorage, Alaska-90501-58) 1 Girolamo-Welp, ASBA No. 0211044

=
009862:0038/163601.1




FELDMAN ORLANSKY
& SANDERS
500 L STREET
FOURTH FLOOR
ANCHORAGE, AK
99501
TEL: 907.272.3538
FAX: 907.274.0819

iC

STATE OF ALASKA,
Plaintiff,
VS.
ELI LILLY AND COMPANY,
Case No. 3AN-06-5630 CIV
Defendant.
NOTICE OF FILING UNDER SEAL
On this date the State of Alaska is filing a pleading titled “Request for
Clarification of the Court’s Order Excluding Testimony or Argument Regarding
Other Drugs Manufactured by Defendant Eli Lilly and Company.” Because one or
more exhibits filed with this pleading may be confidential documents under the Court’s
April 6, 2007 oral ruling, the State of Alaska is submitting this pleading and the attached
exhibits under seal.

DATED this 25th day of February, 2008.

FELDMAN ORLANSKY & SANDERS
Counsel for Plaintiff

BY
: —=——— == & LT
Eric T. Sanders
AK Bar No. 7510085
Notice of Filing Under Seal
State of Alaska v. Eli Lilly and Company gy 3AN_ogfg5eG?%g

3
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FELDMAN ORLANSKY
& SANDERS
500 L STREET
FOURTH FLOOR
ANCHORAGE, AK
99501
TEL: 907.272.3538
FAX: 907.274.0819

IN THI:!UPERIOR COURT FOR THE 1. @ OF ALASKA
THIRD JUDICIAL DISTRICT AT ANCHORAGE,e %
STATE OF ALASKA,

Plaintiff,

ELI LILLY AND COMPANY,
Case No. 3AN-06-5630 CIvV

Defendant.

)

)

)

)

vs. )
)

)

)

)

D

NOTICE OF FILING UNDER SEAL

On this date the State of Alaska is filing a pleading titled “State of Alaska’s
Request for Clarification of the Court’s Order Excluding Evidence of the
Defendant’s Profits, Net Worth, and the Price of Zyprexa.” Because one Or more
exhibits filed with this pleading may be confidential documents uander the Court’s April
6, 2007 oral ruling, the State of Alaska is submitting this pleading and the attached
exhibits under seal.

DATED this 25th day of February, 2008.

FELDMAN ORLANSKY & SANDERS
Counsel for Plaintiff

Eric T#Sanders
AK Bar No. 7510085

Notice of Filing Under Seal

State of Alaska v. Eli Lilly and Company Case No. 3AN-06-05630 CI

Page 1 of 2




®
LANE POWELL

ATTORNEYS & COUNSELORS ]
Brewster H. Jamieson, Esq.

Direct Dial (907) 264-3325

JamiesonB@LanePowell.com

February 25, 2008

HAND DELIVER

The Honorable Mark Rindner
Superior Court Judge

Alaska Court System

825 West Fourth Avenue, Room 432
Anchorage, Alaska 99501-2004

Re: Citation of Supplemental Authority g
State of Alaska v. Eli Lilly and Company, Case No. 3AN-06-05630 CI
File No. 9867.38

Dear Judge Rindner:

This letter is a citation of supplemental authority made pursuant to Civil Rule 77(1).
The supplemental authority referred to herein relates to Lilly’s Supplemental Brief Seeking
Dismissal of the State’s Claims Pursuant to the UTPCPA Exemption and Federal Preemption
(“Lilly’s Supplemental Brief”), filed February 5, 2008. Oral argument on Lilly’s
Supplemental Brief has been scheduled for February 26, 2008, beginning at 11:30 a.m.

At page 6 of the State of Alaska’s Response to Lilly’s Supplemental Brief, the State
cited to Levine v. Wyeth, _ A.2d __, 2006 WL 3041078 (Vt. October 27, 2006), cert. granted,
Wyeth v. Levine, 2008 WL 161474 (U.S. January 18, 2008) (No. 06-1249) and addressed the
significance of 21 C.F.R. § 314.70. The attached Brief was submitted by the Solicitor General
of the United States at the direction of the United States Supreme Court in Levine. The
Solicitor General’s Brief sets forth the Federal Drug Administration’s interpretation of 21
CFR. § 314.70 (pages 12-15), as well as § 202 of the 1962 Amendments to the Food, Drug,
and Cosmetic Act (pages 15-18).

Thank you for considering the above and the attached.

Very truly yours,

LANE POWELL LLC

Brewster H. Jamieson
nlb

Attachment

cc: EricT. B ivere
(n;)xﬁv.ou;;slﬁmso&s?nderS’ Esd: (and o)

www.lanepowell.com
T. 907.277.9511
F.907.276.2631

A PROFESSIONAL CORPORATION
SUITE 301

301 W. NORTHERN LIGHTS BLVD.
ANCHORAGE, ALASKA 99503-2648

LAW OFFICES

ANCHORAGE, AK OLYMPIA, WA
PORTLAND, OR . SEATTLE, WA
LONDON, ENGLAND
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No. 06-1249
In the Supreme Court of the Wnited States

WYETH, PETITIONER
v.
DIANA LEVINE

ON PETITION FOR A WRIT OF CERTIORARI
TO THE SUPREME COURT OF VERMONT

BRIEF FOR THE UNITED STATES AS AMICUS CURIAE

DANIEL MERON
General Counsel
GERALD F. MASOUDI
Associate General Counsel
WENDY S. VICENTE
Attorney
Department of Health and
Hwman Services
Washington, D.C. 20201

PAUL D. CLEMENT
Solicitor General
Counsel of Record
JEFFREY S. BUCHOLTZ
Acting Assistant Attorney
General
EpwIN S. KNEEDLER
Deputy Solicitor General
DARYL JOSEFFER
Assistant to the Solicitor
General
DouGLAS N. LETTER
PETER R. MAIER
Attorneys
Department of Justice
Washington, D.C. 20530-0001
(202) 514-2217
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QUESTION PRESENTED

Whether state-law tort claims are preempted to the
extent that they would impose liability for a drug manu-
facturer’s use of labeling that the Food and Drug Admi-
nistration approved after being informed of the relevant
risk.

