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Plaintiff's Amended PageILine Designations - Kinon
State ofAlaskn v. Eli Lilly and Company

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

amends its deposition designations as follows:

PLAJfNTlFF'S AME DED PAGElLlNE DESIGNAnONS

iN THE SUPERJOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRICT AT ANCHORAGE l:::C
Ch.",~I'V,

STATE OF ALASKA,) JUdge p." Cf
) FEB 'ndner

Plaintiff,) -." of H[CTJ
) rhi/}',sk. s

. JUdh:ial/J.oerior
v. ) Case No. 3AN-06-05630 Cl'rb~ Vis/,· C.

)

ELI LILLY AND COMPANY, )
)

Defendant. )
)

FELDMAN ORLANSKY

& SANDERS

500 lSrREET
FouRTH FLooR

ANCUOflAGE, AK
99lO1

TEL: 907 .V2.3S38
FAX: 907.274.0819
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DATED this 28th day of February, 2008.

FELDMAN, ORLANKSY & SANDERS
Counsel for Plainliff

By_-:::-cWL-,-::-::-=-:- _
Eric T. Sanders
AK BarNo. 7510085
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George Lehner
Hotel Captain Cook

Certificate of Service
I 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
30 I West Northern Lights Boulevard, Suite 30 I
Anchorage, Alaska 99503-2648

Case No. 3AN-06-5630 Cl
Page 4 of4

002749

FlBICH HAMPTON & LEEBRON
Kenneth T. Fibich
1401 McKinney, Suite 1800
Houston, Texas 770 I0
(713) 751-0025

CounselJor Plaintiff

HENDERSON & ALLEN, LLP
T. Scott Allen Jr.
2777 Allen Parkway, 7

th
Floor

Houston, Texas 77019-2133
(713) 650-6600

Plaintiff's Amended Page/Line Designations - KinO"
Siale ofAlaska v. Eli Lilly and Company

RICHARDSON, PATRICK,
WESTBROOK & BRICKMAN, LLC
H. Blair Halm
Christiaan A. Marcum
David Suggs
P.O. Box 1007
Mt. Pleasant, SC 29465
(843) 727-6500

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

:~~~ate ~V

GARRETSON & STEELE
Matthew L. Garretson
Joseph W. Steele
David C. Biggs
5664 South Green Street
Salt Lake City, UT 84123
(801) 266-0999

FELDMAN ORl.ANSKY

& SANDERS

500 LSrREEr
FouRnI fLOOR

ANCHORAGE, AK
99>01

TEL: 9OO.2n.3538
FAX: 900.274.0819



./

STATE OF ALASKA,

Plaintiff,

v.

Defendant.

ELI LILLY AND COMPANY,

in preparation for this previously scheduled and noticed deposition, Lilly unilaterally

Case o. 3AN-06-05630 Cl
Page I of5
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Plaintiff's Memorandum in Support of Its
Notice of Deposition of Joey Eski
State ojAlaska v. Eli Lilly and Company

PLAINTIFF'S MEMORANDUM IN SUPPORT OF ITS NOTICE OF
DEPOSITION OF JOEY ESKJ

On November 21,2007, the State of Alaska noticed the deposition of Joey Eski for

unilaterally "ruling" that the Court's rulings on summary judgment somehow rendered

, Exhibit A, Notices of Deposition dated November 21,2007 and February 13,2008.

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

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

the deposition testimony irrelevant. The State made it clear it objected to the

cancellation,2 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

canceled the deposition on the eve of it, without any motion seeking protection,

FElDMAN Oa.u.HSKY
& SANDERS

SOOLSTREET
FouRTH A..ooR

ANCHORAGE., AK

99S01
TEL: 907.2n.3S38
FAX: 907.274.()819



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.

LiUy's remedy, were it even conceivably correct, was not to unilaterally cancel 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

They further provide that, "The infonnation sought need not be admissible at trial if the

Case No. 3AN-06-05630 Cl
Page 2 of5

00275/

Plainli/T's Memorandum in Suppon of Its
NOllee of Dcposilion of Joey Eski
State ojAlaska v. Eli Lilly and Company

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, ....,,3

indeed the testimony is subsequently determined to be irrelevant. Whether the State is

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

3 Alaska R. Civ. Pro. 26(b)(I).

'ld.

entitled to the deposition should be measured by the Rules of Civil Procedure. Those

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.

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

FElDMAN ORUoNSKY

& SANDERS
SOOLSnlEET

FoURTII FLOOR
ANCIIORAGE, AK

99S01
TEL: 907 .2n.3538
FAX: 907.274.0819



the information communicated by the manufacturer, ....,,5 As a sales representative of

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

minimize risks of adverse events as reflected in Exhibit D?7

she communicate adverse reactions as warnings or therapeutic benefits? Did she

consistent with the label? Were they contrary to the label or did they vary from it? Did

Case No. 3AN-06-05630 Cl

002752 Page 3 of5

with the labeling itself. For example, were her communications with Alaska physicians

Zyprexa's risks. What she said and did regarding the label is inextricably intertwined

information.6 Therefore, what Eski said and did regarding the label in the offices of

Alaska physicians is higWy relevant and probative on whether Lilly adequately warned of

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.

Plainliff's Memorandum in Suppon of Its
Nouee of Deposition of Joey Eski
Slale oJAlaska v. Eli Lilly and Company

~ Defendant Eli Lilly and Company's Opposition to Plaintiff's Motion to Preclude
es~ony or Argument That Zyprexa's Labeling "Warned" of Diabetes HI'

or WeIght Gain, I. ' yperg ycemta

• Exhib' C L'IDa 'd T'th ' I Nly USA Sales Good Promotional Practices (Exhibit 8 to the Deposition of
VI omas oesges, January II, 2008).

7 Exhibit D, Plaintiffs MOL Exhibit Number 1169.

FELDMAN ORUt.NSKY
& SANDERS

SOOLSrREET
FOuRmFLOOR

AJotCHORAGE, AK
mol

TEL: 907.m.3S38
FAX: 907.214.0819



DATED this 28th day of February, 2008.

FELDMAN ORLANSKY & SANDERS
Counsel for Plaintif!

FEU>MAf'I ORU.NSKY

&SANDEJlS
500LSTREET

Fouanl FlOOR
ANCuORAGE. AI<

mol
TEL: 901.2n.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

RJCHARDSON, PATRJCK,
WESTBROOK & BRJCKMAN, 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 oflts
Notice of Deposition of Joey Eski
State ofAlaska v. Eli Lilly and Company

BY ~--
Eric T. Sanders
AK BarNo. 7510085

HENDERSON & ALLEN, LLP
T. SCOll Allen Jr.
2777 Allen Parkway, 7th Floor
Houston, Texas 77019-2133
(713) 650-6600

FIBICH HAMPTON & LEEBRON
KerUleth T. Fibich
140 I McKirUley, Suite 1800
Houston, Texas 77010
(713) 751-0025

Counsel for Plaintif!

Case No. 3AN-06-05630 CI
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Certificate of Service
J hereby certify that a true and correct copy of Plaintiff's Memorandum in Support of Its

otice 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

FElDMAN ORLANSKY

& SANDERS
SOO lSTRln

FoollTll FLooR
ANCHORAGE. AK

99501
1'EL.: 907.272.3.538
FAX: 907.274.0819

George Lehner
Captain Cook

Barry Boise, via email (boiseb@pepperlaw.coml

pepper~n

By~ ~~Date~

Pla~tiff's Memorandum in Support of Its
Ollce of Deposition of Joey Eski

Siale ofAlaska v. Eli Lilly and Company Case No. 3AN-06-05630 CI

aa2754 Page 5 of5



IN TIm SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRICT AT ANCHORAGE

NOTICE OF VIDEOTAPJi,"Il DEPOSITION

FELDMA.'l ORLANSKY & SANDERS
.-,-.----- --------C=.eLfp7..E1aiJJtijJ_'__.. _

By ~
Eric T. Sanders
Ax BarNo. 7510085

PLEASE TAKE NOTICE that p1lIlluan~ to Rules, 26, 30 and 30.1' ofllie Alaska

Rules of Civil Procedure, Plaintiff State of Alaska will t!lkc the deposition upon oral

examination ofJOEY ESKI at ~:'OO A.M, on Thursday, December 13,2007, at the offices of

, Ice Miller, ILP, One American Square, Sulte 3100, Indianapolis, Indiana 462S2. The

'deposition will be 1llkenbefore 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 r";'orded

stenographically and videotaped.

DATED this 1.-, day ofNovember, 2007,

f;xhibit A. Page 1 of 4
SQA Memo !D SuOOOo of Ngt!oe

Stot. ofAlaska v. Eli Lilly and Cmnpany
elISe No. 3AN-06-S630 CI

of Deposrtion of Joey Eski
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Plaintiff,

vs.
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Notice ofVideotaped Deposition - Joey Eski
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RICHARDSOJil, PATRICK, WESTBROOK
& BRICKMAN, LLC

H. Blair Hahn
Christiaan A. Marcum
COWlSelJor Plaintiff

Certificato ofSorvice .
I horeby certify iliat a truo and eorrect copy of .
Notice ofVJdootaped~~on - ~oer E'kl
was served by mail I~ I facsimilo on:

Brewster H. Jamieson
Lono Powell LLC .
301 West NorthemLigbts Boulovard, Suite 301·
Aneber.go, AJaska 99503·2648

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

~~o~1ft~

Exhibit A, Page 2 of 4
SOil. "emil' S IlPU&''' tl;

State ofAlaska v. Eli Lilly and Company
Case No. 3AN-<l6-S630 CI

of Deposition of Joey eald

002756

Notice ofVideotaped Doposition - Joey Eski
Pago20f2

Fm.Dw..NOKu.mrr .
dtSA.'«ISS .
>lXlL.....,

Foumi""'"- ...""99501'
Ta.:9D7.:m.mi
FAX:9fl1.2704.OI!1.9
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. IN THE ~UPERIOR COURT FOR THE STATE OF ALASKA

THlRD JUDICIAL DISTRICT AT ANCHORAG~

STATE'OF ALASKA,

Plaintifl:; .

vs,

EULILLY AND COMP~,

Defendant

)
)
)
)
) Cl!Se No. 3AN-06-5630 CIY
)
)
)
)
)

I

I.
I

I F""'..... Oou.Hsn
1lt8.<NllDs

'DOLS'1u:ET
RlURmfiOlDt

"'''''''''''''''AX
"""'IEL:907.272.!S3I

FAr: 900..714.08"19

. RE-NOTICE OF VIDEOTAPED DEPOSITION·

..PLEASE TAKE NOTICE lhat pursu~t to Rules 26, 30 'and 30.1 of the Alaska

R~es of- Civil' PIocedure,.·Plaintiff State .of Alas;"'. will .take· the· depo~ti~n upon' oral
'. "., '"

examination ofJOEY ESKI at 9:30 A.M. on Thursday, February 28,2008, at the offices of .

Lane Powell, LLC, 301 West Nqrthem Lights Boulevard, Suite 301, Anchorage, Alaska

995Q3. The deposition will be !Menbefore a Notary Public or some otherperson authorized

by Rule 28 ofthe Alaska Rules ofCivil Procedure ttl administer oaths and it will be recorded

stenograpb,ically' and videotaped. .

DATED this -JC day ofFebrua.ry, 2008.

FELDMAN ORLANSKY & SANDERS
CounselfOT Plaintiff

By r(jpf5PyI
~ ,~

BarNo. 7510085

Re-Notice ofVideoteped Deposition-Joey Eski
State ofAlaaka v. Eli LiUy and Company

Page 1 of2

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

or Deposition of Joey Eski
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; ....

GARRETSON & STEELE
Matthew L. Garretson
Joseph W. Steele
Counsel for PlainWr
RIa-fARnSON,PA1RIcK, WEsrnROOK

& BRICKMAN, LLC
H. Blair Hahn .
Cbristiaan A. Marcum
David L. Suggs
Counsel for Plaintiff :

. Certificate of Service
I hereby certify that a true and correct copy of
Re-Notice ofVideotaped Depositio!!':' Joey Eski '
was served by messanger 00: ..

Brewster H. Jamiasoo
Lane Powell LLO
301 Wast Northern Lights Boulevard, Suite 301

.Anchorage, Alaska 99503-2648

Barry Boi$e, Via email Cb~iseb@pepperlaw.com}
PeppatJjiltoo '..

~~e.~~{:pv&

PE1.D>U..",~

"'SAN.....
SlXJLSt7.m­
Fo1lml"­_.AX

",.,

TB.:'Jf17.211.3S3B
i'1\JC907.274.0819

I :

i I
I

Re-NoticeofVideotaped Deposition-Jo~Eski
Stat. ojAlaska v. Eli Lilly and Company

002758
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Exhibit A. Page 4 of 4
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or Deposition of Joey Eski
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Mary Beth Rivers

From: Chri5ti5an MlltOJm
To: Mary Beth Rl'v1:!rs

Cc:
Subject: PH: exhibit list

Attilchments:

Senh Thu 2/28/2008 2'34 PM

From: DavId Suggs [mailto:dsuggS@attglobal.netl
sent: Wed 2/27/2008 9:14 PM

To: 'lehner, George A.' Ch . tlaan Marcum
Cc: BlaIr Hahn; 'Tommy Rblch'; salJen@crusescott.CDm; ns
Subject: RE: ExhlM list

George -

We will meet ou in the lobby now. However, if anybody needs to go the. 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. [mallto:lehnerg@pepperlaw.coml
sent: Wednesday, February 27, 2008 6:05 PM
To: dsuggs@attglobal.net
Subject: Re: Exhibit Ust

Dave.

We have a clear disagrcemenrabout what the scope of IheJudge's ruling and ii'S impact on the case. Can you meet al5:15
in the lobby. Bring ....homever eJre you like. You m~y need to go (0 the JUdge-if we can't get this clarified.

~rg••

- Original Message_
From: David Suggs <dsuggsCartgJobalnel>
To: Lehner, George A.

Cc: TFibichOFm..-Law.com <TFibichOFHl.-Ldw.com:>; 'Eric Sanders' <sanders~frozenIQw.com>; 'Soon Allen'
<.sallenOcrusescou.com.>; bhahn@rpwb.com<bhahnCrpwb.com>;Jamie.sonB@lLancPowell.com<JemiesonBqJlLanePowell.corrP
Ser" Wed Feb 27 28,55,40 2008
Subject: RE: Exhibit List

Exhibit B, Page 1 of 3
SOA Memo in SuPPOrt of

Notice of Deposition fo Joey Eski

002759
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Page 2 of 3

P.S. If you still intend nol [0 produce Ms. &ski. you should make arrangements for contaCling Judge Rindner in edv8nce
for un emergency hearing.

From: David Suggs Imailto"dsuggsllPattclobal nell
Sen!: Wedn<sday. February 27, 2008 7:40 PM
To: 'Lehner, George A.' r
Cc: 7FibichCFHL-Law.com'; 'Eric &tnders'; 'Scott Allen'; 'bbahn«Prpwb.com'; 'JamiesonB@LanePoweJl.com
Subject: RE: Exhibit List

Gcorge-

I seriously doubllhlll the Court's ruling will have much, if any impacl. on the e~aent of the documentary evidence we offer
dt (rio I &5 much of it is relevant and admissible fOT more lhan one purpose. In any event, I am much more concerned IlboUI
getting pre-admission of documenls for opening stQtements and Our first two witnesses nexl week as requested by the
Court lhan I Dm in amending exhibit lists. Please gel us the list )'ou promised us chis morning as soon as possible.

On another more time critical maller, I was just' now informed Ihtlt we have received a leller signed on behalf of Brewster
Jomieson thill Lilly will nol be producing Joey Eski for her deposition tomorrow moming despite the fact that her
deposilion wes duJy noticed on Ihat dille per LiIly's request lIned 10 cn1J Brewster Jamieson IIbout this and was li!ltening
to his voice mail tell me he was unavailable when 1received your email below so I am responding to both you and
Brewslcr in this emuil. Be advised thai we intend 10 lake Ihe dcposilion or Ms. Eski tomorrow morning 1119:30 at
Brewsu~r's office as previously noticed because her lestimony is highly relevtlnt 10 Ihe remaining causes of Dction. We
expect and demand 10 (akc her deposilion tomorrow morning and if you do not' produce her we will seek appropriate
sanctions from the CourL

Prom: Lehner, George A. [majJlo·lchncrg@pep~
Sent: Wednesday. February 27. 2008 7:09 PM
To: dsuggsOatlglobal.ner; Tommy Fibich
Subjecl: Exhibit I..iSI

~ven;ommy - In light of the ]ud~e's ruJrngtoday. we will be amending O'.Jr response to your exhibitlis( thai r sent you
I Iy. assume os well that you will be remoVing docwnents from the li:st.

George

;r,:=~I:'::':~~~~~~t~~e:.;e:~:t~~t:~If y?~ have received this email in error, please notify the sender
this email without lhe author's orio; permission ~e have ::,;::ent. y~~ mus( no: ~~, use, ~isclose, copy or distribule
viruses, but we ulvise you lo c~ OUT OUT ow· . precau Ions to mmuDize the nsk of transmitling SOftware
liability for any loss or damage :USed ~ softw:;~eckSo~ any alta.chmen! ~ thi~ m~a8e. We cannot accept
amfidtntial and may be subjecllo the al~y-elieru Pri~ieThc ~;fOrmatlO~ c?Otamed In ~I~ communication may be
receive simifarclectronic messilges from US in future t'hen Pl:~ ~o;~~eto ~h~n:: ~~:;~:~ you do not wish [0

Exhibit B. Page 2 of 3
. SOA Memo in Support 01

Notice of Deposition fa Joey Eski
hn

P
:lIowa.rpWboCOmlexchange/mbriverslInbOxIFW:%20Exhibil%20Li&LEML?Cmd"'Open 2128/2008
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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 pennission. 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 infonnation contained in this communication may be
confidential 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

htt '/1 b Nollce of Deposition fa Joey Eski
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Objective; To provide sales personnel with 8 policy and procedures regarding how to handle unsolicited
questfons for olf..JabellnrormatJon or unapproved products In order (0 ensure compllam::e with all
applicable laws, regulations, and company policies.