0030L6




Statement
Discussion
A. Respondent’s claims are impliedly preempted
1. FDA’s approval of a drug, including its
labeling, generally preempts state law claims
challenging the drug’s safety, efficacy, or
labeling
Federal law precluded petitioner from
unilaterally changing the F' DA-approved
labeling
The 1962 amendments to the FDCA did not
displace ordinary conflict-preemption
principles
B. This Court should hold the petition for a writ of
certiorari pending the decisions in Riegel and
Warner-Lambert .....coveerioeroreesnassnnnanans 18
Conclusion
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Buckman Co. v. Plaintiffs’ Legal Comm., 531 U.S.
341 (2001)

Dowhal v. Smithkline Beecham Consumer
Healthcare, 88 P.3d 1 (Cal. 2004)
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120 (2000)
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I the Supreme Court of the @nited States

No. 06-1249
WYETH, PETITIONER
v
DIANA LEVINE

ON PETITION FOR A WRIT OF CERTIORARI
TO THE SUPREME COURT OF VERMONT

BRIEF FOR THE UNITED STATES AS AMICUS CURIAE

This brief is filed in response to the Court’s order
inviting the Solicitor General to express the views of the
United States. In the view of the United States, the pe-
tition for a writ of certiorari should be held pending this
Court’s decisions in Riegel v. Medtronic, Inc., No. 06-
179 (argued Dec. 4, 2007), and Warner-Lambert Co.,
LLCv. Kent, cert. granted, No. 06-1498 (Sept. 25, 2007),
and then disposed of as appropriate in light of the deci-
sions in those cases.

STATEMENT

1. Under the Federal Food, Drug, and Cosmetic Act
(FDCA or Act), 21 U.S.C. 301 et seq., a drug manufac-
turer may not market a new drug unless it has submit-
ted a new drug application to the Food and Drug Admin-
istration (FDA) and received the agency’s approval. 21
U.S.C. 355(a). An application must contain, among other
things, “the labeling proposed to be used for such drug,”

(1)
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21 U.S.C. 355(b)(1)(F) (Supp. V 2005); see 21 C.F.R.
314.50(c)(2)(i) and (e)(2)(ii); “full reports of investiga-
tions which have been made to show whether or not such
drug is safe for use and whether such drugis * * *
effective in use,” 21 U.S.C. 855(b)(1)(A) (Supp. V 2005);
and “a discussion of why the benefits exceed the risks [of
the drug] under the conditions stated in the labeling,” 21
C.F.R. 314.50(d)(5)(viii); see 21 C.F.R. 314.50(c)(2)(ix).

The FDCA also requires that drugs not be misbran-
ded. 21 U.S.C. 331(a) and (b). A drug is misbranded if,
among other things, the drug’s “labeling is false or mis-
leading in any particular;” the labeling does not provide
“adequate directions for use” or certain “adequate warn-
ings;” the drug “is dangerous to health when used in the
dosage or manner, or with the frequency or duration
prescribed, recommended, or suggested in the labeling
thereof;” or the labeling does not comply with certain
FDA regulations. 21 U.S.C. 352(a), (f) and (j). FDA has
established specific requirements for prescription drug
labeling. 21 C.F.R. Pt. 201.

FDA will approve a new drug application if it finds,
among other things, that (i) the drug is “safe for use
under the conditions preseribed, recommended, or sug-
gested in the proposed labeling thereof,” (ii) there is
“substantial evidence that the drug will have the effect
it purports or is represented to have under the condi-
tions of use prescribed, recommended, or suggested in
the proposed labeling thereof,” and (iii) the proposed
labeling is not “false or misleading in any particular.” 21
U.S.C. 355(d).

After a drug has been approved and marketed, the
manufacturer must investigate and report to FDA any
adverse events associated with use of the drug in hu-
mans, 21 C.F.R. 314.80, and must periodically submit
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any new information that may affect FDA’s previous
conclusions about the safety, effectiveness, or labeling of
the drug, 21 C.F.R. 314.81. See 21 U.S.C. 355(k) (post-
approval reporting and record-keeping requirements);
Food and Drug Administration Amendments Act of
2007, Pub. L. No. 110-85, § 901 et seq., 121 Stat. 922 (en-
hancing FDA’s authority to require postmarket studies
and surveillance). FDA “shall” withdraw its approval of
an application if it finds, among other things, that the
drug is not safe or effective under the conditions of use
specified in the drug’s labeling. 21 U.S.C. 355(e)-
Following FDA’s approval of an application, the man-
ufacturer generally may not make changes to the drug,
including “[c]hanges in labeling,” without first submit-
ting a supplemental application to FDA and securing the
agency’s prior approval for the change. 21 C.F.R.
314.70(b)(2)(v)(A). A manufacturer must submit such a
supplemental application “to include a warning about a
clinically significant hazard as soon as there is reason-
able evidence of a causal association with a drug.” 21
C.F.R. 201.57(c)(6). “An applicant may ask FDA to ex-
pedite its review of a supplement for public health rea-
sons.” 21 C.F.R.314.70(b)(4). In addition, a manufac-
turer may change a drug’s labeling at the same time that
it submits a supplemental application to FDA, without
waiting for the agency’s approval of the change, if,
among other things, the change “add[s] or streng-
then[s]” a warning or a statement about administration
of the drug in order to promote safety. 21 C.F.R.
314.70(c)(6)(iii)(A) and (C). FDA interprets that regula-
tion to permit changes without prior approval only to
address “newly discovered risks.” 47 Fed. Reg. 46,623
{1982). If a manufacturer makes a change before receiv-
ing FDA’s approval, the agency may later reject the
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change and order the manufacturer to cease distribution
of the changed product. 21 C.F.R. 314.70(c)(7).

2. After FDA approved petitioner’s new drug appli-
cation for the anti-nausea drug Phenergan, petitioner
informed FDA of adverse events in which Phenergan
apparently was inadvertently injected intra-arterially,
resulting in gangrene and amputation. See, e.g., Pet.
App. 139a-140a (1967 report). Over the ensuing years,
FDA and petitioner engaged in back-and-forth commu-
nications concerning the appropriate labeling to address
the risks presented by inadvertent intra-arterial injec-
tion. See, e.g., id. at 141a-166a. As part of its delibera-
tions, FDA convened an expert advisory committee to
consider that question. Id. at 144a, 147a-148a.

As of 2000 (when the events giving rise to this suit
occurred), the FDA-approved labeling stated, in part,
that “[u]nder no circumstances should Phenergan Injec-
tion be given by intra-arterial injection due to the likeli-
hood of severe arteriospasm and the possibility of subse-
quent gangrene.” Pet. App. 167a. The labeling went on
to explain that the “preferred” method of administering
the drug is “by deep intramuscular injection,” because
intravenous administration can result, in some circum-
stances, in inadvertent intra-arterial injection. Ibid.
For circumstances in which the drug is injected intrave-
nously, the labeling described in detail how such injec-
tion should be done, in order “to avoid * * * inadver-
tent intra-arterial injection.” Ibid.

3. In April 2000, respondent sought treatment at a
health center for headache and nausea. Pet App. 2a.
The health center’s staff first administered Phenergan
to respondent by intra-muscular injection. Ibid. When
respondent’s nausea continued, the staff administered a
second dose of Phenergan by intravenous injection into
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her arm. Ibid. The intravenous injection was made by
a procedure the parties refer to as IV push, whereby the
Phenergan solution was not dripped through a free-flow-
ing bag, but instead was directly injected into respon-
dent’s arm. See id. at 2a, 52a. The IV push apparently
resulted in inadvertent arterial injection, which dam-
aged respondent’s arteries, caused gangrene, and re-
quired amputation of her hand and forearm. Id. at 2a.

Respondent brought and settled an action against
the health center where she had received the injection
of Phenergan. Pet. App. 50a. She also sued petitioner
in a Vermont state court, asserting negligence and fail-
ure-to-warn claims premised on alleged inadequacies in
the drug’s labeling. Id. at 3a. Respondent asserted that
“the label should not have allowed IV push as a means of
administration, as it was safer to use other available
options, such as intramuscular injection or administra-
tion through the tubing of a hanging IV bag.” Ibid. Af-
ter the trial court rejected petitioner’s preemption de-
fense, id. at 49a-74a, the jury found in respondent’s fa-
vor, and the trial court entered judgment in the amount
of $6,774,000, 7d. at 3a.

4. a. The Vermont Supreme Court affirmed. Pet.
App. 1a-34a. It interpreted 21 C.F.R. 314.70(c) to “allow
unilateral changes to drug labels whenever the manufac-
turer believes it will make the product safer.” Id. at 13a.
In the court’s view, Section 314.70(c) was crucial to the
preemption analysis: “While specific federal labeling re-
quirements and state common-law duties might other-
wise leave drug manufacturers with conflicting obliga-
tions, [Section] 314.70(c) allows manufacturers to avoid
state failure-to-warn claims without violating federal
law” .by making unilateral changes to FDA-approved
labeling. Id. at 11a.
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The Vermont Supreme Court also relied on a provi-
sion in the 1962 amendments to the FDCA that states
that “[n]othing in th{ose] amendments * * * shall be
construed as invalidating any provision of State law
* # * ynless there is a direct and positive conflict be-
tween such amendments and such provision of State
law.” Drug Amendments of 1962, Pub. L. No. 87-781,
§ 202, 76 Stat. 793. The court construed that provision
to limit preemption to circumstances in which it would
be physically impossible for a manufacturer to comply
with both federal and state law. Pet. App. 21a. Here,
the court determined, there was no such impossibility
because there was no indication that FDA would have
rejected a supplemental application seeking to streng-
then the warning under Section 314.70(c). Id. at 17a.

b. Chief Judge Reiber dissented. Pet. App. 35a-48a.
He explained that respondent’s state-law claims conflict
with federal law because, while “FDA concluded that the
drug—with its approved methods of administration and
as labeled—was both safe and effective,” the “jury con-
cluded that the same drug—with its approved methods
of administration and as labeled—was ‘unreasonably
dangerous.”” Id. at 35a (quoting Town of Bridport v.
Sterling Clark Lurton Corp., 693 A.2d 701, 704 (Vt.
1997)). Supporting that conclusion, in the Chief Judge’s
view, is the fact that FDA does not merely establish
minimum safety standards, but instead “balances its
assessment of a drug’s safety against concerns for the
drug’s efficacy, taking into account that a safer but less
effective drug is not necessarily best for the public
health overall.” Id. at 47a. With respect to drug labels,
the Chief Judge explained, “FDA considers not only
what information to include, but also what to exclude,”
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in part because overwarning can do more harm than
good. Ibid. )

The Chief Judge also took issue with the majority’s
understanding of Section 314.70(c). Pet. App. 39a-41a.
He explained that the regulation “allow[s] manufactur-
ers to address newly discovered risks,” but “does not
allow manufacturers to simply reassess and draw differ-
ent conclusions regarding the same risks and benefits
already balanced by the FDA.” Id. at 40a.

DISCUSSION

Petitioners’ claims are impliedly preempted by the
FDCA because they challenge labeling that FDA ap-
proved, after being informed of the relevant health risk,
based on its expert weighing of the risks and benefits of
requiring additional or different warnings. The Ver-
mont Supreme Court’s contrary conclusion rests on
its mistaken view that an FDA regulation, 21 C.F.R.
314.70(c), “allow[s] unilateral changes to drug labels
whenever the manufacturer believes [the changes] will
make the product safer.” Pet. App. 13a. That interpre-
tation of the regulation is wrong, because Section
314.70(c) permits unilateral changes based only on new-
ly available information, not based on information that
was previously available to FDA, such as the risk at is-
sue here.