DO

~
-I

S -
UIyUSA

SALES GOOD PROMOTIONAl PRACnCES
EliliLLY AND COMPANY

UNSOI:JCfTE) QUESTIONS ON OFF-LABEL INFORMATION OR UNAPPROVED PRODUCTS
GPP 02-004

•

Scope: This GPP appnes 10 all sa!es personnel aM sales suppon personnel (n LlllyUSA and all sales
adlvlties that take place in the United States or with US Healthcare Professionals.

Policy Stalement ~ is the policy of Eli LJ1Iy and Company \0 comply wllh FDA regulallons thaI prohibillhe
promotion of eny unapproved new product: or Indication, dosage form. andlordosing schedule for any
maneted product. wIth any QJSlomer by sales and marketing personnel, Dr other Lilly personnel or
representatives in a promotional conteKL

Definitions:
He3lthcare Professipoal- A Healthcare Professional Is defined as any physicIan, physicIan's assistant,
nurse, nurse pradJtioner, dlabetes nurse educator, c1inlcallnvestlgalor, phannac1st, Pharmacy end
Therapeoocs Commtnee ("P&Tj member, sodal worker, caseworker, dietitian, office st.aff, or any
Individual Involved ,In prescribing, paT, access, formUlary, purchasing and/or reimbursement decisions,

Off-labef Information; Any information about <1 Ully product that is not contained In or is not consistent mh
the package Insert labeling approved by the FDA, Examples Include, but are not IImfled to, Indications,
dosage~s. dosing schedules, combination therapy, and sefely InfonnaUon,

Procedure:

Sal6S Personnel M4YNOT;

Proactiv~ly diSCU;;s, present, or,promota infolTIlaUon concemlng unapproved new products or
oft-tabel mformahoo about approved products with any customer or health care professional, .

However, Sales Personnel MAr.

:f~r:~~Tti~ns~er~~~~er:~~~~e~r:::pprovalor off-label product InforrnaUon, bul only If

• The response Is made to a custo~er~generaled, spedflcquesl1on. The questfon from the
customer cannot be prompted in any manner

If a bro~d. general questlon is posed, ask the customer to narrow the InqUiry

Do not 9~t dl"3\'m into detailed discussions of an off·label use. Route detailed questlons
baCk to UlIYS Custaner service Group for a medlcallener response

Before yotJ respond you must advise the customer thai their questlon Is about an
OFF-lA8E~ or ~O~ A\PROVED topic and If appropriate, remind lhem of lha1 drug's
~DA-authonz.ed mdlCation(s) and/or dosage and other- relevant labeling information'
~mPle: -Voo will ".?le [drug name) Is nOl!ndJcated for - tt is indi~ted

• tf the HCP's specffic request Is co\tel9d In a Brafld..a .
must be used. It is the responsibility of the safes for~~~~~~::~";~= ~:nse

State of Alaska v. En Llny ami Company.
Confidential. Subject to Protective Ord~r
ZYAl\-AG200026780

002762
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•

•
verbatims and instructions about how to handle unsolicited Questions. Ally Brand
verbatims and instnJt:1}ons wDl be found on KM

If a Brand verbatim or other Instructions are not available and the sales force knows the
answer. a reply specific tD the question asked may be given, but cannot be promotional

The reply must be made only to the individuai asking the question; others should not be
able to hear !he conversation

Sales personnel must not volunteeradditlonallnforrnation except Within approved
labeling

Add fair balance (sa:ery Information);f relevant

Sales pel'Sonnel must also offar tfle HCP the opllon of a'medicalletter request as a
supplement to the representative's verbal respon~e.

If there Is no Brand verbatim and sales pe~onnel does not know any other lnfonnat/on related to the
quesUon, the sales force must request a medical letter to respond to the health care professional's
unsolidted questlon.

Medicalletlers can be requested by one of the 'ollowing methods:

a. Call Sales Services (1-8DO-222·tNDYj to request 1hat a medical letter response I>e sent co
the requester;
b. Request a Medical Letter response be sent 10 the requester in the customer call seCllon of
Premier Fon:e.

Policy Owner. Director of ComplJance lor sales

Effective Date: 1/15104

Vemion 3

NOTE: If you Bre using a printed copy of lhis documen1, check that the version number Ie consistent
with the current vel1lion number in KM.

State of Alaska v. Eli LIlly and Company'
Confidentlal_ SUbjectto Protective Ord~
ZYAK-AG200026781 r
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DenMr.P=y:

This 000= a number oflabdiDg pi""" for ZypfCXl! identifio<i as amnIti-page detail aid, OIr
0026; Stat-Gruns identified as 0L-0077 and OIrOO78; a: Jel\Cr to the California Departmellt of
Health Scien= (assmned to be an exxmple ofsimilarlettolito othef states) with an attaclu:d
backgrounder, and a "Jobo Q. Public" Jetter"alL submitted as required with .. filrm FDA=3 and
also lbund during noIma19UIVelJJance a<tivi1Ia This also concerns other promotional activitiea,
sucl> as, an int....ctive teleconference held oD!<Jr ,",om October Z, 1996: The Division ofDrug
Marketing, Advertising and Communications (DDMAC) considers these promotional1Dbeling
lie=;. and promotional activities to be false <it misleading. and in violation oflbeFederai Food,
Drug. and Co$IDetic Af;t (Act).

\..

PACS 2/7

NOV r 4 1900

ZYI 00074131
Exhbt 0 Page 1

. SOA Memo in Support of
Notice of Depos;lion of Joey Eaki

Case No. 3AN.Q6..5630 CI

10.301594!i"771

002764

RE: NDMZO-5ilz'
Zyp=a (olaDzapine)
MACMIS ID # 4QgZ

TRANSMlTrED VIAFACSIMlLE

The promotional CIlIIlPaigD, incloding lbe above identified labeling piec<l!' and oth"", submitted
with the fOnD ZZS3.. is lacking i.o appropriate j>a1MCe, thereby creating a misleading Jucssage
about Zypre:xa. The pro:m.otional materials etrii>bas:il.c c:fficncy dai:a. but do not provide &1.lfiiciem
b1lIanoe relating to edv",!", events~ cautionary infonnatioD. Further, they do not adequately or
prominently disenss sev=J boportlIll adverse events specificaiIiSeiii:ted for emphasis in the
approved labeling. These events ittclode orthostatic h:ypoteDsio~ seizures, transaIninase
elevetioos; weight gam, dizWless, and~ '.r

, . '~n

A. Specifically, the referenced demiJ aid, OL-l)O~6; i. in violation oflbe Ad in the IQIlowing
particulars: uJ '

:£~

1. On page fifteen. in the somm.,y ofth1?Safuty Profile forZypre><a, several ofthe buJJeted
statemcms e('e ~dcredto bemisl~g: 1 •

~Ir

Charles R. Perry Jr.
Director
Phaimaceulical ColIlIIlllDications and Compliance
Eli Lilly aod Company
Lilly Corporate COOler
lDdianapolis. IN 4Q:1.8S

14-5I~ ·~S.33 PROM.DDKAC·

f,~ D£PARTMENT OF HEALTH &. HUMAN S)iRVlCES

ZYPfexa MDl1596 Confidentfal-SubJect to Protective Ord8'
Zyprexa MOL Plaintiffs' Exhibit No.01169 r

i·
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:,\4_08 lEi.33 FROM.OOMAC

Chaxles R Perry, Jr.
EliLiIJy&Co.
NDA2D-S92

':.'

tb.301.S94B.??1

a. "Avoids clinically sigDifjcant chllngos in orthostatic blood pres""",." This
statomom is misleading;beca1lSe the approved Jai?elingincludcs a lenglhy
discussion oforthostall"<; hypoteusion. iDcJuding syncope, caused by
Zypre>ra and suggeml!iis """"I""" bemiuimiu<l by _tillg with a SlIlg
QD dose. In addition, Lilly has fuiJed to provide'information tbBt dizziness
oe<:UrS in 11% and postural hypotension occurs in 5% ofpatie:ats.

b. "Trmsi~ asymptomatic elevations in hePatic uansaminases." This- is
misleading because the ~pproved labeling states about 1'Yo ofpatients
disoontinoed trealInem because ofelevated transatninases. and -.s
caution should be exercised in patieuts with hepatic inlpainnem. While a
fuotnote ou this page mcamons that periodic reassessmeat oftmnsaminases
is ·recolDIUetl.kd in pati~pls with hepatic disease, this fOotnote does not
provide suflicieut balon'" furlhis claim. The entiI<: throat oflhis campaign
is to point outtbeJ. Zypr= is dillereat and sali:r than older antipsychotic
drugs. Th=fure, it is necessary to propclly eniphDSize those ad,...,..
evems that do occur, tHa't'rcqu;re datltioD wheu.u~Zyprexa.

'J.~, II, oS It;

2. On page three, the last bulleted stntem"" rculs, "PatiOl1ts with mioleraoce to other
ontipsychotlcs bacause ofexlrap'yralnidl!l. or:<>ther Ildverse reactions." This statement is
misleading because it lacks proper bulaAce aiad does Dot aCYWlLte!Y re.flect the informatioa
in the approved labeling.. For cnmplc;'tlic Iab"1ing reports a dose related in=ase in
cxtrapytamidal symptoms, and tarcliVl> d~esiA ;s listed as a Wanting end as e freqneot
ooverse event. ' . :J[U: l;' s n - . .-

~,

3. The subheadJines, "Outstanding contrO'",ve': the CombinatioU..," "Outstanding Comrol of
Positive Sympto=; ond "Outstllnding.b>olrol of'Ncg;ltive Symptoms" appear on pages
four, six. and eight, respectivt:ly: These<subheadli!ies ",uegarded lIS implications of
superiori;y over other antipsycbotic'prtJaocls tbat lire nosuh=tiated. While DDMAC
does not qnestioo the efficacy ofZypr<idl or ;,s ability to "control SJ'Illlltoms," terms such
as"'ou~' are umally inteipreted'As c1aim.s ofsuperiorityahd, as such,. must be
adequately SllppOlfe<L ",

·ill

Zyprexa MDl 1596 Conftdenual-SUbj~cl to Protective Order
ZypreXa MDL Plaintiffs' Exhibit No.01169
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Charles R Pc:ay, Jr.
Eli Lilly & Co.
NDA20-592

..J'.
Page 3

l"':'.'
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;j)'.<
I :r UI

,II·'
Illl·
ffil' ....
ir.i\
1~ ~. i ."
de

On page twclw a discussion ofadveri¥ \,;,bnt~ ,p~ear.;. In tbe~g ofo~er rommoDly
observed adverse ovents, tudive dyskii!esia is oo('included. Th~ !'Pproved blbeling IiSlll
ta(tlive dyskinesia as both a Waming~d nS ap ad,rene .11?ldioDr~Cl.iurring:frequently.
being defiDed as at least lIlOO patients .(1%). 'It $0 minimizes.ille dose related increases
in all B><1Iapyramidai symptoms. e.g. 25",l; at IOmg., and 32% itt iSmg. versus 16% for
placebo.

On page 16, the bullet "No dosage wWslments lbr mo>~ elderly" is mlsleeding. The
approved labeling states thai c.nrtiOIl sY,ould be used in dosing the elderly, especially if
there are other factors that might addiiively influence drog metabolism andlOI'
pharmacodynamic sensitivity. Howe~?!, tbe Ou1let suggests that: d~sing is simple and easy
and docs Dot convey any cauuoa.ary ilfprmaUon.

On page 19. the presentation ofZypr~'s pbarma~logi~ profil~Js,misleading. The
labeling states that the mechanism ofaction is unknown and provJCies proposed theories of .
the drug's activi1.ies However, Lilly 1I¥,Presllllte~Z}']lJi<xa's actjyitY HS e:tact and implies
tbJrt there an: l... advex>e events, sucH''iLs oiitrapyz>midcl motor 'function, due roJhe
selective action. Howevet". a lowirtCid~ce"Ofextfapymnida1~ is not due to
selective modulation ofpathways inlpli\l1Iterl iIl sc~phrenia. \i

, '\-~ J' I! .
Further, Lilly has selectively chosen·to:p;rbent·Zyprexa's mote bc;,eIidal propnsed actions
and has not iDcluded. for cxmhpte,. that 'lIe drug iUlta~o~ «..adrenergic receptors. thus
explailJing ilS orthostatio hypotension ~fje.ots. In addition, tho claim that Zyprexa is a
selective modalator in 1Ilo lim three btiljets is inco~eotwith the cIaimin the lest bullet
th<t Zyp=a demonstMes broad pl!llr$eologic activity.

-, iJ!),' I . '

It should be empbasized that the pharm)l,cologital ilction ofZypr,"", to alleviate psychotic
symptoms is unknown. ' J.r~~ ",.' .. . .

The other labeling pieces identified above contaiD oDe or :QIOre ofthe -violiUions e:E:Il.J.mera1ed
above. They all are Jacldng in balance telaling-it>' ad~erso events and praiautioDary information,
and present a misleading impr,,~oD ofZyprexii'HS .:sUperior, highly c:lfeb!ive, virtueIly free of
side effects, easy to us. product. This idlpress11J6 Is'cO'otrny to the apP~~~edlabeling.

~ !!~JI 'i' ~ ~ •

• ~E J, II ". ';' .

5.

6.

4.

Zyprexa MOL 1596 Confidentfel-SubJect to Protectlve Order
Zyprexa MOL Plaintiffs' Exhibit No.01169



.IO.311nsa

...;,

'!'>

Charles R Peoy, Jr.
Elililly&Co.
NDA20-592

:;;. Ii

'~£::' X
,,~. II

B. Tue Interactive Teleconfaenee held on or aheut Oetdher'
Vice President ofLilly Rc:search Laboretorio;iis mi.sleallint

~l.t '

1. Dr. Tollo!Son states that the thcrap'UtiG.eifeets of
One year. 1be approved labeling Stales:the -..ne ofthe pmduot was only
established in short-term (six week) ~dios. TherOfore, fur any ese over six weeks, the
physician should periodicaIIy re~utl:~e the lODg..teIIl1 cffectiveo.css of'Zyprc:::<B..
Rowever, this cauriorr.a!y informa.1.ion fur the indicarioD is neve.' preseoted in the
telecoafetence. .

/

4.

2. The possibility ofla:dive <!y>1rinesia, the filel that it is in the Ww:JP.ngs section and its
incidence as a frequent adverse evcm. as discusse~ in the approved labeling, is mini.miz.ex:)

by Dr. Tollefsou's statements, such asr? ..we'vc~ able to sho~ that there is a
statistically and signifiC2Iltly low.,. ijici<li:nee ofthis neurological.Fe effect witb Zyprexa
than with coUVCltional drugs:' Th~ Dr. TollefSOn's statementS,are misleading becanse
be does not go 00 to discuss the incidclt'te o'f~~ dyskiocsia, wluch is listed both as a
Warcning and as afrequem advefSe-readfioD iri thErapproved labeling. or discuss other
cx:tnpyramidaJ symptorrtS.. such as $B~si~'with (typrelta. Tbesb symptoms have an
exten.sive dJseussion in the approved l2ll'eJjng.

j I{.~· ,

3. Dr. TollolSon states, "We are very pl~d that the··labeling in th~ U.S. will show by
objective rating scale, that both Pnrkiliiohs'like side effu;ts and restlcssness, or akathlsia,
the iDcidenc;.c aaoss all dost:."> ofZyp~·wu.s ciom:JarnbJe to placebo." This statement is
misle.ding because the table in tho app(uved'labefiiig that lists adverse e:ffects shows that
the incidence ofboth Parkinsonian Symptoms and akathisia IacretlSe well above plac:ebo as
tho dosage mc:reases.

.I¢ ; I" . Iii
Dr. TollefSon slHtos that, "..Zypr= is'l/ nniqtib mbl<:cule in thlLt·n;is a compound witb
very, very low risk ofdrng/drug inlernGiiO'l';' And>tms is somethJQg that will be featu<ed,
or bighlighted in the labeliog.", WlWi. th\; laheliDg ilate; tfme is li!tJe risk ofdrug
interactio~ WJd few have been obsclvf1l ill clini~trials. the lab~1ing cautions that
coa~on ofdiazapiDIl or ethanOl;i-witli ol~ine potentiates orthostatic
bypoteDsl.on. This drug interaction pr~btion is nOt discussed, DOr is orthostatic
hypoterlSion discussed, in any fotm diri'ltig iii. pres8nration.

I iiJ;i(i (
~r,.

:r1:J,
II(

1":~ ('
i )j.~1 I' 11

Irii

Zyprexa MOL 1596 ~on~dentiaI-SubJect to Protective Order
Zyprexa MDL Plaintiffs' Exhibit No.01169
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When asked a qUestion about weigb!·~ Dr. TollelSon's response misleadingly luoled an
adverse event into a therapeutie benefi.' He states, "So we went back and aDaJyud our
data and saw that the VllSt majority.o~,\)'eigbt gain'reported initially as an adverse event, in
filet, was weighl g.un occurringoin patleirts ,vhe had baseline befur. slllrtiog treatmeot, bad
been below1heir ideal body weight: ~we.=!ly.Jook at this, with the majonlT of
patients, as being part ora tberapeo:"tic. recovery rath~ thaIllUI adve.f8e event. ADd
that datil, r think i$ f.my compeiling;,bcca.s. it wos inclnded in our labeling.
(Emphasis added)"

.:""j '." ;:1
The infurmatio. on .,.igb! gaia was indeed included in the ap~ved labeling, but as an
adverse event, not a thcropeatie benefit,: Since the.product was ~pprovad at th. time of
this telecoot1m:nce. Dr. ToDelSon kn"",'or >;!Jould :!Javekn~ '$It infOrmatiOD the
approved labeling contaioed and in filial se.mon i(.ppeared. JliSi~IClJIentswere
therefure, IilJse and lIIisleading. :~..." '! (!