While the Vermont Supreme Court’s decision is
wrong, it does not warrant plenary review at this time.
The decision below does not squarely conflict with any
decision of a federal court of appeals or another state
supreme court. Moreover, this Court’s decisions in two
pending FDA preemption cases—Riegel v. Medtronic,
Inc., No. 06-179 (argued Dec. 4, 2007), and Warner-
Lambert, LLC v. Kent, cert. granted, No. 06-1498 (Sept.
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25, 2007)—may shed significant light on the question
presented in this case. Accordingly, the Cour.t .shoul'd
hold the petition in this case pending its decisions in
Riegel and Warner-Lambert, and then dispose of the
petition as appropriate in light of its disposition of those
cases.

A. Respondent’s Claims Are Impliedly Preempted

Federal law preempts state laws that conflict with
federal law, including state laws that either “make it ‘im-
possible’ for private parties to comply with both state
and federal law,” Geier v. American Honda Motor Co.,
529 U.S. 861, 873 (2000), or that “stand[] as an obstacle
to the accomplishment and execution of the full purposes
and objectives of Congress,” Hines V. Davidowitz, 312
U.S. 52, 67 (1941). Because respondent’s claims chal-
lenge labeling that FDA approved after being informed
of the relevant risk, they conflict with FDA’s approval of
the labeling and are therefore preempted.

1. FDA’s approval of a drug, including its labeling, gen-
erally preempts state law claims challenging the
drug’s safety, efficacy, or labeling

a. FDA may approve a new drug application only if
it determines, among other things, that (i) the drug is
“safe for use under the conditions prescribed, recom-
mended, or suggested in the proposed labeling thereof,”
(ii) there is “substantial evidence that the drug will have
the effect it purports or is represented to have under the
conditions of use prescribed, recommended, or sug-
gested in the proposed labeling thereof,” and (iii) the
proposed labeling is not “false or misleading in any par-
tipular.” 21 U.S.C. 355(d). Thus, FDA specifically con-
siders and approves a drug’s labeling. Indeed, the
agency’s consideration of safety and effectiveness is di-
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rectly tied to its consideration of “the proposed 1apel-
ing,” ibid., in part because a drug’s safety and eftjectwe—
ness depend on the conditions under which it is usgd
(e.g., its dosage, its method of administration, and its
intended use). Labeling is “[t]he centerpiece of risk
management,” as it “communicates to health care practi-
tioners the agency’s formal, authoritative conclusions
regarding the conditions under which the product can be
used safely and effectively.” 71 Fed. Reg. 3934 (2006).

FDA’s review of a new drug application is similar to
its premarket approval process for Class I1I medical de-
vices, see 60 Fed. Reg. 39,180 (1995), which this Court
has correctly described as “rigorous,” Medtronic, Inc. V.
Lohr, 518 U.S. 470, 477 (1996). As part of the approval
process, an applicant must submit “the labeling pro-
posed to be used for such drug,” 21 U.S.C. 355(b)(1)(F)
(Supp. V 2005), as well as extensive information about
the composition, manufacture, and specification of the
drug, any studies of the drug’s pharmacological actions
and toxicological effects in animals, any studies of the
drug’s bioavailability and pharmacokinetics in humans,
any clinical investigations of the drug, and “any other
data or information relevant to an evaluation of the
safety and effectiveness of the drug product obtained or
otherwise received by the applicant from any source.”
g%) C.F.R. 314.50(d); see 21 U.S.C. 355(b)(1)(A) (Supp. V

05).

If FDA is not ultimately satisfied that a drug is safe
for use under the conditions of its labeling and that
there is substantial evidence that the drug is effective
when used according to the labeling, FDA cannot ap-
prove the application. 21 U.S.C. 355(d). Thus, FDA’s
approval reflects its expert determination, based on a
careful review of extensive scientific and technical infor-
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mation, that a drug is safe and effective when used ac-
cording to its labeling, and that the labeling satisfies
federal requirements.

b. In making those determinations, FDA does not
merely police minimum standards of safety, as the Ver-
mont Supreme Court thought. See Pet. App. 19a. In-
stead, FDA weighs health benefits against health risks.
See 71 Fed. Reg. at 3934; 60 Fed. Reg. at 39,180. As this
Court has explained, FDA “generally considers a drug
safe when the expected therapeutic gain justifies the
risk entailed by its use.” United States v. Rutherford,
442 U.S. 544, 555 (1979); accord FDA v. Brown & Wil-
liamson Tobacco Corp., 529 U.S. 120, 140 (2000). FDA
has, for example, approved cancer treatments that are
highly toxic and thus not “safe” as that term is ordi-
narily used, but that are nonetheless safe in the relevant
sense under the FDCA because the potential benefits to
health outweigh the risks. 61 Fed. Reg. 44,413 (1996);
see Brown & Williamson, 529 U.S. at 142.

FDA also weighs the overall health consequences of
including particular instructions or warnings in a drug’s
labeling. As explained above, a drug’s safety and effec-
tiveness are not determined in the abstract, divorced
from its labeling. See 71 Fed. Reg. at 3934. Rather,
FDA requires each new drug application to contain “a
discussion of why the benefits exceed the risks [of the
drug] under the conditions stated in the labeling.” 21
C.F.R. 314.50(d)(5)(viii) (emphasis added); see 21 C.F.R.
314.50(c)(2)(ix). If FDA then concludes that a drug’s
benefits outweigh its risks only under certain conditions,
the agency may require appropriate labeling to reflect
that determination. See, e.g., 21 C.F.R. 314.110(a).

Moreover, a warning in a drug’s labeling must strike
a balance between notifying users of potential dangers
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and not unnecessarily deterring beneficial uses. 71 Fed.
Reg. at 3935. «Exaggeration of risk could discourage
appropriate use of a beneficial drug,” and thereby h:exrm
the public health. Ibid. In addition, excessive warnngs
can cause more meaningful risk information to “lose its
significance.” 44 Fed. Reg. 37,447 (1979); accord 71 Fed.
Reg. at 3935; 65 Fed. Reg. 81,083 (2000). “Warnings
about dangers with less basis in science or fewer haz-
ards could take attention away from those that present
confirmed, higher risks.” Brooks v. Howmedica, Inc.,
273 F.3d 785, 796 (8th Cir. 2001), cert. denied, 535 U.S.
1056 (2002). Thus, as the dissent explained, there are “a
number of sound reasons why the FDA may prefer to
limit warnings on product labels.” Pet. App. 47a (quot-
ing Brooks, 273 F.3d at 796).