, '!i\ct~ I.. I ." ~ '1.. . ...
Dr. ToDefS<m states, "So the routine siifimg dosetn day o~.will be ten milligrams." He
made no mcntioo ofthe possible neb! ffij s$1'ing l!t a lower dose, or what populations
might need cautionwhen initiating the\1Apy as descil1>ed in the approved labeIiDgc Be did
not discuss the possible need for do: ~l~ populations.

These promotioeaJ 1000000000g pieces and the oreilee~ conSidered 10 be filIse and
misleading and in violation of the Aot. DDMAf'reCjU!$tS the funowing acti=

: IRi: ,,' i :'
1. ~ discontioue the"," of all promotiooaJ labeling pieces, and ClUlJ:C! all

advertisements coolBining any ofthe fulse .,ul/or misleadmg slilIOlIlenls discnssed
above. I~~ .~ 1 c .tJ

, 'i'~. ," .\,~ ~ ~l.
2, Provide DDMAC with a Coziipltite li%\g ofiaJl adveniseti\'iints and labeliDg pieces

that will be caoceled, and thd.e-!tlw Will cofitinue in os•. ,Also provide copies of
tllese various pieces to DDMAG;Il' :~ ".'1 .

. . .;\n: .:." ~ '. '):

3. Provide DDMAC "itb a listih~a1f'tillo lbrmulary committees, health care
groups' formulary or therapehoj)~'colmmtte~. bo,pitaJ theraPeutics or li:>rmu1ery
committees, or 2JJ:Y other body~agcd in the selection for inclusion or eXclusion.
ofdrog products from th . oIJIii:lJ.ries or'drog lists, that Lilly proVided
infQrmation slroiIarto thid dis above. i .

.' I ~ 1 t!
~t ~I r
" ~;,.

6.

S.

Chad..R Peny, Jr.
Eli Lilly & Co.
NDA20-S92

ljf'
).jr

fi~:
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i {rt:
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V-1.'i-S6 16·35 FROl"l.DDMAC

Charles R Petry, Jr.
Eli Lilly& Co.
NDA;l.Q-S92

'f"
'"oZ"

~ :~.\
; ill,

I ! .',

.10. :3016S4a:r(1
.' ,:

:~ J

\ ~I<i t·
~ ~t~ ~
, w:.~ 11

~,~~ ~ • !!.
4. Provi.de ~writlan statement~!Lilly wiJl'agree to number 1 - 3 above, no la1m'

than Novemberxx. 1996.,. \ii" •• ;:
f I&.' ~ ~t! "

IfLiJly has any questions OT COII1llleuts, 'pleas;;\¢o~tb; undersigned by fitcsimiJ. at (301) 594­
6771, or at the Food and Drug Administration, Division ofDrag Macketing, Advertising IlDd
COmnnmicalions, HFl).40, Rm 17B-20, 5600-~ Lane, RookviJJe,~ 20857. DDMAC
reminds Lilly that only 'Written COIIlDOllIicatioos an: considered official.. : ,

In all fu1= correspond',Dee reg;>rtling this,:spJmc';""e, '~Iease~cr .;,:~MACMIS lD # 4782, ,
in addition to the ND.A number_ ~ .. t! . f. ..

: ~' • ,i

,-fjTY'.: . ,,' :: sd-...
(~~'r.AW~
. Keo>!etb R Featl,er
;, Seuior Advisor
, Division ofDrug Marketing,
" ,AdVertising and Communications
t·: .. /

il ~I
f.

j by email

) It is the

pleadings.

lot submit

s

MO' 1596 conftde~t1aI--SUbJect to Protectlve Order
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Case No, 3AN-06-5630 CIV
Defendant.

Case No, 3AN-06-S630 CI
Page I of2

002770

Sta,e of Alaska's Roques"o Prohibi, Correspondence '0 Judge
State ofAlaska v, Eli Lilly and Company

FELDMAN ORLANSKY & SANDERS
Counsel for Plaintiff

BYE~
AK BarNo. 7510085

DATED this 28th day of February, 2008,

correspondence to the trial judge.

Accordingly, the State of Alaska requests that the Court order that the parties not submit

practice in Alaska that matters presented to the Court be in the fonn of pleadings,

REQUEST TO PROHIBIT
CORRESPONDENCE TO JUDGE

a copy of a letter written to this Court by George Lehner. (A copy is attached,) It is the

At approximately 10:00 a,m, this morning, undersigned counsel received by email

ELI LILLY AND COMPANY,

TN THE SUPERlOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DlSTRlCT AT ANCHORAGE

STATE OF ALASKA, J"c,s£~/V.L
0'ge vera t..::

1"1:" liin<:/, or
Plaintiff, -0 "or

J.,) Of <.,..

r,sl. -'l/.$~ ,rEe..
rt:/ J. d U

vs. '.. IJClici4lu,O(,ri
'I,,,, uf • 7r

FaDMAN ORUt.NSKY

& SANDERS
500 L ST1<£ET

FouRmFI.OOR
AfoICHORAG£, AK

99SO.
TEL: 9U1.272.1S38
FAX: 907.274.0819



George Lehner
Hotel Captain Cook

Brewster H. Jamieson
Lane Powell LLC
30 I West Northern Lights Boulevard, Suite 30 I
Anchorage, Alaska 99503-2648

Certificate of Service
I hereby certi fy that a true and correct copy of
Request to Prohibit Correspondence to
Judge and (proposed) Order were served by messenger on:

Case No. 3AN-06-S630 CI
Page 2 of2

002771

Counsel for Plaintiff

FIBICH HAMPTON & LEEBRON
Kenneth T. Fibich
1401 McKinney, Suite 1800
Houston, Texas 770 I0
(713) 751-0025

HENDERSON & ALLEN, LLP
T. Scott Allen Jr.
2777 Allen Parkway, 7'h Floor
Houston, Texas 77019-2133
(713) 650-6600

~tate of Alaska's Request to Prohibit Correspondence to Judge
lale aJAlaska v. Eli Lilly and Company

RlCHARDSON, PATRlCK,
WESTBROOK & BRlCKMAN, LLC
H. Blair Hahn
Christiaan A. Marcum
David Suggs
P.O. Box 1007
Mt. Pleasant, SC 29465
(843) 727-6500

GARRETSON & STEELE
Matthew L. Garretson
Joseph W. Steele
David C. Biggs
5664 South Green Street
Salt Lake City, UT 84123
(80 I) 266-0999

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

;~~FElDMAN QRLANSKY

& SANDERS

5OOlSrOEET
FouImi FLooR

ANCHORAGE. AK
99>01

TEL: CX11.272.3538
FAX: 907.214.0819



,
.=.P=,ep:£p.=er..=.H...=am,,-iiliJE.~E

3000 Two LOVon Squart:
Eighteenth rod Arch Streea
Pbil.ddpbi., PA 19103-2799
215.981.4000
Fu 215.981.4750

February 28, 2007

* I In 4~dition, the Court c~ted wilh ravor Ptnnsy/wmil2 Employu: Btntfll Trim Fllnd"Ys. unlea, I"f:. 499 F.]d 139, which
~:~ that OdVtnl~cmenl! ~so come In lhe fonn orpbysiciin-dirttted pitches by sales represcntalives..." lCjring 21 C.F.R. 202.1(1)

Pituburp

W"~J\, Page 1 of 2
SOA Request to Prohibd

Correspondence to Judge
Case No. 3AN-Q6.5630 CI

NC.Ylld:Dcnail

PriacCUIll
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Bonoft

8,...,.

VIA HAND DELIVERY
The Honorable Mark Rindner
Alaska Court System
825 West Fourth Avenue, Room 432
Anchnrage, Alaska 99501-2004

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

Dear Judge Rimlner:

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 ynur 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 exemptioq provision of the Alaska Unfair Trade Practice Consumer Protection Act.
See Rough Transcript of Hearing, Fcbruary 27, 2008, page 7 (emphasis added).

In addition, as discussed at oral argument on February 26, 2008, the Code of
Fedetal Regulations (21 CFR 202.I(e)(5)(i), among other provisions) provides that
making misstatements about safety in an advertisement is unlawful and subject to
penalties thaI 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 safery or anything
else - by a sales teptesentative would be a violation of fedetallaw, 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 labellhat accompanies Zyptexa adequately describes the risks that may be associated
with the use of the product. Under the bifurcation plan ordered by the courts, other



Pepper Hlllllilton LLP'-'-=:.....:===, .. t-

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

la light of the Court's ruling, we elected to remove a Lilly ,.les representative
(Joey Eski) from our witness list, as the marketing conduct she would have testified about
is no longer part ofthe case. We immediately informed plaintiff's counsel that there
would be no teason to proceed with her deposition that was scheduled for February 28".
(We note that Ms. Eski did not appear on plaintiffs Preliminary, Final, Expert or
Supplemental wimess list). After we informed plaintiff's counsel that we were removing
her as a witness, the State supplemented irs list, late Tuesday evening, listing her as a trial
wimess, 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
permining 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 ofsales 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.

OAlJcr
cc: Eric Sanders, Esquire

David Suggs, Esquire
Joseph W. Steele, Esquire
Brewster H. Jamieson, Esquire

19119470'01
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STATE OF ALASKA,

ELI LILLY AND COMPANY,

Joey Eski

c/o Eli Lilly and Company
Li IIYCorporate Center
Indianapolis, IN 46285
(317) 276-2000

Plaintiff,

PLAINTIFF STATE OF ALASKA'S
SUPPLEMENT TO FINAL WITNESS LIST

002774

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

Defendant.

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD mDICIAL DISTRICT AT ANCHORAGE

I.

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

3. Any witnesses identified by Eli Lilly and Company.

DATED this lJofV day of February, 2008.

v.

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.



FELDMAN ORLANSKY & SANDERS
Counselfor Plaintiff

BY~/
Eric T. Sanders
AK Bar No. 7510085

GARRETSO & STEELE
Malthew L. Garretson
Joseph W. Steele
David C. Biggs
5664 SOUlh Green Street
Salt Lake City, UT 84123
(80 I) 266-0999

RlCHARDSON, PATRICK,
WESTBROOK & BRlCKMAN, LLC
H. Blair Hahn
ChriSliaan A. Marcum
David L. Suggs
P.O. Box 1007
Ml. Pleasant, SC 29465
(843) 727-6500

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, AK 99503-2648

HENDERSON & ALLEN, LLP
T. Scott Allen, Jr.
2777 Allen Parkway, 7'h Floor
Houston, TX 77019-2133
(71 3) 650-6600

FIBICH, HAMPTON & LEEBRON
Kenneth T. Fibich
1401 McKinney, Suite 1800
Houston, TX 77010
(713) 751-0025

Counselfor Plaintiff
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•
George Lehner, via hand delivery

'r'~By__~_,,-=-~_=- _
Dale.__~"Z~2~7·_·~r _
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ELI LILLY AND COMPANY,

Defendant.

Plaintiff,

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

the first phase of trial whether Zyprexa's labeling adequately described the risks of the

v.

I. Yesterday, the Court granted in part Eli Lilly and Company's ("Lilly")

that Lilly improperly promoted Zyprexa, leaving as the only question to be resolved during

Zyprexa's labeling. Lilly understands the Court's ruling to eliminate all of the State's claims

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

supplemental motion seeking dismissal of the State's claims pursuant to the UTPCPA

IN llffi SUPERIOR COURT FOR TI-IE STATE OF ALASKA

THIRD JUDICIAL DISTRICT AT ANCHORAGE

&C~/v.
STATE OF ALASKA, J"o'g:"'60"

1'"1"" ol'/,>OI, 01
"'~'" <:8 ~ '>Or

Of <;; D"
'''lr~·S4 'lCt'lJ

I~ JtJc:J,o..fu-~r:'
Case No. 3AN-06-05~ • 4'sfr~

claims concerning Lilly's alleged marketing activity, but denying the motion as it related to

exemption and federal preemption, dismissing the State of Alaska's ("the State's") UTPCPA

002777



3. Lilly's interpretation that all claims based on promotional claims are

Lilly sales representatives improperly promoted the safety of Zyprexa.

Page 1 of6

2. The parties' conflicting interpretations became clear last night, when Lilly

Motion for Clarification of the Court's February 27 20080 d
Cranting Partial Summary Judgment to Lilly , r er
Slale ofAlaska ". Eli Lilly and Company (Case No. 3AN-06-05630 CI)

002778

, PI's SUpp. Resp. to Def.'s Fourth Set oflnterrog. No. 66, at 6, Jan. 24, 2008.

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-Iabel.'" When

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

dismissed is consistent with how the State has presented its claims, with how Lilly asked the

dismissed only its claims of off-label promotion, leaving unscathed its UTPCPA claim that

confer between counsel for Lilly and the State, during which the State argued that the Court

not identified Ms. Eski on its preliminary or final witness lists). This precipitated a meet and

marketing in Alaska, from its final witness list, and cancelled her deposition. (The State had

removed Joey Eski, a Lilly sales representative who would have testified about Lilly

guide the parties' final preparation for trial.

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

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

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



PBie30f6
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Claims Pursuant to the UTPCPA

either party ever argued !hat the cxemption applied differently to allegedly improper

Motio~ for C~rification of the Court's February 27 20080 d
Grantmg Parhal Summary Judgment to Lilly , r er
Slate ofAlaska ". £/1 Lilly and Company (Case No. 3AN-06-0S630 CI)

, Def.'~ Supp. Br. Seeking Dismissal of the State's
ExemptIOn and Federal Preemption 9, Feb. 5,2008.

3Hr'g Tr. 9:9 to 9: 12, Feb. 27, 2008.

, Jd. at 9: 18.

category _ non-off-Iabel 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

promotion several times, there was no suggestion by the Court that there was some third

application to the product's label' While the Court did refer specifically to off-label

the exemption's application to promotional claims, the Court then proceeded to address its

label uses and advertising improperly are prohibited.,,3 Having completed its discussion of

elsewhere by !he federal government and that the unfair acts and practices promoting off-

from !he bench, !he Court stated that "the unfair acts and practices at issue are both regulated

marketing relating to safety and efficacy than to alleged off-label promotion. In its ruling

UTPCPA exemption, it sought dismissal of all claims related to lilly's promotional activity,

including "Lilly's alleged efforts to downplay Zyprexa's risks of weight gain and diabetes ...



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

elsewhere ... and advertising improperly [is] prohibited,'" - requires the same conclusion

Page 40f6

002780

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.
7

Advertises conditions of drug use that are not approved or permitted in the

drug package label;6 [Q!}

As the foregoing illustrates, not only do the regulations prohibit misleading safety

Motio? for C~rilication of the Court's February 27, 2008 Order
Grantmg PartIal Summary Judgment to l.illy
State ofAlaska ". E/I Lilly and Company (Case No. 3AN-Q6-0S630 CI)

S See id. at 9:3 to 9:12; 16:7 to 16:9.

621 C.F.R. § 202. I(e)(6)(xi).

7 Jd. § 202. 1(e)(6)(i).

• See id. (p,rohibiting "representations not approved for use in the labeling, that the drug \'s
safer .... ').

9 Hr'g Tr. 9:8 to 9: 12, Feb. 27, 2008.

to grant partial summary judgment - "the acts or practices at issue are both regulated

can actually be a form of off-label promotion.' Accordingly, the rationale that the Court used

promotion in the same way as promotion for non-indicated uses, misleading safety promotion

FDCA ifit:

representatives, is regulated and prohibited by the federal governm
ent

.
5

The same regulatory

prohibition that prohibits promotion for non-indicated uses, 21 C.F.R. 202. I(e)(6), applies to

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



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

with the Third Circuit's decision in Pennsylvania Employees Benefit Trust Fund v. Zeneca,IO

which the Court relied upon in its decision. II In Zeneca, the Third Circuit dismissed the

CONCLUSION

not just off-label promotion.

Page 5 016

In Zeneca, the Court

002781

Motio~ for Clarification of the Court's February 27 20080 d
Granllng Partial Summary JUdgment to Lilly , r er
Slale ofAlaska l~ Eli Lilly and Company (Case No. 3AN-Q6-0S630 el)

10 Jd at 8:21 to 9: 17 499 FJd 239 (3d Cir. 2007).

II Hr'g Tr. 8:21 to 9:17, Feb. 27, 2008.

12 499 FJd 239 242 252 (3d C" 2007)·934 942 (7th C',·r 20'01) (" Ir... '. see also Bober v. Glaxco WeI/come PLC 246 F 3d, . recogmzmg pnmacy of fed I I . h· fi ,.
itself protects companies from liability If the· t" era aw m t IS leld, the Illinois Statute
13 Ir ac Ions are authonzed by federal law").

See. e.g.. 499 FJd at 248-49.

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.

and this Court's rationale all apply across the board to all marketing and advertising claims,

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

off-label component to the plaintiffs claim.tJ The federal regulations, the Zeneca decision,

regulations with respect to prescription drug advertising

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

plaintiffs state consumer fraud claims, based on advertising materials related to safety and



DATED thi 28th day of February, 2008.

PEPPER l-lAMJLTON LLP
ina M. Gussack, admitted pro hac vice

George A. Lehner, admil1ed pro hac vice
Jolm F. Brenner, admil1ed pro hac vice
Andrew R. Rogoff, admitted pro hac vice
Eric J. Rothschild, admil1ed pro hac vice

and
LANE POWELL LLC
Attorneys or Defendant

By tI.4
Brewster H. Ja. leson, ASBA No. 8411122
Andrea E. Gir amo-Welp, ASBA No. 0211044

I certlr) that on FebruM) 28,2008, a copy of
the fou-gomg was served by hand on

~otiO? for CI~rificatjon orthe Court's February 27 20080 d
raotmg Partial Summary JUdgment 10 L'II ' r cr

Stale ofAlaska I'. Eli Lilly alld Company (C~s!No. 3AN-06-05630 CI)
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ELI LILLY AND COMPANY,

February 28, 2008

1 IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

2 THIRD JUDICIAL DISTRICT AT ANCHORAGE

3

Page 1

February 27, 2008

PRETRIAL HEARING
BEFORE THE HONORABLE MARK RINDNER

Case No. 3AN 06-05630 CI

vs.

8
Defendant.

7

5
Plaintiff,

6

STATE OF ALASKA,

9

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

Northern Lights Realtime & Reporting Inc
(907) 337-2221 '

002783



February 28 2008

page 4
Page 2

motion, a supplemental motion ,:,as filed by Lilly., ~..wK-f-S 1
After the State disclosed the baSIS for Its .I 2...- 3 claims under the Alaska Consumer Protection Act,,

STAT(or~

4 the State indicated that it was basing that .· ~oI""".QvlIDMlibn

claims and was alleging that the communicationsCamwdIlIF_"-- 5«!b'I
5, lQ)lWet«hA"fAIt,!'iI.lhZllO

6 that violated the State Act involved two classes~Almb99'50I'l994· S'\':Q.YDf"EO"Sf'flfFEM.Jll

7 of -- of evidence. One, that product labels that .-"""",,-
had previously been approved by the FDA and which

, (901)2&S200
8· fE1.DKAN ORUHSKY" SANDERS

accompanied each prescription for Zyprexa that5OOls:treet.SYlt~ 9• ~AlIsQ99'501

10 were issued in the state violated the Act. And,BY: EIUC1. SANIXItS

" (901)671-13Cl3
11 second, that call notes and other evidence" FlBIOt, 1W1PTOH" Uf:1IROH UP

showing the promotion of off-label uses by

__e.-

12Il 1401~.SubI8Xl

13 representatives of Lilly also violated theHl:utDn,.T_notO
U BY; TOHH\'FtaIOl

14 Consumer Protection Act. Based on that...""'''''''',.
"""""" 15 disclosure, Lilly filed a supplemental motion{7U)7SI-«125

16 which, quite candidly, I'll charact~nze as ~".. ...- 17 much more substantive, in my mind, motion and --PEJ'f'ERIWUl.TONUP
Il )(Il~Ctnbr.Sub~

18 claiming several things.~Mfw~l:aS4J.. BY JeltMflllW'liER
19 First, Lilly claimed that the"""""""..

exemptions for IJTl' -- for the Alaska Consumer.. (fiOg) ..S2..0e08 2020 WlEI'OWEU..UC
21 Protection Act claims that are set out in AS)(11 We5l Pbthfm Ugto~

" ...". 22 45.50.481 applied to that type of claims, and~Almb9950)'2648

that, therefore, the allegations made byII BY: 8REWSTtR H. lAHlESOH
23(907)zn-951t

24 Plaintiffs as to VTPA violations were exempt fromD..
25 a UTPA claim under the statute."

Page 3 Page 5
1 PROCEEDINGS 1 Second, Lilly argued that the Ull'A
2 THE COURT: Please be seated. 2 claims are preempted under federal law under the
3 We're back on the record in State 3 doctrine of conilict preemption, and that that
4 of Alaska versus Eli Lilly & Company, 4 applied both as to the product label claims, but
5 3AN-ll6-Q5630 Ovil. 5 also to the call note and other claims, and Lilly
6 Present in the courtroom we've got 6 further asserted that the common-law products
7 Mr. Allen, Mr. Fibich, Mr. Sniffen and 7 liability warning claims were also preempted as a
8 Mr. sanders with Mr. Garrison telephonic. 8 matter of federal law under conflict preemption.
9 can you hear us okay, Mr. Garrison? 9 Again, as I indicated yesterday, I

10 MR. GARRlSON: Yes, Your Honor. 10 will try to give you a decision on this in
11 THE COURT: And for the Defendants 11 somewhat of a coherent fashion, but I think you
12 we've got Ms. GUssack, Mr. Lehner and 12 want to know the bottom line ultimately more than
13 Mr. Jamieson. 13 you need a pretty decision from me. And I'm14 Before me are two motions for 14 quite aware that these issues are not likely15 summary judgment or .- I guess to be more 15 to -- I'm not likely to have a final decision in,16 accurate an original motion and then a 16 and quite frankly, 1doubt that even the Alaska17 supplemental motion that have been filed by Eli 17 Supreme Court will have a i1nal decision.18 Lilly. The original motion was based on the 18 I want to start with some,19 November 26, 2007 decision in the Rezulin 19 basically, law principles that I've applied in20 products liability Ii~ga~on which held that the 20 trying to reach a condusion on these issues.21 fraud-on-the-market theory did not apply to a 21 First, whether the Aiaska Consumer Protection Act22 products liability case involving issues of 22 exemption applies. 1 looked to the test of23 drugs. That motion was opposed by the State, and 23 Smallwood versus Central Peninsula Hospital at24 argument was held on that motion. 24 151 P. 3d. 319-329 Aiaska 2006. 1also recognize25 SUbsequent to the filing of that 25 under the O'Neal case and the Smallwood case that

Northern Lights Realtime & Reporting, Inc
(907) 337-2221

2 (Pages 2 to 5)
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There had been Issues raised as to

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. I agree with Mr. Brenner's
argument yesterday that where the agency is
interpreting its own regulations thars 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.

I note that it is under federai 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

Page 8

1 what deference that I should give to the agency
2 view of its own regulations, and its discussions
3 of some of the issues that we're talking about
4 today.
5
6
7
8
9

10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25

Page 9
1 Pennsyivania Employees Benefit and Trust Fund
2 versus Zeneca, Z-e-n-e-c-a, at 499 F. 3d. 239,
3 Third CirCUit, 2007. I agree that advertising
4 and stuff includes the visits by representatives
5 of Lilly to promote the use of the drug as
6 indicated in that case, and I believe that under
7 the Smallwood test both parts of the test are
8 made -- are made out that the act -- that the
9 acts and practices at issue are both regulated

10 elsewhere by the federal government and that the
11 unfair acts and practices promoting off-label
12 uses and advertising improperly are prohibited.
13 I, therefore, conclude -- and
14 again, adopting the reasoning in the Z~neca
15 case -- that the exemption contained under state
16 iaw applies, and I will grant partial summary
17 Judgment as to those claims on that basis.
18. The question of the products labels
19 IS a much closer question, in my mind.
20 Review of the substantive case law
21 that has been cited on both sides of the issues
22 by the parties Indicates that judges have reached
23 dlffenng decisions on both sides of the
24 question.

25 I note a couple of things. First,

1 Zyprexa decision.
2 As another issue, the process and
3 the - by which the FDA goes about approving
4 labeiing and the applicable federal reguiations
5 and statutes that apply to that are discussed in
6 a number of cases. They're discussed in the
7 Solicitor's brief that was filed as a
8 supplemental authority in this case. That brief
9 was submitted by the Solicitor in a pending

10 United States Supreme Court case of Wyeth versus
11 Levine. And that discusses some of the
12 applicable statutes and regulations and the
13 process for approval of labelings.
14 There's a discussion that I found
15 h<'pfulln the case of Richardson versus Mylar, I
16 thInk It IS, maybe Miller .- it's Miller, excuse
17 me -- at 44 Southwest 3d, page 1 which Is a
18 Tennessee Court, of A?peals decision. And, again,
19 I note Judge Weinstein'S discussion of this In
20 the case at 489 F. SuPP. 2d, 230 In Re Zyprexa
21 Products Uabihty Utigation, which Is the
22 multi-dlstrict litigation that raised parallel
23 claims to many of the daims asserted In this
24 case.
25

Page 7

Page 6

1 the lJTPA is to be afforded a liberal construction
2 in light of its remedial purposes.
3 As to preemption and detenmining
4 the laws and the rules that apply to preemption,
5 I looked to the test enunciated in Cipollone
6 versus Liggett which describes the various --
7 versus Liggett Group, Incorporated, that's 505 US
8 504, 1992 -- which indicates the three different
9 types of preemption that applies that -- that

10 this is a case not where neither field preemption
11 or express preemption is alleged; rather, it is a
12 case that conflict preemption applies. I note
13 that in a preemption -- in a preemption analysis,
14 the assumption is that state powers are not
15 preempted unless there is ciear intent and that
16 there is a strong presumption against preemption,
17 particulariy in fields of health and safety that
18 have traditionally been regulated by states.
19 I note as I went through in my
20 questioning yesterday at oral argument on the
21 preemption issue that there is a history which
22 may recently be changing, but that there has been
23 a strong history where for many, many years
24 states reguiated food and drug analysis. [note
2S Judge Weinstein's discussion of this in his

Northern Lights Realtime & Reportin Inc
(907) 337-2221 g,

3 (Pages 6 to 9)
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Page 10 page 12

1 under federal law, the fact that a label is 1 been discussed and which I've indicated I'm oniy

2 approved is not the end of the story. A 2 going to give deference to if I find it
3 manufacturer is allowed to make additional 3 persuasive as to what preemption, taiks about
4 wamings and, indeed, may be reqUired to make 4 preemption In not all cases, but in a limited
5 additional warnings, and while there is some 5 number of circumstances. And Judge Weinstein
6 indication that approvals need to be obtained 6 discusses that in his decision, and I note that
7 under some circumstances, those approvals are not 7 this is not a case where we're taiking about a
8 obtained under all circumstances. In that 8 iabel that is -- where the violations are based
9 regard, I note and adopt Judge Weinstein's 9 on labels that are currently in use. We're not

10 discussion at 489 F. 5upp. 2d, 271 and 272 that 10 talking about claims of warnings that the FDA
11 once a label has been approved the FDA permits 11 considered and rejected in whatever balancing
12 two types of labeling changes, major changes 12 they did as to what should be -- how much
13 require the prior approval of the FDA. 13 information should be included. They ultimately
14 Manufacturers are permitted to 14 with new Information added information to this,
15 unilaterally change waming labels in a quote, 15 but I don't believe that even if I were to
16 minor, unquote, without prior approval so long as 16 give -- even if 1were to look at the deference
17 the agency is notified of the changes. Such 17 issue, that this was one that deference should be
18 changes are specifically defined to include 18 afforded.
19 strengthening language regarding warnings, 19 The label in this case was changed,
20 contraindications, precautions or adverse 20 and I am not being asked to find inadequate a
21 reactions, and he cites to section 314.70C6 small 21 label that would currently be in use which, in my
22 3 capital A of the federal act labeling changes 22 view, would create more difficult issues of
23 may be made without prior approval to add or 23 preemption.
24 strengthen a contraindication warning, precaution 24 We're aware there was proof that
25 or adverse reaction. 25 the FDA had basically considered the warnings

Page 11 Page 131 Given that a manufacturer has both 1 proposed by the Plaintiffs, but actually then
2 an obligation and the ability to change its 2 chose to reject them.
3 warnings Without prior FDA approval, and given 3 Rather, this is a warning that4 that those warnings in themselves and the failure 4 ultimately was reqUired to be changed and5 to do that doesnt appear to be regUlated by the 5 allegedly was deemed to be inadequate by the6 FDA in any substantive way, I do not believe that 6 federal government. And in light of that, I7 the second prong of the Smallwood test, that the 7
8 unfair acts and practices are prohibited is - is 8

agree With Judge Weinstein's analysis of the

9 fully met and, in light of the Smallwood case and 9
preemption question both as to the lJTl'A claims

10 the remedial purposes of the Act, 1find that the
and to the -- the common-law claims. And so for

11
10 the reasons that he more eloquently expressesexemption does not apply. 1112 That requires me to tum to the than I probably could if we had more time I will

13 question of preemption. And, as I note, cases
12 deny the motion for -- as to the label as~ of

14 13 thiscase and the common-law warning products
15

seem to vary both ways and I have reviewed 14 liability claims, finding that those claims areeach -- each party has cited cases on both sides
16 of the issue. Irs clear to me that for a long

15 not preempted by state -- by federai law.
17 time that preemption analysis was not accepted by

16 In doing so, I also appreciate
18 the courts, but irs also clear to me that at

17 issues of policy as to what a contrary decision
19 least some courts in recent times have not

18 might do. It would leave the regulation of the
20 accepted that. 19 case.in many instances to the federal government
21 But having reviewed Virtually all

20 that In -- after determined Inadequacies of
22 of the cas:'" I find most persuasive Judge

21 warning labels, et cetera, there would be no
23 Wetnsteln 5 analysis on the issue. 22 state law remedies, which is really what this
24 In that regard, I note a number of

23 case -- at least the allegations seem to be
25 things. This does not -- the preamble that has

24 about.
25 And that historically has never

Northem Ughts Realtlme & Reporting Inc
(907) 337-2221 '

4 (Pages 10 to 13)
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1 been the case. That, historically, a state iaw 1 really know is the methodology, and I tend to

2 has served as a complementary means of dealing 2 believe that I'm not going to follow the Rezulin

3 with issues of the adequacies of drug warning and 3 decision to the extent that it defines the

4 drug policy. And I believe that that policy is 4 methodologies to be appropriate to the reasons I

5 an important one. Again, I recognize and I'll 5 just indicated, because I don't think Alaska

6 tell everybody I probably went back and forth on 6 law -- that would be consistent with Alaska law.

7 this about two or three bmes in the last 24 7 And so, in summary, I'm going to

8 hours. 8 grant the Mobon for Summary Judgment in part as

9 Please do not take that as a 9 to the claims involving the call notes and the

10 suggestion that I'm going to want to get a mobon 10 allegabons that really promoted -- unlawfully

11 for reconsiderabon, although I understand that 11 promoted off-label uses of the product. Again, I

12 people need to make their records, particularly 12 also note that there were suggestions made and --

13 when we're talking about these kinds of 13 including suggestions by the State as indicated

14 decisions. 14 in the New York Times article that there was some

15 Having attempted to then rule on 15 discussion of the motions in limine that Lilly

16 the preemption supplemental brief, that leaves 16 may be subject to criminal investigation already

17 the original Motion for Summary Judgment on -- 17 for the acts that would fall within those things.

18 based on the Rezulin products liability 18 But I will deny the Motion for

19 litigation, November 26, 2007, decision. I 19 Summary Judgment in all other respects.

20 decline to follow that decision for at least now 20 I hope that thars adequate enough

21 for a number of reasons. One is I don't believe 21 for everybody to do what they're going to do on
22 this is a fraud-on·the-market theory. This is 22 appeal.
23 not an allegation, although I recognize that 23 MR. SANDERS: Thank you,
24 Rezulin was broader than just paying higher 24 Your Honor. First of all, on behaif of the State
25 prices and there is some discussion of that, but 25 I want to thank the Court very much because I

Page 15 Page 17
1 I don't think this is a fraud-on-the-market 1 know that we have given you a lot of work to do,
2 theory as was pointed out to me by the State in 2 and I think you're absolutely correct that we
3 oral argument. 3 would rather have a prompt ruling --
4 The claims opened under the UTPA 4 niE COURT: Than a pretty one.
5 and under Alaska state law mmmon-law products 5 MR. SANDERS: And, frankly, it
6 liability daims have different elements of 6 was -- actually, it was pretty enough in many
7 causation, and proof that, I believe, make the 7 respects except for one.
8 Rezulin decision inapplicable and, particularly, 8 All I can tell you is our attorney
9 there's some prints versus parachutes decision 9 general, as you probably know, is back in D.C.

10 dealing with issues of proximate cause in 10 today on the EXXON VALDEZ case, and we, of
11 products liability case that I believe make the 11
12 Rezulin decision inadequate, and to the extent

course, will have to consult with Mr. Colberg to

13 that Alaska has different causes of achon I
12 decide, you know, what we may do in response to

14 believe that at this stage there are iSSUes'of
13 the Court's order today, but --
14 . niE COURT: I assume everybody's

15 fact that would preclude summary judgment. 15
16 I also believe that the mobon is

gOing to make decisions based on my decision

17 somewhat premature, quite frankly. Irs a
16 today.

18 causation damages kind of issue, ancl I continue
17 . . Given that at least under my

19 to adhere to my previous rulings in that regard
18 deaslon this case is going to proceed for now

20 that the question of the adequacy of the State's
19 I'd like to discuss a couple of hanging things. '

21 ~fs and the experts' abilities to produce
20 I haven't gotten any indication yet as to the

22 evlde",:" that ought to go to a jury are best
21 motions for clarification on two of the in limine

23 determined down the road in Daubert hearings and
22 mobons that I filed -- that were filed by the

24 other h~"ngs where I actualiy know exachy what
23 State. I don't know -- I know Lilly is filing a

25 the State s evidence Will be. Right now all I
24 repiy and that's coming today.
25 MR. LEHNER: I think it should be
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1 here. It was filed right before we came to 1 Assuming we did not have to prove intent, motive

2 court, so you should have it already. 2 is always relevant to conduct to the fact --

3 THE COURT: I don't have it yet, so 3 THE COURT: Mr. Allen, I really

4 I'm not in a position to discuss it now. I'll 4 don't want to have argument on It. I'm just

5 read what you have and rule on the motion -- or 5 trying to decide if I have a motion still to

6 on the two motions for clarification once I get 6 decide, and I'li -- if I do, you're telling me

7 those things. 7 that I do, and I quite frankly understand that I

8 I also don't have -- there was a 8 do, that both of these motions go to issues of

9 pending -- a new motion in limine that I believe 9 being able to get in some evidence of motive, the

10 the State had filed that I'm not sure I have the 10 extent of which is •. is probably part of the big

11 response to either. So, I'll ruie on that once I 11 issue here.

12 get that response. I assume I'll get that today, 12 And 1 recognize that motive -- I'll

13 too. 13 tell everybody that I recognize that motive is an

14 MR. LEHNER: That was the motions 14 issue here, and it's more a question of -- I

15 on warnings and that is on its way as well. I 15 think ies going to be more a question of

16 think the first one has already been filed -- 16 specifics and what I don't want to have is a mini

17 THE COURT: Right. It was a motion 17 balance sheet damages fight going on here.

18 that sort of wanted to preclude Lilly from how 18 MR. ALLEN: You will not have it.