For those reasons, “FDA interprets the [FDCA] to
establish both a ‘floor’ and a ‘ceiling’” with respect to
drug labeling. 71 Fed. Reg. at 3935. FDA’s approval of
labeling for a new drug reflects FDA'’s expert judgment
that the labeling strikes the appropriate balance. Ibid.
Where, as here, FDA was presented with information
concerning the relevant risk, a jury’s imposition of liabil-
ity based on a drug’s FDA-approved labeling would in-
terfere with FDA’s expert judgment.

That conflict is especially clear in this case because,
as the dissent explained, any recovery under state law
would be predicated on a finding that Phenergan, as la-
beled, was “unreasonably dangerous.” Pet. App. 35a
(quoting Town of Bridport v. Sterling Clark Lurton
Corp., 693 A.2d at 704). That finding would directly con-
flict with FDA’s determination that the drug, as labeled,
was safe and effective. Id. at 35a-36a. As such, respon-
dent’s claims are preempted. See, e.g., Geter, 529 U.S.
at 881-883 (holding that state suit seeking to impose
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liability for failure to use a particular type of restraint
system would stand as an obstacle to the federal
agency’s decision to encourage the use of a range of re-
straint systems); Buckman Co. v. Plaintiffs’ Legal
Comm., 531 U.S. 341, 348 (2001) (holding that state-law
fraud-on-FDA claim was impliedly preempted because
it would interfere with FDA’s ability to strike a “some-
what delicate balance of statutory objectives”).

2. Federal law precluded petitioner from unilaterally
changing the FDA-approved labeling

The Vermont Supreme Court erroneously inter-
preted 21 C.F.R. 314.70(c) to “allow unilateral changes
to drug labels whenever the manufacturer believes it
will make the product safer.” Pet. App. 13a. As dis-
cussed above, however, the FDCA requires a manufac-
turer to receive FDA’s approval for a new drug’s label-
ing. 21 U.S.C. 355(a) and (d). And because FDA’s ap-
proval strikes an important balance between, among
other things, warning of risks and not overdeterring
beneficial uses, manufacturers may 7.0t ordinarily mod-
ify labeling approved by FDA without first obtaining
FDA’s approval for the change. See 21 C.F.R. 314.70.
Here, for example, FDA instructed petitioner that the
“final printed labeling * * * must be identical” to the
approved labeling. Pet. App. 165a. If manufacturers
were free to make unilateral changes to labeling the day
after FDA’s approval, based on information that was
previously available to FDA, the approval process would
be greatly undermined and the agency’s careful balanc-
ing of risks and benefits thwarted. The Vermont Su-
preme Court’s view that “FDA approval of a drug label”
is nothing more than “a first step,” id. at 15a, is there-
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fore fundamentally inconsistent with the federal regula-
tory framework.

Consistent with the stringent statutory and regula-
tory requirements for approval of a new drug in the
first place, a manufacturer ordinarily must submit a sup-
plemental application before making any changes to
the drug, including changes in labeling. 21 C.F.R.
314.70(a)(2)(v). As a general rule, the manufacturer
must obtain prior approval by FDA before making such
changes. Section 314.70(c) provides a limited exception
to that rule permitting “the holder of an approved [new
drug] application [to] commence distribution of the
[changed] drug product involved upon receipt by the
agency of a supplement for the change” if, among other
things, the change “add([s] or strengthen[s]” a warning
or a statement about administration of the drug in order
to promote safety. 21 C.F.R. 314.70(c)(6)(iii)(A) and (C).

As FDA explained when it proposed that regulation
in 1982, however, changes may be made without prior
FDA approval only “to correct concerns about newly
discovered risks from the use of the drug.” 47 Fed. Reg.
at 46,623 (emphasis added). FDA explained that, “[a]l-
though most changes in labeling would require the appli-
cant to submit a supplement and obtain FDA approval
before making a change,” some changes that “would
make available important new information about the
safe use of a drug product” could be made upon submis-
sion of a supplemental application. Id. at 46,635 (em-
phasis added); compare FDA, Draft Guidance for In-
dustry and FDA Staff, Modifications to Devices Subject
to Premarket Approval (PMA) 19 (Mar. 9, 2007) <http:/
www.fda.gov/cdrh/ode/guidance/1584.pdf> (explaining
that a manufacturer may make unilateral changes to a
device subject to FDA’s premarket approval only if “the
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manufacturer has newly acquired safety-related infor-
mation” that “was not previously considered by the
FDA").

Thus, any changes to a drug’s labeling without prior
FDA approval still must be the subject of a supplemen-
tal application, which FDA can approve or reject, and
must be based on material new information—not infor-
mation that was previously available to FDA, nor even
cumulative new information that does not add materially
to the information that was previously available to the
agency. As the dissent explained, Section 314.70(c) does
not “allow manufacturers to simply reassess and draw
different conclusions regarding the same risks and bene-
fits already balanced by the FDA.” Pet. App. 40a.
FDA’s interpretation of its own regulation is entitled to
significant deference. See Awer v. Robbins, 519 U.S.
452, 461 (1997).

In this case, it does not appear that respondent relies
on any material new information that was not available
to FDA. The parties dispute whether FDA specifically
and expressly rejected the stronger warning that re-
spondent asserts should have been included in the label-
ing. See, e.g., Br.in Opp. 15-17. There is and can be no
dispute, however, that FDA was presented with exten-
sive information about the dangers of accidental intra-
arterial injection from intravenous administration of the
drug, and that Phenergan’s FDA-approved labeling pro-
vided specific guidance on how to inject the drug, either
intramuscularly or intravenously, so as to reduce that
risk. See p. 4, supra. Nor did the Vermont Supreme
Court point to any marked change in the number or type
of reported cases of accidental intra-arterial injection
from intravenous administration that might have sug-
gested that the risk was of a magnitude that was not
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previously known at the time that FDA approved label-
ing that addressed that risk. Under a correct reading of
Section 314.70, therefore, petitioner could not have
changed the labeling without prior FDA approval, and
respondent’s claims are preempted.