19 you were going to refer to what the extent of the 19 THE COURT: But I want to wait

20 warnings might have been. That kind of grossly 20 for -- I don't want argument at this time on this
21 characteriZes it. 21 issue. It's just clarified for me and makes
22 MR. LEHNER: The only thing I was 22 sense to me that even given my rulings that we --
23 going to add, Your Honor, in light of your 23 that motive still will be an issue in this case
24 rulings on the first motion and motion for 24 and that those two motions exist, and I'll wait
25 clarification may be impacted by your ruling 25 for Lilly's response, and then I'll rule on it.

Page 19 Page 21
1 today with respect to the off-label motion. 1 MR. ALLEN: Thank you, Your Honor.
2 We'll take a iook at it today and if we could 2 THE COURT: Mr. sanders.
3 file a supplemental letter, If you think ies 3 MR. SANDERS: Am I correct, we can
4 appropriate. 4 file a reply on their opposition today?
5 MR. ALLEN: Your Honor, just for 5 THE COURT: I guess on --
6 the record, I antidpated that comment. The 6 MR. SANDERS: We'll get it done
7 ruling today does not impact the reference to the 7 today, I mean --
8 motions for clarification. I will give you, the 8 THE COURT: You get an
9 Court, this reference, Denise Torres in her 9 opposition -- well, let me read their opposition.

10 deposition, who is the president of global 10 This is -- this motion for, quote, unquote, for
11 marketing for Eli Lilly at the time of her 11
12 deposition said that warnings affect sales and

clarification is In many respects a motion for

13 that she knew since the day she started ':'Orking
12 reconsideration. And my general practice In

14
13 ~otjons for reconsideratIon, a rule requires me

15
at Eli Ully that if you warned of diabetes it 14 If I might grant the motion for reconsideration

16
would affect the sales. sales is the equivalent IS to afford the other side an opportunity to

17
of money. The reason they entered the 16 respond. My general practice is I don't usually
primary-<are-physidan market, regardless of the 17

18 off-label prescription, was as their own memos
let replies come In on that basis unless I think

19 say oorporate perlormance was crucial to
18 I need it, and so I'll let you know.

20 pnmary-<are markees sucoess. They further
19 MR. SANOERS: Okay. Great -- we'll

21 saId that they were -- and this is their words
20 have one prepared. If you want it, we'll get it

22 quote, betting the farm, dosed quotes on '
21 right over. Okay. Thank you.

23 Zyprexa in the primary-care market. '
22 THE COURT: Those, I think are the

24 We do have to prove intent as one
23 only three motions -- the two motions'for

2S element of the lITPA, Consumer Protection Act.
24 clarification and the one new in limine motion
25 that are hanging. Am I -- I mean, I realize
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1 we've got some juror stuff to talk about. We're 1 the case is about. But I'll let you make records

2 going to talk about that in a second. 2 on that If you need to. But If -- aside from

3 Have I missed a motion or -- 3 that, I'm not sure whether or not we're missing

4 MR. SANDERS: No. By the way, 4 anything, but that's my question. Is there other

S there is - jUst so you know, your derk knows, S preinstructions -- I mean, there was one

6 their opposition came in as one opposition to our 6 instruction that talked about calling the State

7 two motions; so they combined theirs into one 7 "the State" and Ully, "Eli Lilly" and sometimes

8 pleading. 8 "Ully" will be referred to as "Lilly" and stuff.

9 TliE COURT: Okay. Well, I assume 9 And I don't know if I need to do that or not. I

10 thars going to be waiting for me sometime today. 10 mean, names -- if somebody wants to come up with

11 I hadn't seen it when I came on the bench. 11 a names instruction to the jury, I'm happy to do

12 MR. SANDERS: Yeah. 12 something like that. I don't think -- that's

13 TliE COURT: I want to - I've given 13 specific to this case, I don't think I have that.

14 everybody my 16 or 17 yesterday, preevidence jUry 14 MR. LEHNER: Your Honor, I think we

15 boilerplate instructions. My question -- my IS could -- I looked at the brief that you submitted

16 first question before we turn to the jury 16 yesterday. We could, I'm sure, spend an hour,
17 questionnaire issue is: Are there other 17 half hour with the Plaintiffs this afternoon, if

18 preevidence instructions that the parties want me 18 there's some objections to your proposed

19 to give, or are there objections to the ones that 19 instructions we can let you know by the end of

20 I proposed to give? 20 the day, I'm sure.
21 MR. SANDERS: We do not have 21 TliE COURT: It's my practice when I

22 anything else to propose. I left right after 22 do jury instructions, I just want to give you
23 court yesterday. I didn't linger around. Did 23 opportunities to make your record on those
24 you hand out a package of -- or did Mark? 24 Instructions or to make sure or to -- and to
25 TliE COURT: Packets, I think, were 25 consider any new things you want me to give or

Page 23 Page 25
1 given to you at the beginning of yesterday's 1 any changes you want me to give to what I do.
2 argument. 2 I'll tell everybody that the ones I've given you,
3 MR. SANDERS: Okay. We don't 3 I refer to them as boilerplate and they've been
4 have -- 4 given in almost every case that I have. To the
5 TliE COURT: There was some 5 extent that somebody is going to object to my
6 discussion that everybody was going to look it 6 allOWing jurors to ask questions or take notes
7 over and let me know if there were any problems 7 I'll let you make your record, but I'll tell you '
8 with it and let me know if there were more at 8
9 issue. In looking over your proposed

now you'll have a real uphill battle to convince

10 instructions I think I pretty much -- maybe not
9 me not to let me do that, it's much better

11
10 practice and it keeps the jury engaged and quite

In the exact form cover the topics at issue 11 frankly, it will let you know what the jUry I;
12 except for what I call the fight about me giving 12
13

thinking about if you hear the questions. You
the Instruction to the jury about what the case 13 can make your records if you object to that.

14 is about. And asI indicated orally yesterday,
15

14 Some lawyers, I know, do.

16
my general practice, again, would be to have you 15 And I'll jUst -- I mean for now

17
gIVe some short description to the jury, each of 16 I'm going to operate on the ass'umption that no
Y?", about what y?"r case is about before we even

18 pick the JUry so. that the panel can answer your
17 further preliminary jury instructions will be

19 questions In voIr dire intelligently, and then
18 gIven other than the ones that you've handed out

20 let you go at it in opening statements as to
19 and - or that I handed out, and that the ones I

21 explaining what your case is about.
20 handed out are not objected to. Thars going to

22 I generaily do not put the Court's
21 be the case, you'll need -- if thars not true

23 stamp on what the case is about. I'd rather let
22 yo~'re going to need to make your record ~t some

24 Y?" tell that. So I'm inclined not to give
23 point.

25 e,ther parties' requested instruction about what
24 The juror questionnaire -
2S MS. GUSSACK: I'm sorry,

......
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and that this isn't evidence and there will be --
Your Honor, before you tum to the jury ., 11

2 the panel is fine, they're going to be told, that
2 questionnaire. Do you want to see the parties

3 lawyers' arguments and statements aren t
3 proposed statement of the case before it's

4 eVidence, and they'll get told that more -- they
4 presented?

5 may get toid that more than once. But -- so
5 THE COURT: Well, I want to see --

6 that's -- that's what that -- that's what that
6 I would like to see both parties' proposed .

7 statement's about.7 statement of the case and have some diSCUSSion as
8 And I suspect I'd rather have a

8 to what's going on. Again, before anyone makes
9 record made and have everybody make sure that to

9 objections, the purpose of this -- this Wii,1
10 have at least me decide that I don't think it's10 happen - when I bring in the JUry there 5 a
11 going too far. The idea is I don't want it to go11 little script that I use that, basically, you
12 too far in terms of advocacy of what 's supposedknow introduces -- I'll let you introduce12

yoU~lf, I'm going to make you give som~ 13 to happen in your openings statements.13
14 And so the sooner you get those to14 infonnation to the prospective jurors, the JUry
IS me, we'll be able to take that up and make aIS panel as to the firms and the people you practice

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 )dentify your witnesses so that -- so that we IB questionnaire. Lilly has filed a proposed j~ry

19 know nobody is married to one of your witnesses 19 questionnaire. The State, baSically, doesn t
20 or is 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 J 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
I and ask them to answer whether they have a mental I use the questionnaire, the State will have its
2 infirmity. There's a list of questions that do 2 own version that I should consider.
3 that. 3 But let me ask -- let me ask the
4 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 what the case is about and I, quite 10 stuff. But, if I don't have the jury
11 frankly, think it's more engaging for them if you 11 questionnaire, why won't those questions be
12 in more neutral terms than you might in opening 12 entirely appropriate given the subject matter of
13 statement and in a short, condse fashion, just 13 this litigation in an effort to pick a fair and
14 give them some idea of that. And I'm 90in9 to 14 impartial jury and make sure that we don't have
15 let ead1 of you do that. I'm looking for -- I 15 people on this who have events in their lives16 would avoid a lot of adjectives and adverbs in 16 that may make them biased or at least allow that17 your desoiption because those will end up making 17 inquiry be made? I mean, what I foreseeIB it more objectionable. But that's what I'm 18 happening without the questionnaire is that19 looking for. 19 question is asked to all the jury panel, then20 So I want to make sure sometxx:fy 20 everybody is raising their hands. And some21 doesn~ think that somebody else is way 21 people, particularly on the mental health issues,22 overstepping the lines. Again, there will be an 22 are taken out in the hall, they may not want to23 indication to the jury that this is, you know, 23 talk about those issues, they may want to talk24 your description of what the case is about. 24 about diabetes and the other things. Won't this25 You'll hear more about it in opening statements 25 shorten up a lot of that stuff because you've
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there are a lot of people •• I can tell you thisidentified people and you can discuss things If 11

2 from an Infonmal poll In my office where people
2 they get called on - Into the jury box as one of

3 said, ''It wouldn't fill this thing out. I don't. "
3 the people that couid sit on the jury? Isn't

4 think the State of Alaska has any right to thiS.
4 this going to -

5 THE COURT: There are two
5 MR. SANDERS: Let me answer the

6 questions, Mr. sanders. One question I~ whether
6 question. Have you ever used a jury questionnaire

7 we use a jury questionnaire at all. That s a
7 similar to this?

8 different question if I decide that a JUry8 THE COURT: I have never used a
9 questionnaire will be useful as to whether I9 jury questionnaire. But that's not a question --

10 allow all of these questions or some of those10 that answer is not meanmgful -
11 questions or combine that with questions that you11 MR. SANDERS: I'll just tell you .-
12 might want to use. And since I don't know yet12 I'm answering --
13 what questions if we're going to use a jury ,13 THE COURT: This is the kind of
14 questionnaire you might want to use, I can t14 case where they're frequently used.

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? I don't -- I've never seen it before. 18 shouid 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 I am, then I'm quite willing and will discuss
23 something like this three months ago," I'll 23 what ought to be in it.
24 revisit this comment. My position is I want to 24 MR. SANDERS: We are strongly
25 see it, ~ it's ever been used before. First of 25 opposed to it.

Page 31 Page 33
1 ail. 1 THE COURT: And I'm trying to
2 5erond of all, it will not .. I'm 2 decide why you think it won't be -- this is what
3 almost certain it will not make things go faster. 3 I'm worried about, quite frankly, that If we
4 It will extend things. When you ask people these 4 don't use a jury questionnaire we're going to get
5 questions, they don't really answer the 5 questions about diabetes and medical treatment
6 information. They give a little bit of 6 and use of drugs to treat mental Illness and
7 infonmation which then prolongs the examination. 7 mental illness tIlings, which I certainly will
8 If they want to know these questions, tIley can 8 allow in the circumstances of this ease, and --
9 ask them, because we may not want to know -- we 9 and the State may want to ask questions about --

10 may not feel we need to ask these questions. We 10 because there's going to be testimony about API
11 may want to ask different questions. So I don't 11 and tIlese drugs are used at API and where these
12 tIlink we should be bound by what information 12 come from. That may come up; I don't know. But
13 Lilly wants, first of ail. 13 we're going to have a lot -- we may have a lot of
14 Seoond of all, I can tell you that 14 hands raised and we're going to have to take
15 there are some questions on here which, in view 15 those questions up, I suspect, outside, and jury16 of the fact that the State of Alaska is a party, 16 picking wiil go on for several days.17 as I said, are particularly offensive. I mean, 17 Now, that's fine with me In order18 these are not questions that the State of Alaska 18 to get a fair jury in a case of this size. But I19 wants to be aSSOCiated witll because the public 19 do recall that the State has aiready suggested20 says, ·Oh, here we are. We're summoned in for 20 that you've got some out-of·state Witnesses who21 jury duty involVing a case invoiving the State of 21 are only available for a short period of time at22 Alaska,• and they're trying to decide whether we 22 tile beginning of case.23 can be jurors or not based on our race, based on 23 MR. SANDERS: Exactly.24 our income, whether or not anybody has ever had 24 THE COURT: And if jury instruction25 mental problems in our family before. Because 25 goes on unduly long that could have been avoided
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1 and shortened up, thars going to be too bad. 1 get our jury picked in one day, doing it the way

2 And I know - what I'm hearing is that you 2 we intend to pick this jury. The old-fashioned

3 disagree that this is going to shorten things. 3 way. One day of jury selection. There's nothing

4 MR. SANDERS: I absolutely do. And 4 particularly unusual about this case.

5 I say that based on experience. 5 MR. F1BICH: Your Honor, may I

6 n-tE COURT: What I tell everybody, 6 weigh in just briefiy on this issue?

7 if there's a jury questionnaire that identifies 7 n-tE COURT: Okay.

8 some things that at least are reasonable to 8 MR. F1BICH: Simply, I agree it's

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 peopie to their 10 you an exampie 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 IS think bureaucracy is too big." You know, they're

16 with mentai 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 a crime? 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
2S have a dose friend, anybody that has a mental 25 this orally, I may say: How many have had a

Page 35 Page 37
1 health 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 of that is, because if I was picking 3 That gets to the relevance of whether there is a
4 a jury, I would be asking very pointed, specific 4 bias or prejudice that would prevent them from
5 questions because, you know, the fact that my 5 sitting as a proper jury. So my concern, and I
6 mother was depressed 40 years ago isn't really 6 share the Court's concern that there are some
7 meaningful. So 1would tailor the question 7 questions that may allow the jury process -- jury
8 specifically relevant to this ease if I was doing 8 selection process to be shortened, but there are
9 it on voir dire. I wouldn't be asking a 9 very few in there, Your Honor. And let me

10 QUestion: Has anybody ever been the victim of a 10 just -- while I've got your attention, and I know
11 crime or had a friend be a victim of cnme? 11 I'm on a point: Where have you lived in the last
12 Because 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 ease, you would
14

13 infonnation? Is Eli Lilly going to go out and
say: I want anybody who feels they've been a 14 hire private investigators and go knock on doors

15 victim of a sexual assault to raise their hand or 15
16 notify the judge privately. And so there is a

overnight while we undergo this selection

17 way to get this infonnation, but irs not through
16 process?

18 th~s Questionnaire. And so - I mean, we'll go
17 I just think that this

19 thiS way if you insist. But I'm telling you, I
18 questionnaire is -- replete with these kind of

20 think Irs gOing to be a big mistake and the
19 problems.

21 State has got to get their first witness on __
20 Now, if the Court were to give each

22 the first two witnesses have got to be done and
21 of us each ten questions that we want to ask and

23 ~ of here on the 6th or 7th. So, 1mean -- and
22 have a short questionnaire. I read the prior

24 I m not gOing to be in a position where somebody
23 transcripts. I've heard the representations to

25 24 the Court, that this is going to be a shortIS QOIng to say, "I told you so." Because we'll 25 questionnaire. And so my concern is this is

"""'"



Page 38
Page 40

1 going to create so many additional questions by 1 I do want to point out that I am

2 the manner in which they're asked that I'm going 2 very sensitive to the difficulties of witness

3 to have to examine each and every witness by each 3 avaliability. But I can't say that there's any

4 and every answer and that will proiong It. And 4 guarantee that two experts showing up here are

5 that is my concern because, as the Court has 5 going to get in and out of court based on whether

6 acknowledged, we're bringing witnesses from the 6 this questionnaire is used or not. That's going

7 Lower 48 that are coming a long way, that are 7 to be a direct relationship to what the scope of

8 high-priced, that have limited schedules that we 8 their testimony is.

9 have got to get this trial going in the manner in 9 And this questionnaire, I think, is

10 which we have scheduled it. 10 designed to insure that the jury selection

11 MS. GUSSACK: Your Honor, Nina 11 process is more expedient, not less so. And I

12 Gussad<. May I speak briefly? Because I think 12 would still invite the State to advise us which

13 the absurdity of - of the State's position is 13 questions specifically they find objectionable,

14 evident in the comment that, you know, is Ully 14 and which ones they would like to supplement

15 going to hire investigators overnight to go IS here.

16 investigate based on where these people live? I 16 THE COURT: I'm going to agree with

17 think the Court readily understands that there 17 that. I'm not deciding this question yet. I'll

18 are a series of questions here that have to do 18 tell everybody, there's a lot of personal

19 with medical conditions, serious mental illness 19 information -- there's a lot of things on this

20 and related issues that the State is well aware 20 questionnaire the jurors are going to ask anyway.
21 of that they are charged with the oversight of 21 One of the processes that I
22 the seriously mentally ill and seem to want to 22 probably should have done, but I figured that
23 distance themselves from asking the citizens of 23 local counsel would be quite aware of It, is that
24 the state what their status is. Questions that 24 at one point there's a board -- I don't know
25 are directly relevant to the issues presented by 25 where we have it -- with ten questions or eight

Page 39 Page 41

I their allegations here. This questionnaire is 1 questions that jurors are asked to -- Is it
2 designed to elldt In a confidential way, 2 around that everybody can see real quickly?
3 designed to minimize embarrassment and intrusion 3 All the jurors will be asked before
4 those -- those subjects. To allow the kind of ' 4 you even start questioning them In voir dire for
5 targeted follow-up in voir dire that would be 5 their name, the neighborhood In town that they
6 appropriate and not embarrassing to members of 6 live in, occupation -- there it is -- occupation
7 the panel. 7 and brief work. history, spouse's name and
8 This kind of questionnaire is 8 occupation, number of children and their ages,
9 designed to fadlitate jury seiection of a fair 9 where they were raised, hobbies, fraternities,

10 and impartial group; not to in any way delay or 10
11 extend the kind of questioning thaes necessary.

whether they've been involved in litigation

12 But, certainly, to the extent that Mr. Rbich has
11 whether they've ever served on the jury, a're

13
12 there any reasons they shouldn't serve on the

14
questions that he wants to put to the panel, he 13 JUry.

15
can do that in voir dire without any limitations 14 . There are a number of questions in

16
as to whether they - assuming that they are 15 thiS questionnaire that are totally unnecessary

17
appropriate. No one is telling him how he needs 16 other than to give It to the parties ahead of
to ask those questions.

18 But I think most fundamentally,
17 time, I suppose, which - and to the extent

19 from the Court's perspective, we have Invited the
18 you're asking people about race, marital status,

20 Plaintiffs questions, we have invited their
19 ten years worth of addresses and stuff, I'm not

21 comments on this questionnaire. We can't do
20 sure why that helps move this along in any

22 anything more than say, "Please, you know let us
21 particular way.

23 know what it is that you find objectionable ~nd
22 , Family income is another question

24 let us work towards a joint process here that
23 I don t see ~- those are questions that can be

25 wJlI fadlitate the jury selection."
24 asked indiVidually if you want to or not
25 IndIVIdually if you want to.
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I On the other hand, there's a number I rather than later to figure out what to do about

2 of questions that I consider perhaps 2 that.

3 case-specifIC in identifying that people may want 3 But everybody should know, I'm

4 to talk about ultimately individually, and I'm 4 going to hold -- once I figure -- you know,

5 getting some sense of how much -- many people 5 absent logistical probiems of the Court's making,

6 we're talking about may be useful. 6 which sometimes happen, we're going to get to the

7 MR. JAMIESON: Your Honor, Brewster 7 evidence on Thursday, and so tha~s -- I'm not

8 Jamieson, for the record. B really worried about this going longer one way or

9 The reason that we've included many 9 the other, quite frankly. I'm not convinced that

10 of the same questions as on the board in this 10 this will shorten up and give some people more

11 questionnaire is, again, related to moving things 11 information that they wouldn't otherwise get

12 along. I've been involved with Judge Gleason in 12 because they're not going to ask questions

13 issuing a juror questionnaire within a couple of 13 because we're shortening things up. But they'll

14 years, I've been invotved with Judge Link down in 14 have the information because of the

15 Kenai, I've been with Judge Weeks down in Juneau. 15 questionnaire.

16 And each of the questionnaires contain this basic 16 So, I am going to ask the State by

17 information so that the night before the parties 17 first thing tomorrow morning to give me, A, the

18 can look at it and make decisions as to whether 18 specific objections to the questions that they

19 there's followup needed as opposed to scramble 19 think are totally inappropriate, understanding

20 around and taking notes of the answers that are 20 that if they're not going to be inappropriate to

21 given very hastily on the first day of trial. 21 ask when people are in the courtroom that they're

22 The proceeding that I understood 22 not inappropriate in my mind to ask on paper.
23 and we talked about in the last month, at least 23 And give me the list of questions that they think
24 on a couple of occasions, was that we would have 24 are appropriate to ask if there's going to be a
25 the jury panel come in on Monday, fill this 2S jury questionnaire.

Page 43 Page 45

1 questionnaire out, whim includes basic things as 1 MR. SANDERS: Well, I just want to
2 well as case-specific things. And then we 2 be heard, because, you're right, they have lots
3 would - the parties would have equal opportunity 3 of questions here that you could ask a juror.
4 to look them over and so forth. That would allow 4 But it would take you about four days of jury
5 us to target and fQOJs our -- our questioning of 5 selection to ask all these questions, SO there
6 the panel in what I now understand to be a 6 is -- you're getting all this information and --
7 two-hour-each process which we've agreed to and 7 THE COURT: Wha~s wrong with that,
8 which insures we get a jury selected in this 8 Mr. sanders? Why -- why shouldn't I give both of
9 pretty high-profile case in one trial day. 9 you an opportunity to get extra information if

10 And so we're -- we're willing to 10 we're going to shorten up selection, give you an
11 adhere to that process. We think that this 11 opportunity to get more information about jurors.
12 questionnaire, including some of these basic 12
13 questions, really enhances and simplifies that.

I'll let you exercise all your preempts and

14
13 challenges better.

THE COURT: What I would like -- 14 MR. SANDERS: Okay. can I have
15 the question to how fast we're going to get this 15
16

just a moment? I want to think this through. So

17
~depend~, .quite frankly, on my Willingness, 16 y~u'~e going to ask me, for example, if Ell --

18
wtllm I am WIlling to do to impose limits on 17 Ell lilly can ask lots of questions that they

19
everybody as to what kinds of questions they're 18 ~ant to. So they can ask juror No.1,
gOIng to get. Now, I'm a little bit worried

20 about all of these -- it takes longer to do voir
19 Mrs. Her~andez, are you from Mexico?" They can

21 dire If we ~av~ .to take a lot of questions up in
20 ask that, .'f they want to. I'm not going to ask

22 chambers IndIVIdually rather than in front of a
21 It. Certainly, nobody on our side is going to

23 paneL There may well be a few things here. To
22 ask that Or they can say, "Mrs. Smith, how much

24 be qUIte honest, I'd like to get a sense of
23 money did your family earn last year?" They can

25 whether tha~s going 10 be a big problem sooner
24 ask that if they want to, but I'm not going 10
25 ask It.
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1 THE COURT: I get your point. 1 From the very first time jury questionnaire was

2 MR. SANDERS: They can ask, "Do you 2 mentioned, I said I'm opposed to it. There is a

3 have any opinions about personal injury 3 fundamental reason.

4 lawsuits?" I mean, we're not going to ask that, 4 THE COURT: Well, as I understand

S this Isn't a personal injury lawsuit. So they S the reason, they're going to ask some of these

6 can ask all kinds of questions if they want to. 6 questions, you would rather have them take the

7 And tha~s what they're trying to do in this 7 heat for it than have a neutral --

8 questionnaire: Ask all kinds of questions that 8 MR. SANDERS: Let them -- there's

9 we dent feel are appropriate or they would have 9 nothing unusual about this case. They should

10 the time to de in jury selection. So I -- I 10 be -- Rule 47 talks about jury selection. It

11 fundamentally oppose Virtually the whole 11 doesn't say you need to submit 100 questions that

12 process -- tha~s my position. And if you expect 12 you would like to ask if you had two weeks to ask

13 me to go through and say to every one of these 13 them. And so, I mean, why don't you do this in

14 questions, "Do you have any children? What are 14 every case? You can say the same thing about

1S their ages and occupations?" the Court has 15 literally every case that gets tried here with a

16 already decided what kind of information that 16 jury. Wouldn't we speed things up if we had a

17 should be. The reason that board is used -- 17 questionnaire?
18 THE COURT: Those questions don't 18 THE COURT: Mr. Sanders, we both

19 shorten this up at all. Because we're still 19 know that in every case I don't have seven

20 going to go through that process. 20 lawyers on each and a floor at the Cook being

21 MR. SANDERS: You want the jurors 21 devoted for each of the parties. This is a
22 to kind of get a chance to talk a little bit, to 22 different -- this is not -- when this case
23 loosen them up. So -- Jmean, I don't know where 23 started, it was -- everybody said, "Oh, no, this
24 to begin. If you want me to go through and 24 is not a usual case." And it's not. So the
25 object to this, you want to explain why I object 25 question is that doesn't mean one way or the

Page 47 Page 49
1 to all of these questions? I'll do that, but I'm 1 other whether or not a jury questionnaire is
2 not happy about it because I think that there are 2 appropriate or not. But it certainly means I
3 lots of reasons in here for objections, and -- 3 ought to think about it a little bit more than I
4 and I've been working night and day trying to get 4 think I would in a $12,000 --
5 thIS case teed up for trial, and they dropped 5 MR. SANDERS: I'm going to do what
6 this on us the last minute. And now 1have to go 6 you want, obViously, and so what I'm goIng to do
7 through and object to all these questions. I 7 is ~'m going to go through -- for example, I'm
8 mean- 8
9 THE COURT: I guess I'm going to

gOing to say, name, we don't need to ask their

10
9 name, because they're going to tell us their

say, we've been talking about a jury 10 name. Age, as far as I know, that's not an
11 questionnaire for some time in this case. And 11
12 we've been waiting -- I've been waiting to get it

appropriate question. Number of children and

13
12 their ages -- fine, you know, okay. I'll go

and~ what the positions were, and the 13
14 State dldnt -- when the topic was broached

through and answer all these.

15 which 1recall was not this week, but mayt>e' a
14 My question -- my next question is:

16
15 Is there any reason why If you give a jury

17
heanng or two ago, the State didn't stand up and 16 questionnaire it has to be coded so their jury
say, 'We don't like any jury questionnaires

18 period; the end.
17 consultant can interpret it?

19 MR. SANDERS: No, no, no, no. I
18 MS. GUSSACK: Your Honor, let me

20 was here. I'm the one that spoke to it. And I
19 speak. Mr. Sanders, your memory is a little bit

21 know what I said. And I've got a transcript that
20 limited, Mr. Fiblch spoke to the jury

22 says what I said. What I said was: We would be
21 questionnaire at the hearing, and he said "I am

23 ob~ng to a JUry questionnaire, but I really
22 opposed, but if we're going to do it, I ha:e lots

24 can t do that until I see it. And Mr. Jamieson
23 of questions to add." So If we have lots of

25 said, "We will be getting them one, Your Honor."
24 questions to add, let's see those questions.
25 No.2, we have told the State __
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not that irs particularly any of your business, . 1 spring break.
1

2 THE COURT: Let me look at my
2 but we don't have a jury consultant working with

3 calendar, but I don't think it's possible. ~ut
3 us on this questionnaire. What we're trying to

4 thars -- hopefully, a lot of people -- that s
4 do is facilitate the selection of a fair and

5 the problem, we're starting March 3rd and the
5 impartial jury. So, if we could, we in~ite,

6 people are on jury duty for this week, and sa a
6 again, the State to give us any questions that

7 lot of people may not have requestee a -- you
7 they would like sa that we can have a JOint

8 know, there's a process where you can. request a
8 submission.

9 different week if it's going to conflict with9 THE COURT: I don't care if you've
10 something. I'm more worriee that people wouldinvited them or not. I've invited the State to10

do that by dose of business tomorrow as well as 11 have expeetee to be on this long --11
12 MR. SANDERS: This group will be12 tell me what questions that they want to object
13 for the March 3rd trial. Spring break starts the13 to. I am not going to be giving questions that
14 following, so they will think, "I'm just on jury14 the jurors would have to answer anyway. I mean,
15 duty for a week," and that --IS name will be given. It's obvious that a jury
16 THE COURT: They may. That's going16 questionnaire is meaningless jf you don't know
17 to be the concern, but that's going to be a17 who the person is. But, if they're going to have

18 to tell you they're 47, I don't think they should 18 problem. And if I can figure out a way to deal

19 tell you on the questionnaire that they're 47. 19 with that, I'll try to, but I don't know if I
20 It doesn't shorten things up. That's what I'm 20 can.
21 trying to do here is shorten things up or at . 21 MR. JAMIESON: Your Honor, just on
22 least have the ability to plan and shorten things 22 the issue of questions that the people are going

23 to -- potential jurors are going to be asked in23 up.
any event. I think it's quite helpful to both24 MR. SANDERS: How many jurors are 24

25 you going to summon in for this panel? 25 sides and along the lines of prescreening, we're

Page 51 Page 53
1 THE COURT: That's -- I haven't 1 going to get a lot of information the night
2 thought about that yet, but more than I usually 2 before, and we're going to realize, probably,
3 would because I'm a little bit worried about some 3 from what's written on the jury questionnaire
4 of the mental health issues. I'm worried about 4 that we've preparee and certainly if the State
5 the State - whether there's issues with the 5 adds into it, we're going to get a lot of
6 State employees and how that will play out. And, 6 indications as to who really should be sitting on
7 most importantly, this is at least a three-week 7 this jury. We're going to have that the night
8 trial, from what I understand, just on the 8 before so we can go in --
9 evidence, so we're probably talking about four 9 THE COURT: I don't think you're

10 weeks. And spring break is going to be in the 10 going to get that information by asking people
11 middle of that. And so we're going to have a lot 11 their neighborhood and their length of time that
12 of people -- when they say, "Who can't be on this 12 they're in Alaska and stuff. There's nothing -_
13 case, • we're going to have a ton of people that 13 other than the last question: Is there any
14 are going to raise their hand and say, "Spring 14 reasan you shouldn't be on this jury, there's
15 break, we've got tickets to go to Hawaii," and 15 nothing in those first number of things that16 I'm going to let those people off. And that's 16 would let anyone know -- it's just kind of17 what I - so I need a bigger panel, I'm sure. 17 general background information, but it's not18 How big? I haven't figured out. 18 going to form -- other than the last question,19 MR. SANDERS: One request. I know 19 you know -- I suppose if sameboey says, "We work20 this may be Impossible because of your calendar. 20 for Feldman Orlansky & sanders" -- I hope I've21 Is there any chance we can bring in whatever that 21 got you in the right order -- then that will make22 panel is, 80 people, on Monday, have them at 22 it pretty clear they should not be on the jury.23 least presaeen for the spring break issue? 23 But, other than that -- and I don't think getting24 Because there's no reason for those people to 24 that Information ahead of time shortens this up25 come back if they're going to be excusee for 25 since they're going to be asked to answer those
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1 questions anyway. 1 companies.

2 MR. JAMIESON: Well, we also have a 2 THE COURT: So tomorrow morning,

3 list of potential witnesses which we'll ask the 3 then, for the State to do this, and I'll try to

4 State to go ahead and add to that that will help 4 give you a prompt ruling on this.

5 the jurors go down and see if they recognize any 5 If I find there's a way to do

6 names and circle them if they do. That's another 6 something that we can figure out how many people

7 reason for shortening things up. Because we're 7 we're losing because of spring break and other

8 going to rattle off a bunch of names, and we 8 kinds of hardships, I'll probably get a few

9 should do it in open court again just to be on 9 single moms or one-person businesses that will

10 the safe side. But we're going to rattle off a 10 say they can't be away for a month from their

11 bunch of names that people won't necessarily have 11 work, we'll look at -- we'll look at that.

12 seen before and that will just give us a 12 So thars how we'll proceed on

13 better -- better shot at making - because there 13 that.

14 are a lot of people that are going to be on 14 Are there any other issues that are

15 everybody's list of potential witnesses and IS left hanging other than we've got some motions

16 lawyers and so forth. 1 think it just helps 16 that I'm going to rule on?

17 shorten the process. 17 MR. ABICH: Your Honor, there is

18 And, again, that's what we're 18 one other issue that we need the Court's gUidance

19 trying to do with this, and we think thars what 19 on. We telescoped out on a trial and we're

20 this accomplishes. 20 certainly doing that. We have opening statement
21 THE COURT: I understand why you 21 being prepared and there will be documents that
22 want to use it, and I understand some of the 22 are going to be used in the opening statement.
23 State's objections to it. Again, I would like to 23 The opening statement is going to
24 see what the objections are. I'm going to try to 24 be substantially disrupted or, alternatively,
25 shorten it up considerably, because, quite 25 we're going to get bogged down before we start

Page S5 Page 57
1 frankly, we've got, you know, right now you've 1 with the jury here unless we can get these
2 got a IS-page jury questionnaire, and maybe the 2 documents preadmitted. And we have a need for
3 State has their own 15 pages. And then we've got 3 the Court to ask -- to act as an umpire for those
4 a 30-page questionnaire. And pretty soon irs a 4 documents that they're not going to agree to.
5 klt more than a questionnaire, it's an exam. And 5 THE COURT: These are documents
6 to the extent we're going to have a lot of people 6 that are going to be used in opening statement as
7 doing their best to get off of the panel, I'm not 7 opposed to all documents?
8 sure tilat a 30-page exam is going to be helpful. 8 MR. ABICH: Well, we'd like to
9 But I am not convinced that some 9 ~rt with those, Your Honor. Clearly, I think,

10 jury questionnaire won't be helpful. I'm going 10 It would expedite tile trial to have them all
11 to let you file your objections as well as the 11 admitted, but --
12 additional questions tilat if I do have a jury 12 THE COURT: Give me a packet that I13 questionnaire I would include. 13
14 And to be quite honest, I'm going 14

can review over the weekend before we get to

15 to ask a couple of otiler judges. I know Judge
opening statements on -- well, which will be

16
15 Wednesday, is what we're planning on.