Moreover, even when a manufacturer may make a
change at the same time that it submits a supplemental
application to FDA under Section 314.70(c), the supple-
mental application must “give a full explanation of the
basis for the change.” 21 C.F.R. 314.70(c)(3). The
agency may then reject the change based on its own bal-
ancing of the relevant health risks and benefits. See 21
C.F.R. 314.70(c)(T). If FDA rejects the change, it may
order the manufacturer to cease further distribution of
the changed product. Ibid. Changed labeling also “re-
mains subject to enforcement action” if FDA finds that
the change “makes the labeling false or misleading.” T1
Fed. Reg. at 3934; see 21 U.S.C. 352 (2000 & Supp. V
2005). Thus, whether to authorize a change is, in the
end, “squarely and solely FDA’s” decision. 71 Fed. Reg.
at 3934. For these reasons, in practice manufacturers
typically consult with FDA before making labeling
changes that the manufacturer believes could appropri-
ately be made unilaterally under 21 C.F.R. 314.70(c)
while a supplemental application was pending before
FDA. See 71 Fed. Reg. at 3934.

3. The 1962 amendments to the FDCA did not displace
ordinary conflict-preemption principles

The Vermont Supreme Court mistakenly thought
that Section 202 of the 1962 amendments to the FDCA
precludes the application of ordinary conflict preemp-
tion pr'mciples in this case. See Pet. App. 21a-23a. That
provision states as follows:
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Nothing in the amendments made by this Act to the
Federal Food, Drug, and Cosmetic Act shall be con-
strued as invalidating any provision of State law
+ * * ynless there is a direct and positive conflict
between such amendments and such provision of
State law.

Pub. L. No. 87-781, § 202, 76 Stat. 780, 793 (1962).

At the outset, it is not clear to what extent Section
202 applies here. Itis limited to “the amendments made
by” the 1962 legislation. § 202, 76 Stat. 793. While those
amendments broadened the scope of FDA’s new drug
approval process by requiring the agency to consider the
efficacy as well as the safety of 2 drug, see § 102(b), 76
Stat. 781, FDA’s new drug approval process predated
the amendments, see 21 U.S.C. 3565(a) and (d) (1958).
Indeed, FDA approved Phenergan before 1962. See Pet.
6: Br. in Opp. 23 n.8.

Even assuming arguendo that Section 202 is relevant
in this case, however, that provision means only that
Congress did not intend the 1962 amendments to pre-
empt the field of drug regulation; it does not manifest an
intent to displace ordinary principles of conflict preemp-
tion. 71 Fed. Reg. at 3935 n.8. Indeed, Section 202 ex-
pressly contemplates preemption in circumstances in-
volving “a direct and positive conflict.” § 202, 76 Stat.
T793.

The Vermont Supreme Court read that phrase to
refer only to situations in which it would be impossible
to comply with both federal and state law, as distin-
guished from situations in which state law would frus-
trate the purpose of the federal scheme. Pet. App. 21a-
23a. That interpretation is incorrect. Before 1962, this
Court had long used the phrase “direct and positive con-
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flict” to refer to conflict preemption generally, not to a
mere subset of such preemption. See, €.g-, United
Constr. Workers V. Laburnum Constr. Corp., 347 U.S.
656, 663 n.5 (1954); Sinnot v. Davenport, 63 U.S. 227,
243 (1859). In so doing, the Court contrasted “direct
and positive” conflict preemption to “field” preemption,
not to some subset of conflict preemption. E.g., Kelly v.
Washington ex Tel. Foss Co., 302 U.S. 1, 9-10 (1937).
More generally, this Court has never “driven a legal
wedge—only a terminological one—between ‘conflicts’
that prevent or frustrate the accomplishment of 2 fed-
eral objective and ‘conflicts’ that make it ‘impossible’ for
private parties to comply with both state and federal
law.” Geier, 529 U.S. at 873.

In any event, “[t]he Court has * * * refused to read
general ‘saving’ provisions to tolerate actual conflict
both in cases involving impossibility and in “frustration-
of-purpose’ cases.” Geier, 529 U.S. at 873-874 (citation
omitted). That would appear to apply, @ fortiori, to a
provision that addresses only the effect of particular
amendments, not the overall permanent code. See p. 16,
supra. Moreover, even when a statute contained a sav-
ings clause providing that “[cJompliance with” a federal
safety standard “does not exempt any person from any
liability under common law,” 15 U.S.C. 1397(k) (1988)
(emphasis added), this Court held that the savings
clause did not preclude the application of ordinary con-
flict preemption principles, including frustration of pur-
pose principles. Geier, 529 U.S. at 868, 873-874. The
savings clause here, which expressly provides for con-
flict preemption, likewise does not displace ordinary
conflict preemption principles.

In the preamble to its January 2006 rule concerning
the labeling of drugs, FDA explained that the govern-
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ment’s “long standing view{]” is that “FDA approva! of
labeling under the [FDCAT %5 ° preempts conflicting
or contrary State law,” especially considering that “FDA
interprets the [FDCA] to establish both a ‘floor’ and a
‘ceiling’” for labeling. 71 Fed. Reg. at 3934, 3935. The
agency also “recognized(] that FDA’s regulation of drug
labeling will not preempt all State law actions.” Id. at
3936. FDA then provided some specific examples of
circumstances in which state laws are preempted, but it
did not attempt to exhaust such circumstances. See id.
at 3935-3936 (noting that “at least” those examples
would be preempted). In this brief, the government has
articulated a more generally applicable rule of decision,
consistent with the framework and examples set forth in
the preamble, that reflects FDA’s explanation in that
preamble that (i) the labeling requirements are not a
mere minimum safety standard, but rather strike a bal-
ance between risks and benefits, and (ii) FDA’s regula-
tions permit changes in labeling without prior approval
only in narrow circumstances. See id. at 3934-3935."