17
MIchalski has used a jury questionnaire in some 16 Give me a packet saying, ''These are
of his bigger cases ti1at he's done. I think

18 there's a few more. I'll probably consult some
17 tile documents Plaintiff wants to use in opening

19 of my COlleagues, as to whether or not
18 statement; these are the documents Defendant

20 Mr. sanders is comect ti1at irs just going to
19 wants to use in opening statement, all of which

21 double the wori<, or whether irs going to have _
20 a:e objected to by tile other side." So don't

22 MR. JAMIESON: And Judge Gleason as
21 gIVe me tile documents that are admitted, because

23 well, Your Honor, very recently administered one
22 as to those documents, you should give me a

24 not all ti1at different from this in a fairly
23 stipulation. And -- but the ones that are

2S large high-profile case involving large
24 objected to, refer me to what your objections
25 are. You can JUst refer their objections are
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1 them at least I think about 125, 130 documents
2 that we would seek additional preadmission for.
3 They then sent us back a list listing those which
4 they are willing to admit without objection.
5 Another list where they're objecting on the
6 grounds of hea,,;ay, but it's admissible. And
7 there's so~e -- another category where they will,
8 I guess, st.pulate -- maybe stipulate is not the
9 right word -- but you don't object to their

10 admission over your objection. We will not
11 require a separate heartng on those. And then
12 you're going to get to us, hopefully, today, a
13 listing of those where we are going to need to
14 have Your Honor take a look at the documents.
15 n1E COURT: Get me -- again, if you
16 can get me a list of these - for the openings a
17 list of the exhibits that you would like to ref~
18 to and what the objections are and stuff, I'll
19 rule as to what I'm going to be admitting.
20 Again, these rulings are going to
21 be based kind of in a little bit of an abstract
22 because I may have different rulings as evidence
23 comes 'n down the road and I see what people sa
24 and people may do things that open dOOfS and y
25 stuff. 50 these rulings are kind of prerullngs

P090 60
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1 done is we've tried to go through and identify
2 those to which we have no objection. And I think
3 irs about at least 50 percent of which we have
4 no objection. There are a number that we will
5 recognize that are going to be admitted over our
6 objection, because they relate to certain motions
7 in limine, and we've tried to put those In a
8 packet of -- so you can sort of rule on them en
9 masse--

10 n1E COURT: You're going to make
11 your objection so that you can keep a record --
12 MR. LEHNER: Exactly.
13 n1E COURT: - and let you know
14 that I've ruled on it in the motion.
15 MR. LEHNER: But there are some,
16 and I don't know whether they reiate to their
17 opening or whether they relate to the fir,;t day
18 that we are going to present to you for a ruling,
19 and I think we're pretty ciose to sort of
20 identifying that. I think we have, because we
21 have Identified those. 1 don't really know the
22 number of them right now, because I didn't count
23 them up.
24 MR. SUGGS: Mr. Lehner and I spoke
25 this morning about this, Your Honor. We gave

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. RBICH: Yes, sir the short
answer is, yes, there will be. r

.. THE COURT: 50 if I've got 30ish
exh~btts 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, w,th a lot of exhibits. But what we've

1 fallen behind on a bunch of the other cases.
2 MR. RBICH: As I say, we've
3 witnessed the pressing matter,; before the Court
4 and the manner in which you've dealt with us. We
5 appreciate you doing what you can -- I was
6 hesitant to ask, and we're certainly willing to
7 accept your rulings.
8 THE COURT: What I'll try to do is
9 get it done this weekend. And let me just ask,

10 because - I don't believe I'm going to voiunteer
11 tNs.
12
13
14
15
16
17
18
19
20
21
22
23
24
25

Page 58

1 already set forth in your objectiOns to exhibits,
2 you don't have to repeat it in some fashion. I
3 don't know if you want to make my life easier,
4 you can do that, too. And I'll rule on those
5 before the opening statement.
6 MR. R8ICH: Your Honor, we
7 appreciate - I speak for, I'm sure, all the
8 lawyer,; that are in here, with the effort that
9 we're putting before the Court in ruling on

10 matter,; that we need to have resolved. And I'm
11 almost too timid to ask this, but I'm going to
12 anyway. The documents that we anticipate using
13 in opening are a pretty limited group. Irs 30
14 or 40, probably, at the most.
15 We would like for you not to spend
16 your weekend doing it if you can avoid that by
17 doing it early so that we would have it before
18 this weekend to prepare the opening. If thars
19 not possible, given the pressing matter,; before
20 this Court, then we appreciate that.
21 n1E COURT: My problem is that I
22 don't think irs going to be possible. I mean,
23 I've got hearings virtually full-time this --
24 subject to things falling off the calendar
25 tomorrow and Frtday and this afternoon. And I've
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the Supreme Court to do that and both want me tofor the purpose of allowing an exhibit to be. 11

2 do it, only if both of you want me to do It --
2 shown to the jury. It can be instructions If It

3 there was a time in one case when Mr. sanders,
3 turns out that later on down the road I may --

4 who was then a judge issued a ruling on a hard
4 well it's not going to matter if later on down

5 issue of law and I issued a contrary on the same
5 the ;""d 1admit an exhibit that I wouldn't allow

6 issue of law and we both, basically, put
6 to be shown in opening. It may matter iater down

7 something in our decisions that suggested that
7 the road if I change my mind because some things

8 the Supreme Court ought to take up the issue;
8 happen. But thafs less likely, 1think.

9 which they did.9 You'll get me a second packet for
10 If you both want that to happen,10 the first two days of triai?
11 which obviously wouid mean that you're going to11 MR. SUGGS: Yes, Your Honor. 1
12 put off your trial, I would be happy to say12 don't want to get your hopes up, but it may -- I
13 something if the parties want me to say13 haven't had the opportunity to go through -- I
14 something, because I do consider these hard14 just got their list this morning. It may well be
15 issues. But I won't do that uniess both Sides15 that the number that is in dispute as to opening
16 want to proceed.16 is even much less than 30 --
17 MR. SANDERS: First of all,17 THE COURT: That will be great.
18 Your Honor, who was right in that decision that18 Like 1said, if I get -- if I can get this by
19 we both disagreed on?19 dose of business Friday" it has to be In
20 THE COURT: I believe I was.20 chambers close of business Friday, then I'll work

MR. SANDERS: Thafs why he tells21 on it dUring the weekend. 21
22 MR. SUGGS: We'll get that to 22 the story, because he was the one who was right
23 Your Honor. 23 and I was wrong.
24 THE COURT: I'll get your rulings 24 THE COURT: I specifically did not
25 Monday morning. 25 reveal that fact.

Page 63 Page 65
I MR. SUGGS: Very good. 1 MR. SANDERS: ObViously, I think we
2 MR. LEHNER: No problem. 2 would need to talk to the client about this
3 MR. SUGGS: Thank you, Your Honor. 3 decision --
4 THE COURT: Two other things that 4 THE COURT: I understand that.
5 OCOJr to me. I do have settlement conferences on 5 MR. SANDERS: I think it's unlikely
6 Monday morning. As I'd indicated, if there's a 6 that we're going to try to do anything to stop
7 way to presaeen people as to get a real handle 7 the trial.
8 on what a problem for spring break Is likely to 8 THE COURT: Yeah, I don't know if
9 be, I'll try to do that. But I just don't know 9 anybody Is going to want to do it or anybody

10 if it will .. I'm also going to see if I'm able 10 wants to do it. I'm just saying, I'm not going
11 to do that, we'll be having everybody come in on 11 to say anything to do that that will give
12 Monday morning at least to discuss some of these 12 somebody -- one side an edge that somebody
13 things and deal with any final pretrial things, 13 doesnt want. If you would rather get these
14 and I think people are trying to do things with 14 issues decided by the Aiaska Supreme Court before15 the courtroom. 15 you go to trial, 1certainly would not be averse16 I hope I'm not mucking up the works 16 to that happening, because I reall2e that we may17 by suggesting this in any way. I recognize I've 17 be having -- I mean, the choice is that we would18 sort of ruled against the State on some Issues 18 be haVing a trial that we shouldn't be haVing or19 and for the State and against Lilly on some 19 that we should be having a trial that we -- that20 issues and for Lilly, and it certainly would be 20 we're going to have a trial that maybe we21 in anybody's realm given the narure of these 21 shouldn't have. And it may be that I don't want22 motions and the case iaw and what I perceive as 22 you to have to spend the money to do this over23 being hard issues to petition me on the case. 23 again because I was wrong today. And I totally24 I'll tell everybody now, If you 24 recognize that I could be.25 both are going to do that and you're going to ask 25 Anyway, with that being said, then,
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If there's nothing else, then we'll
be off reoord.

(Hearing adjoumed at 12:30 p.m.)

Northem Ughts Realtime & Reporting, Inc
(907) 337-2221

1 TRANSCRIBER'S CERTIFICATE
2
3 I, SANDRA M. MIEROP, hereby certify
4 that the foregoing pages numbered 1 through 66
5 are a true, accurate, and complete transcript of
6 the requested proceedings in case No. 3AN-06-5630
7 Ovil, State of Alaska v. Eli Ully and Company,
8 transcribed via realtime transcription to the
9 best of my knowledge and ability.

IO
11 February 27, 200B

SANDRA M. MIEROP

1 I'll wait for the filings on the motions that are
2 outstanding and the jury questionnaire issue.
3 MR. JAMIESON: Housekeeping matter,
4 Your Honor. We did deliver some things this
5 morning to your chambers. Here's an extra
6 chambers oopy just for your -- your own use.
7 THE COURT: Thank you,
8 Mr. Jamieson. Let me jUst state, Ully has been
9 filing chambers oopies of almost everything, and

10 while I appreciated that up until now, I'd rather
11 you didn't do that anymore because there's too
12 much paper "oating around and ies getting a
13 iittle bit hard just to keep track of things in
14 my office. The fiie is probably in disarray
15 right now. And the _. the original is
16 5uff.aent, just file it in chambers andt qUite
17 franldy, it gets to me·- if you file it, the
18 original in chambers, it's almost the best way to
19 do it.
20
21
22
23
24
25



instruction No. 14.

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

ELI LILLY A 0 COMPANY'S
RESPONSE TO PRE-EVIDE CE

"BOILERPLATE INSTRUCTIONS"
Defendant.

ELI LILLY A 0 COMP Y.

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.

002801

The proposed instructions contain no admonition that jurors should not watch, read

Defendant Eli Lilly and Company has no objection to the court's "boilerplate"

or listen to news accounts about the case, which has has a high profile in the media.

THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRICT AT ANCHORAGE t::Ct::/
..l Ci'.""6" Vt-

TATE OF ALASKA. "o'ge R.. IS Of

FCB ~ '''o'''er
". Of <;; DrPlaintiff. lhi ~.Sk ',<ell

~..l • s"
'f't 4'kftC,41 l;:er;o,.

\'."'('hc.~ 'VIs"...
Case No. 3AN-06-05630 CI I",

Accordingly, we suggest adding the following sentences, extracted from the State's proposed

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

Coun·s proposed instruction No.5, and in the last paragraph of the Court's proposed

(and undisputed) instruction No.2, as follows:



DATED this 28th day of February, 2008.

accordance with the probable length of this trial.

PEPPER HAMlLTON 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
Attorney or De~ ndant

~

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

I ecnlfy thal on Fcbrual') 28, 2008, a cop)'
of the foregomg was sm cd b)' hand on

'will probably take about one weck." We presume the court will edit this statement in

Eli Lilly and Company's Res nse t P .
Slatt! ofAlaska v. Eli Lilly allkoJn'P:"J ,(e-cEVld

N
enCe

3
"BOilerPlale Instructions"

, as. o. AN-06-0S630 CI)

002802
Page 2 012



should be clearly identified as "ELI LILLY'S JUROR QUESTIONNAlRE."

using the questionnaire will prolong the jury selection process and, accordingly, the State

Case No. 3AN-06-5630 Cl
Page 1 of6

002803

Case No. 3AN-06-5630 CIV

Defendant.

vs.

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

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

••

THIRD JUDICIAL DISTRlCT AT A

Plaintiff,

THE SUPERlOR COURT FOR THE STATE OF ALASKA

As stated in previous pleadings and at the February 27, 2008 hearing, the State of

Lilly's juror questionnaire.

Slate of Alaska's Objections 10 Eli Lilly's
Proposed Juror Questionnaire
Slate ofAlaska v. Eli Lilly ond Company

ELI LILLY A D COMPANY,

that if the Court decides to use any part of the proposed questionnaire, the questionnaire

will not present additional questions to compound the problem. It is the State's position

Alaska is strongly opposed to Lilly's juror questionnaire. It is the Slate's position that

STATE OF ALASKA,

FElDMAN ORtANSKY

&,SANDERS
>OOLS!>EET

Foo1m< FLooIl
ANCHORAGE. AK

"'"TEL: 907 .m.3538
FAX: 907.274.0819



Q ESTION OS. 1,2,3,4,5,8,11,14,29,30,33,34,42 AND 43.

These questions are not necessary because the infonnation is disclosed on the

standard fonns used by the jury clerk in Anchorage or are answered by each juror in the

courtroom. (See attached jury questionnaires.)

QUESTION 0.10.

provide accurate answers.

QUESTION NO.9.

Case No. 3AN-06-5630 CI
Page 2 of6

00280~

Asking someone if they live alone and, if not, whom they reside with is

relevant to a juror's fairness, it can ask this question in open court.

Inquiring about annual family income is not relevant and is invasive. Lilly is

welcome to ask jurors this question in the courtroom.

This question is invasive, offensive, and perhaps illegal. If Lilly believes race is

The Lilly questionnaire asks people to list "your prior residence over the past 10

years." This infonnation is not useful and will be confusing for people who are unable to

QtJESTlO NO.6.

unnecessary and invasive. Jurors are required to disclose their marital status, spouse's

name, number and ages of children and other relevant infonnation.

State of Alaska's Objections '0 Eli Lilly's
Proposed Juror Questionnaire
Stale ofAlaska v. Eli Lilly and Company

FELDMAN O!tlJ\NSKY
&'SAHDERS
".,LSnEEr

Foulml FlOOR
ANCIIORAGE. AK

99>01
TEL: 907.272.3538
FAX: !ilO7.214.0819



Q ESTION O. 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

to the instant case.

QUESTION No. 26.

Q ESTION No. 25.

Case No. 3AN-06-S630 Cl
Page 3 of6

002805

Slate of Alaska's Objections to Eli Lilly's
Proposed Juror Questionnaire
State ojAlaska v. Eli Lilly and Company

mental health generally, but specific, narrow psychiatric disorders such as schizophrenia

that causes the person distress and difficulty in functioning." This trial is not about

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

they have had diabetes or a related condition?"

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

Q ESTION 05.17,18,19,20,21 AND 22.

and bipolar disorder. Any juror questionnaire should be specific to information relevant

this information on one line will not be helpful.

This question is overbroad. If asked, the question should be limited to prospective

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

FELDMAN OR~NSKY

& SANDERS
>aoLsrmrr

FouRTli F1.OOR
ANCHORAGE. AI(

99S01
Tn.: 907.m.3S38
FAX: 907.274.0819



Whether or not someone mokes is not relevant to determini

prospective juror will be fair. Lilly is welcome to ask this question in t

Case No. 3AN-06-5630 CI
Page4of6

002806

QUESTION NO. 28.

will either have a positive or negative opinion about state government or govern

This question is unnecessary because this

should not be suggested that the jurors will be sitting in a personal injury case.

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

QUESTIO os. 37, 38, 39 AND 40.

These questions are unnecessary and meaningless because every prospee

QUESTION No. 31.

agencies.

QUESTIO 'Nos. 41 AND 42.

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.

Slate of Alaska's Objeelions to Eli Lilly's
Proposed Juror Questionnaire
Siale ofAlaska v. Eli Lilly and Company

FElDMAN ORU,NSKY

&:SANDERS
'OOLSnta;r

FouIlTllFLooll
AHc!lORAGE. AI(-,

TEl.: 907 .m.3.S38
FAX: 907.274.0819



QUESTION OS. 45, 46, 47, 48,49, 50, 51 AND 52.

..

Lilly is welcome to ask these questions ofjurors in the courtroom.

DATED this 28 day of February, 2008.

FELDMAN ORLA SKY & SANDERS
Counsel for Plaintiff

FElDMAN ORLANSKY
&,SANDERS

SOOLSnEIrr
Foolmi F!.OOlt

NiaIORACiE. AK-,
TEL: 907.m.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

RJCHARDSON, PATRJCK,
WESTBROOK & BRJCKMAN, LLC
H. Blair Hahn
Christiaan A. Marcum
David Suggs
P.O. Box 1007
Ml. Pleasant, SC 29465
(843) 727-6500

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

BY--U-fjt-::-flL=-:----
Eric T. Sanders
AK BarNo. 7510085

HENDERSON & ALLEN, LLP
T. Scott Allen Jr.
2777 Allen Parkway, 7'h Floor
Houston, Texas 77019-2133
(713) 650-6600

FIBICH HAMPTON & LEEBRON
Kenneth T. Fibich
1401 McKinney, Suite 1800
Houston, Texas 770 I0
(713) 751-0025

Counselfor Plaintiff

Case No. 3AN-Q6-5630 C1
Page 5 of6
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FELoMA~ OUJ,.~SKY

&SANDEJtS
SOOLSTREET

FooRTHfLOOlt
ANCHOftAGE. AK

99501
Ta.: 907 .2n.3538
FAX: 907.274.0819

IN

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
30 I West orthern Lights Boulevard, Suite 30 I
Anchorage, Alaska 99503-2648

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

peppe~

~;t/ ~~

Slaleof Alaska's Objections to Eli Lilly's
Proposed Juror Questionnaire
Slale ofAlaska v. Eli Lilly and Company

, E

Case No. 3AN-06·5630 CI
Page6of6
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DATED this 28th day of February, 2008.

from the State of Alaska's Objections to Eli Lilly's Proposed Juror Questionnaire.

Case No. 3AN-Q6-5630 Cl
Page 1of2
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FELDMAN ORLANSKY & SANDERS
Counsel for Plaintiff

BY~
~
AK BarNo. 7510085

Plaintiff,

OTICE OF FILING EXHIBIT TO
STATE OF ALASKA'S OBJECTIONS TO

LILLY'S PROPOSED JUROR QUESTIONNAIRE

Defendant.

fN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRICT AT A CHORAGE

Attached are the standard juror questionnaires which were inadvertently omitted

vs.