* While respondent argues (Br. in Opp. 8, 28) that FDA’s 2006 pre-
amble reflected a change in the agency’s position, she relies solely on
snippets from Federal Register notices that did not squarely address,
much less discuss, the preemption question here. See 65 Fed. Reg. at
81,103 (stating that proposed changes to existing labeling rules would
not have federalism implications); 63 Fed. Reg. 66,384 (1998) (response
to comments concerning Medication Guides for “a small number of pro-
ducts,” id. at 66,379); 44 Fed. Reg. at 37,437 (responding to comment
that FDA should use different administrative procedures).
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B. This Court Should Hold The Petition For A Writ Of Cer-
tiorari Pending The Decisions in Riegel and Warner-
Lambert

Although the Vermont Supreme Court’s decision is
wrong, it does not warrant this Court’s plenary review
at this time.

1. Petitioner asserted (Reply 1) for the first time
in its reply brief that the decision below conflicts with
Dowhal v. Smithkline Beecham Consumer Healthcare,
88 P.3d 1 (Cal. 2004). There is no conflict. In Dowhal,
California law required over-the-counter stop-smoking
products containing nicotine to provide a specific health
warning. Id. at 3-4. When the drug companies asked
FDA for permission to change their labels to comply
with the California law, FDA repeatedly denied their
requests, told them to continue to use a different FDA-
approved warning, and stressed that “/a/ny additional
or modified warning may render the product misbran-
ded.” Id. at 5-6. FDA was concerned that a stronger
warning against the use of stop-smoking products would
harm the public health by causing pregnant women to
continue smoking instead of using the (less harmful)
stop-smoking products. Id. at 4-5. Even when FDA
ultimately permitted the companies to modify their
warning labels, it prohibited them from using the partic-
ular labels required by the California law. Id. at 10-11.
Against that unusual backdrop, the California Supreme
Court correctly held that the state law was preempted.
Id. at 11.

There is no square conflict because the Dowhal court
tied its holding, not to FDA’s approval of a new drug
aPp'lilcation, but to the agency’s subsequent, specific pro-
hibition of the warnings that would have complied with
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California law. 88 P.3d at 10-11. On the facts of this
case, in contrast, the Vermont Supreme Court deter-
mined that “FDA has not indicated that a stronger
warning would be misleading.” Pet. App. 13a; see id. at
16a-19a. While FDA had rejected alternative labeling
proposed by petitioner, the court below determined that
there was no indication that FDA did so “to preserve the
use of IV push as a method of administering Phener-
gan.” Id. at 17a. Thus, the two decisions are reconcil-
able based on the differing findings of fact in each case,
and the Vermont Supreme Court might have found pre-
emption in a case like Dowhal even under its erroneous
impossibility standard of conflict preemption. To be
sure, petitioner may dispute the Vermont Supreme
Court’s interpretation of the record in this case. And
the United States submits that respondent’s claims are
preempted regardless of whether FDA explicitly re-
jected the specific warning now proposed by respondent,
because the agency nonetheless balanced the relevant
considerations in approving the product’s labeling after
being informed of the relevant risks. But those disag-
reements with the decision below do not amount to a
conflict in legal authority.

9. Petitioner also relies (Reply 1-2) on a circuit split
concerning the preemptive effect of FDA’s premarket
approval of Class ITI medical devices. That conflict is
real, but is not directly implicated here because this case
involves implied preemption based on FDA’s approval of
anew drug application and regulations governing chan-
ges in labeling, not express preemption based on FDA’s
premarket approval of a medical device. Cf. 21 U.S.C.
360k(a) (expressly preempting certain requirements
with respect to medical devices). Most importantly, this
Court already granted review in Riegel to determine the
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preemptive scope of FDA’s premarket approval of a
Class ITI medical device, and the Court heard argument
in that case on December 4, 2007.

As petitioner’s reliance (Reply 1-2) on the medical-
device cases reflects, there is significant overlap be-
tween the preemption question in this case and the pre-
emption question in Riegel. While the FDCA contains
an express preemption provision concerning devices (but
not drugs), see 21 U.S.C. 360k, this Court has deter-
mined that implied preemption principles are relevant
to the interpretation of that provision. See Lohr, 518
U.S. at 500; id. at 508 (Breyer, J., concurring).

Moreover, FDA’s review of new drug applications
and its premarket approval process for Class III devices
are similar. See 60 Fed. Reg. at 39,180-39,181. In both
instances, FDA conducts an extensive review of a prod-
uct’s safety and efficacy, balances health benefits
against health risks in determining whether to grant
approval, and generally precludes the manufacturer
from making changes without the agency’s prior ap-
proval. See U.S. Br. at 10-14, Riegel, supra (No. 06~
179); pp. 8-14, supra. Under each regulatory regime,
the manufacturer can make unilateral changes in label-
ing only in narrow circumstances while its supplemental
application is pending with FDA. See ibid. Accordingly,
this Court’s resolution of Riegel is likely to be instruc-
tive on the question presented here.

In addition, the petition in Warner-Lambert (which
the Court granted after inviting the views of the Solici-
tor General in this case) poses the related question whe-
ther the FDCA impliedly preempts state tort claims that
require a court to determine, as a condition for imposing
damages liability, whether a drug manufacturer de-
frauded FDA in a new drug application and whether
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FDA would have denied or withdrawn approval of the
drug but for that fraud. See Pet. at (i), Warner-Lam-
bert, supra. That case differs from this one because the
question there involves preemption of state-law determi-
nations of fraud on FDA, while the question here in-
volves preemption of common-law tort claims based on
FDA’s approval of a new drug application. Nonetheless,
because Warner-Lambert involves implied preemption
of claims involving FDA’s approval of a new drug appli-
cation, the decision in Warner-Lambert may also shed
light on the proper resolution of the question in this
case. For that reason as well, the Court should hold the
petition in this FDA preemption case pending its resolu-
tion of the two FDA preemption petitions it has already
granted for this Term.
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CONCLUSION

The Court should hold the petition for a writ of cer-
tiorari pending its disposition of Riegel v. Medtronic,
Inc., No. 06-179 (argued Dec. 4, 2007), and Warner-
Lambert Co., LLC v. Kent, cert. granted, No. 06-1498
(Sept. 25, 2007), and then dispose of the petition as ap-
propriate in light of its disposition of those cases.

Respectfully submitted.
PAUL D. CLEMENT
DANIEL MERON Solicitor General
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Interested persons may submit to the Division of Dockets Management (see

ADDRESSES) written or electronic comments regarding this document. Submit a single

copy of electronic comments or three paper copies of any mailed comments, except that

individuals may submit one paper copy. Comments are to be identified with the docket
number found in brackets in the heading of this document and may be accompanied bya
supporting memorandum or brief. Received comments may be seen in the Division of
Dockets Management between 9 a.m. and 4 p.m., Monday through Friday.

Please note that in January 2008, the FDA Web site is expected to transition to the
Federal Dockets Management System (FDMS). FDMS is a Government-wide, electronic
docket management system. After the transition date, electronic submissions will be
accepted by FDA through the FDMS only. When the exact date of the transition to
FDMS is known, FDA will publish a FEDERAL REGISTER notice announcing that
date.

VIII. Proposed Effective Date

FDA is proposing that any final rule that may issue based on this proposal be
effective on the date of its publication in the Federal Register.
List of Subjects
21 CFR Part 314

Administrative practice and procedure, Confidential business information, Drugs,
Reporting and recordkeeping requirements,

21 CFR Part 601
Administrative practice and procedure, Biologics, Confidential business

information.




21 CFR Part 814

Administrative practice and procedure, Confidential business information,
Medical devices, Medical research, Reporting and recordkeeping.

Therefore, under the Federal Food, Drug, and Cosmetic Act and the Public Health
Service Act and under authority delegated to the Commissioner of Food and Drugs, itis
proposed that 21 CFR parts 314, 601, and 814 be amended as follows:

PART 314-APPLICATIONS FOR FDA APPROVAL TO MARKET ANEW
DRUG

1. The authority citation for 21 CFR part 314 continues to read as follows:
Authority: 21 U.S.C. 321,331,351, 352, 353, 355, 356, 3568, 356b, 356¢, 371, 374,
379.

2. Section 314.3 is amended in paragraph (b) by alphabetically adding the
definition for "newly acquired information” to read as follows:

§ 314.3 Definitions.
* * *
@

Newly acquired information means data, analyses, or other information not
previously submitted to the agency, which may include (but are not lhited t0) data
derived from new clinical studies, reports of adverse events of a different type or greater
severity or frequency than previously included in submissions to FDA, or new analyses
of previously submitted data (e.g., meta-analyses).

* * * * *
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3. Section 314.70 is amended by revising paragraphs (c)(6)(iii) introductory text

and (c)(6)(iii)(A) to read as follows:
§314.70 Supplements and other changes to an approved application.
* * * * *

O i

©***

(iii) Changes in the labeling to reflect newly acquired information, except for
changes to the information required in § 201.57(a) of this chapter (which must be made
under paragraph (b)(2)(v)(C) of this section), to accomplish any of the following:

(A) To add or strengthen a contraindication, warning, precaution, or adverse
reaction for which the evidence of a causal association satisfies the standard for inclusion
in the labeling under 201.57(c) of this chapter;

* * * % *
PART 601-LICENSING

4. The authority citation for 21 CFR part 601 continues to read as follows:
Authority: 15 U.S.C 1451-1561; 21 U.S.C. 321, 351, 352, 353, 355, 356b, 360, 360c-
360f, 360h-360j, 371, 374, 379, 381; 42 U.S.C. 216, 241, 262, 263, 264; sec 122 Pub. L.
105-115, 111 Stat. 2322 (21 U.S.C: 355 note).

5. Section 601.12 is amended by revising paragraphs (f)(2)(i) introductory text
and (f)(2)(i)(A), and by adding paragraph (f)(6) to read as follows:

§601.12 Changes to an approved application.

* B * * *

MH***
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(2) Labeling changes requiring supplement submission--product with a labeling
change that may be distributed before FDA approval. (i) An applicant shall submit, at the

time such change is made, a supplement for any change in the package insert, package

label, or container label to reflect newly acquired information, except for changes to the

package insert required in § 201.57(a) of this chapter (which must be made under
paragraph (£)(1) of this section), to accomplish any of the following:

(A) To add or strengthen a contraindication, warning, precaution, or adverse
reaction for which the evidence of a causal association satisfies the standard for inclusion
in the labeling under § 201.57(c) of this chapter;

* * * * *

(5) For purposes of paragraph ()(2) of this section, information will be
considered newly acquired if it consists of data, analyses, or other information not
previously submitted to the agency, which may include (but are not limited to) data
derived from new clinical studies, reports of adverse events of a different type or greater
severity or frequency than previously included in submissions to FDA, or new analyses
of previously submitted data (e.g., meta-analyses).

* * * * *
PART 814-PREMARKET APPROVAL OF MEDICAL DEVICES

6. The authority citation for 21 CFR part 814 continues to read as follows:
Authority: 21 U.S.C. 351, 352, 353, 360, 360c-360j, 371, 372, 373, 374, 375, 379, 379,

381.

7. Section 814.3 is amended by adding paragraph (o) to read as follows:

§ 814.3 Definitions.
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(o) Newly acquired information means data, analyses, or other information not
previously submitted to the agency, which may include (but are not limited to) data
derived from new clinical studies, reports of adverse events of a different type or greater
severity or frequency than previously included in submissions to FDA, or new analyses
of previously submitted data (e.g., meta-analyses).

8. Section 814.39 is amended by revising paragraphs (d)(1) introductory text and
(d)(2)(i) to read as follows:

§814.39 PMA supplements.
* * * * *

(d)(1) After FDA approves a PMA, any change described in paragraph (d)(2) of
this section to reflect newly acquired information that enhances the safety of the device or
the safety in the use of the device may be placed into effect by the applicant prior to the
receipt under § 814.17 of a written FDA order approving the PMA supplement provided
that:

*

2)*+*
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(i) Labeling changes that add or strengthen a contraindication, wamning,

precaution, or information about an adverse reaction for which there is reasonable

evidence of a causal association.

* * * * *

DATE: __[2/Y/97
December 4,.2007.

SIGNED: ;// :
JeffrEy n,
As Commissioner for Policy.
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