ELI LILLY AND COMPANY,

Notice of Filing Exhibit to Slate of Alaska's
Objections to Lilly's Proposed Juror Questionnaire
State ofAlaska v. Eli Lilly and Company

STATE OF ALASKA,

/'

FEulMAN ORLANSKY

&'SANDEaS
500LSnlEET

Foo1ml Ft.ooR
ANCUORAGE. AX-,

TEL; 907.272.3538
FAX; 907.274.0819



FEwMAN ORUNSKY
&:SANDEJlS

>OOLSnEET
FooJml fLOOR

ANCHoRAGE. AK-,
TEL: 900 .In.3S38
FAX: 900.274.0819

•
GARRETSO & STEELE
Matthew L. Garretson
Joseph W. Steele
David C. Biggs
5664 South Green Street
Salt Lake City, UT 84123
(80 I) 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
I 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
30 I West Northern Lights Boulevard, Suite 30 I
Anchorage, Alaska 99503-2648

OIice.ofFiling Exhibit to Slate of Alaska's
Objections to Lilly's Proposed Juror Questionnaire
S,a,e ojAlaska v. Eli Lilly and Company

•

HENDERSON & ALLEN, LLP
T. Scott Allen Jr.
2777 Allen Parkway, 7'h Floor
Houston, Texas 77019-2133
(713) 650-6600

FffiICH HAMPTON & LEEBRON
Kenneth T. Fibich
1401 McKinney, Suite 1800
Houston, Texas 770 I0
(713) 751-0025

Counsel for Plaintiff

Case No. 3AN-Q6-5630 CI
Page 2 of2
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JUROR QUESTIONNAIRE
aSE PRINT

Name : _

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

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

0.02811

Date

When?

Place of Birth:

Spouse I S Name:

Ages of Children:

___________ Employer:

Employer:

Signature

Have you ever served as a juror?

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

SpOllse1s Occupation:

Occupation:

Education:

Number of Children:

Date of Birth:

Marital Status:



5. Number of children & ages

3. Marital status, occupation & brief work history _

2. Date of birth, birthplace, and where raised _

o No

0028/2

JUROR QUESTIONNAIRE

g. Have you ever served on a jury? 0 Yes 0 No If so, when? _

8. Have you or any member of your family been involved in litigation (lawsuits)?
DYes 0 No

11. Have you or a family member ever been a victim of a crime? 0 Yes

If so, when and what kind of crime? _

10. Are you related to or close friends with any law enforcement officer or
prosecutor? 0 Yes 0 No

7. Name all organizations of which you are a member _

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

6. Hobbies & interests _

4. Spouse's name & occupation _

J-146 (7/05)(513)
Juror Questionnaire (long form)



confidential.

this notice. Ponions of the content of the Motion and the Affidavit have been deemed

002813

•

DEFENDANT ELI LILLY AND
COMPANY'S OnCE OF

F£LI G UNDER SEAL

Plaintiff.

Defendant.

•

DATED this 28th day of February, 2008.

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

THE SUPERIOR COURT FOR THE STATE OF ALASKA lc~
TI-ITRDJUDICIAL DISTRICT AT A CHORA E J~~i-:.

, 0,. J'f'6'" ~ cV
TATE OF ALASKA. b,.--: '1L "

~,Q."f•.~
~VOIc... '£. -"('l)
.~/ct/"'-%

Case o. 3AN-06-05630 Cl "r.~~;,;;~C ,

ELI LILLY A D COMPANY.

Motion Requesting Confidential Protections of Regulatory Communications Not Subject to

Public Disclosure, and accompanying Affidavit of Timothy R. Franson, under seal, attached to

\'



hcl - I ~ addllKHI, theCounc~led ~ith favor Ptn~·/l'O".la £mp/~)'euBtnejil Trust Fundvs. ZefU'ca. Inc. 499 FJd 239, which
(I): thaI ad,cnlscmenullso come In the [ann ofphysiclan·(hrttted PltCt!n by sales representatives.... (Citing 21 C.F R. 202 1(1)

co
N
o
o

Pilllblltgh

Wilmington

N~wYorlc:

•

Denoil

Febmary 28, 2007

WaJhjD~lon,O.C.

Hurilburg

Bos,on

"""'"

VIA HA 0 DELIVERY
The Honorable Mark Rindner
Alaska Court Syslem
825 Wesl Fourth Avenue, Room 432
Anchorage, Alaska 99501-2004

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

Dear Judge Rindner:

We are writing on behalf ofour client Eli Lilly and Company. It is apparenllhal
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 Ihat "acts and practices promoting off-label uses and
advcrtising improperly" are prohibited by federal regulation and are Iherefore subjeclto
the exemption provision of the Alaska Unfair Trade Praclice Consumer Protection Act.
See Rough Transcript of Hearing, February 27, 2008, page 7 (cmphasis added).

[n addition, as discussed at oral argument on February 26, 2008, the Codc 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
penahies 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 dmg - 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 mled, exemptcd by the UTPCPA.

Based on the Court's mling, 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
wnh the use of the product. Under the bifurcation plan ordered by the courts, other

Plllbddpllil

3000 T.....o Logan Square
Eightcenth and Arch Streets
PhH'ddphi', PA 19103·2799
215.981.4000
Fax 215.981.4750

..
PepperHamilton LLP.::...."'--O- ~.I .......



Pepper lIami!!!!!!H£

Respe 'uIlYSUb4d~

eorge . ehner
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infonnation 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 E ki) from our witness list, as the marketing conduct she would have testified about
is no longer part of the case. We immediately infonned 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, Expen or

upplementaI witness list). After we infonned 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 deposilion Ihat we initiated with
plaintifT's counsel, it became clear that the Stale reads Your Honor's decision as
pennitting introduction of all manner ofevidence relating to sales representatives'
interactions with physicians which, as we understand, is irrelevant to the remaining
claims. The Slate has previously assened that it will prove label-based violations of the
UTPCPA Ihrough evidence of the number of prescriptions writlen (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 thatlhe Coun's calendar is very tighl, and we regret having to seek
such clarification at this point. However, plaintiffs insistence that they will proceed 10

introduce evidence that goes beyond its remaining claims necessitates such clarification.
Accordingly, we will file a brief today seeking guidance from Ihe Court and a conference
at the Court's earliest convenience.

GAUer
cc: Eric Sanders, Esquire

David Suggs, Esquire
Joseph W. Sleele, Esquire
Brewster H. Jamieson, Esquire

t9J"470~J



1_lfy!hot on '2-1-1- 06 ""1"1
of tM .bOYe was mlll.d to .eth of tho followIng at
thtlt acIdreuea of records

'Su<",devs
.:::rC{VYI{e~oV1

TN THE SUPERJOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRJCT AT ANCHORAGE

TATE OF ALASKA.

Case o. 3AN-06-05630 CI

ORDER

Plaintin:

Defendanl.

ELI LILLY AND COMP Y.

THIS COURT. having considered defendant Eli Lilly and Company's Motion in

Limine to Exclude Adverse Evenl Reports for any Purpose Other Than Establishing Lilly

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

IT IS HEREBY ORDERED that Lilly's motion is GRANTED. The Slate 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 <hi, ;;>.1 do, ofF"',",ry,'i.e i\1---
The Honorable Mark Rindner
Judge of the Superior Court

v.



Admlnldrl1tve AMlIt8nt
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Case No. 3AN-06-05630 CI

Plaintiff,

Defendant.

ELI LLLLYAND COMPANY,

I~rt;fy''''~ 2-2"1- 0 8 ''''PY
of the above WI' mailed to each of tM toI1c;M'k'lg a1

thelt oddrauet of recortL

9c<Vlde(~
::::fa m<'esoV\

v.

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRICT AT ANCHORAGE

TATE OF ALASKA,

THlS 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

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 l4- day of February, 2008.

TheH~£ke-r-----­

Judge of the Superior Court

I cenif} that on February 25, 2008, acopy
ofthc foregoing was served by hand on:

Ene T Sanders. Esq
Feldman OrlllflSl:y &: Sanders
500 L Street, Suite 400

AlaU:1I 99 )·591 I



STATE OF ALASKA,

o
THE SUPERIOR COURT FOR THE STATE OF AL c;. KA

~
THIRD JUDICIAL DISTRICT AT ANCHORAGE ?

~\ \; ~

Plaintiff,

v.
Case No. 3AN-06-05630 Cl

ELI LILLY AND COMPANY,

Defendant.

DEFENDANT ELI LILLY AND COMPANY'S OPPOSITION TO PLAINTIFF'S
MOTIO TO PRECLUDE TESTIMONY OR ARGUMENT THAT ZYPREXA'S®

LABELl G "WARNED" OF DIABETES, HYPERGLYCEMIA OR WEIGHT GAIN

I. INTRODUCTION

Prescription drug manufacturers fulfill their duty to warn if their warnings and

directions provide doctors reasonable notice of the adverse events of their products. I

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. 2 In

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

2 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 io the superseded regulations, which wer~
tn effect thr,ough June 29, 2006. While the dlsttnctlOns are not material to the determination
of the State s Motton, It IS these earher 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 explanalton of the changes effecte9 by the 2006 rule changes. See generall
ReqUirements on Content and Format of Labeltng for Human Prescription Drug and Biologrc
Products, 71 Fed. Reg. 3922 (Jan. 24, 2006).

002818



arguing that Lilly's arguments regarding its warnings to doctors is limited to the contents of

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

"Warnings," 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

denial of the motion.

II. 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, "[iJn most cases, for a warning to be adequate, it should: I) 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

) 835 P.2d 1189 (Alaska 1992).

Page 2 or6
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such a manner as to alert the reasonably prudent person.'" Shanks made clear that clear that

all of the "warnings and directions" accompanying a medication were to be considered in

determining the adequacy of a warning,S without specifying where the warnings were

specifically placed within the drug label.

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

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

Page 3 of6

002820

Oerendant Eli Lilly and Company's 0 T P"Argument that Zyprexa's Labelin "W~:l I~n to .18IOtlff'S Motion to Preclude Testimony or
Stale ofAlaska v. Eli LiJly and Com~uny (c::e ;~.~I~~6:o~~~~~I~cemiaor Weight Gain

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

• Jd. at 1200 (citation ornined).

sId. at 1200.

6 See, e.g., Ames v. Apothecon, Inc., 431 F. Su . 2d 566 (D MD 20 .
Pharmaceutical Prpducts,/nc., 2007 WL 14884~: 5-6 (N.D. Ohio 2007)Ofl:a~~a~e~f~O[::r
~one densIty assocl~!ed wIth dru1Lu~ron were adequate when included in "Prec~utions" and
tug;~~~ ~9~~tl~9_26~c(ls.D.t~ty~b~OOf~;t re Rezulin Products Liability Litigation, 331 F.

~:~~:i~~~s~~~o~~f~i~c~~~;i~~~~tequate~~a~~~We~~tl~~~hf~~W;;~~p~~;~ainaR~!e~~~
7Ames, 431 F. Supp. 2d. at 570.

[relevant] warning appeared in the Warnings or the Adverse Reaction section.,,7 The Court

because it appeared _ as here - in the Adverse Reactions section, instead of the Warnings

federal court rejected a claim that the labeling of an antibiotic Trirnox was inadequate

section.6 For example, in Ames v. Apothecon, Inc., 431 F. Supp. 2d 566 (D. MD. 2006), a

warnings to be adequate when included in scctions of labels other than the "Warnings"



be unreasonable merely because it requires the reader to make a cross-reference.'" As these

cases suggest, the FDA's determination of where safety information should appear in the

label are regulatory determinations, balancing the need to inform physicians of relevant risks

while not discouraging use of efficacious medications,9 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

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

are intended to be read by learned intermediaries who are presumed to have considerable
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• Id. at 573.

9 See Requirements on Content and Format of Labelin for Hum P ,.
BIologIcal Products, 71 Fed. Reg. 3922 3934 (Jan 24 g2006) ("F~A rescfi!l:lon Dru~ ~d
~h~~l~~~~na:~~~I:~~!~r;rgf::~~~~il~nag~7't~~C~i~~~':~~~~~~~~f f~~'pr;~~~i~I~~t~d~;1 ~o~

e p ensure safe and effective use FDA t' I v pro uct to
scientific information to monitor the safe~~f"~r~ds Yt wor~s toevaluate t e latest ayailable
the product's labeling when appropriate."). uc s an to mcorporate mformatlOn into

physicians. As the Ames Court pointed out, "(o]ne must ... bear in mind thaI the warnings

Adverse Reactions section of Zyprexa's label in the absence of testimony by those

impossible for the State to argue that Alaska physicians were not adequately warned by the

whether a given doctor, prescribing for a given patient, received adequate information. It is



infonnation:· 1o In addition to finding that the label was not defective, the Court held that the

plaintiff, as a maner 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 physician.,,12

LLI. CONCLUSION

g ~ There is no conceivable basis for the State's argument that Lilly may not claim that

.g ~
Ji co ~ it Hwamed" of diabetes, hyperglycemia, and weight gain when those risks were in the

~ "E~~ ~

j ~ ~ ~ Adverse Reactions section of Zyprexa's label. Accordingly, Lilly requests that the State's
~~ ~.~
~ '" ~ .. Motion in Limine be denied.
O~E=
c.,..J<1I"l
t;:J E ~;::

~~]~
..Jzgg

~<~
o a­
M ~

10

'11n(E'o43~tl~~~)}~ht i~3; she also Taylor v. Danek Medical, Inc., 1998 WL 962062

~~1E~~t~~~~~:r~:?1~~J~~rioI~~I~;atrt~~~~~i~~~,~!d~~~r~~~:~~:~~~t~~;t
prescribe a medical device.") (citatii:n ~~i~rJ)t.,ent, would use his m:Fependent Judgment to

II Ames, 431 F. Supp. 2d at 573.
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Case No. 3AN-06-05630 CI

ELI LILLY'S RESPONSE TO THE
STATE'S OBJECTION TO

LILLY'S PROPOSED JUROR
OUESTIONNAIRE.

Defendant.

•

ELI LILLY AND COMPANY,

v.

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

questionnaire is unnecessary and "unprecedented," even though the State's lead trial counsel

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, nol

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 will be empanelled and

sworn on March 4. The State supposedly fears "follow-up examination to obtain

~ .

IN THE SUPERJOR COURT FOR THE STATE OF AL -< KA

THIRD JUDlCIAL DISTRlCT AT ANCHORAGE ~\

STATE OF ALASKA,



•
meaningless information" about certain subjects. Lilly does not plan to waste its allotted 2

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 numbcr 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 Objection 10 Lilly's Juror Q r .
Slate ofAlaska 1~ Eli Lilly and Company (Case No. 3AN-06-0S6~~~~)lnalre
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Eli Lilly's Response to the State's Ob'e' .,
Stale ofAlaska l~ Eli Lilly alld Com'Pa~uC(tclon tONLl1J

3
y SJuror Questionnaire

J ase o. AN-06-IIS630 CI)

''jury consultants from many different statcs" who have already arrived in Anchorage. The

tate is hardly disadvantaged by the use of this jury questionnaire.'

The questionnaire will aid thc 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.
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PLAJ TIFF STATE OF ALASKA'S
SUPPLEMENT TO FINAL WITNESS LIST

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

FELDMAN ORLANSKY & SANDERS
Counselfor Plaintiff

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

DATED this~y of February, 2008.
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Case No. 3AN-06-05630 CI

ELI LILLY AND CaMP Y,

Defendant.

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 [ of this trial by

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

002829



1. BOTH REQUESTS FOR CLARIFICAnON 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. I In particular, the State seeks to

State's strict liability claim 3 The State has acknowledged, and in fact seeks to instruct the

jury, that "intent to deceive need not be proved.,,4 As the State has recognized, evidence is

discussed its theory of the case, the State said that "neither intent to deceive nor actual injury

Page 2 or7
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~1:d~~YEax~~u~fn~P::i~':n~:~~~tti~nt~ Plain~fPs Requests for Clarification of tbe Court's
Net Worth and the p...ice of Zyprex:r rugs anufactured by Defendant and Defendant's Profits,

Slate ofAlaska ". Eli Lilly and Compony (Case No. 3AN-06-05630 CI)

I See, e.g., State of Alaska's Request for Clarification of the Court's Order Excluding
Testimony or Argu.ment Regardmg 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
phySICian Q;CP) market In 2000 and to Lilly's mOlive and efforts to promote Zyprexa for off­
label uses. ) ~emphasls added); State of Alaska's Request for Clarification of the Court's
~rger Excluding EVidence of the Defendant's Profits, Net Worth and the Price of Zyprexa

2 PI. Mem. Proofs and Claims at 21.

3 fd. 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).

4State's Proposed Jury Instruction No. 25.

is required ..." for its UTPCPA claim2 Similarly, evidence of motive is irrelevant to the

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. Ln its first filing that



only relevant. and admissible. if it has a "tendency to make the existence of any fact that is of

consequence to the determination of the action more probable or less probable."s Since

Lill~"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

either were or were not deceptive, as dcfined by the statute; they do not become more so if

Lilly had a panicular financial objective, nor less so ifit did not.

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

Lilly's diabetes product line. To the extent that the 200 I Hyperglycemia Sell Sheet for

Zyprexa, with references to Lilly's position in "Diabetes Care,,,6 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

S State of Alaska's Request for Clarification of the Court's Order Ex I d' .

~~~~~~~~~gRu~~n~f~~de~~~61MD~~~~~U:~}~~I~~~n1~?Je;~~~l~ipi~i?i£f~f~tO~
State's Request for Clarification Regarding Other Drugs at 10.

Eli Lilly and Company's 0 or t PI· . ,
Orders ExclUding EVidenc:~~~tl~~ ~ DIRtlff 5 Requests for Clarification of the Court's
Net Worth and the Price of Zyprexar rugs Manufactured by Defendant and Defendant's Profits,

Stale oJAlaska \~ Eli Lilly and Company {Case No. 3AN-06-05630 Cn

002831
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"Diabetes Care Company:' unrelated 10 Zyprexa marketing. has no relevance to the disputed

issues in the case and could lead to prejudicial inferences by the jury7

company revenues in research and development of the next generation of medications. And

medications as evidence of its valuable corporate citizenShip, including its investment of

exclusion of evidence of Lilly's long history of developing life-saving and life-enhancing

Page 4 of7

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

7 The State also seeks to introduce evidence relating to S b L'II
Tetdes olanEapiped(Zyprexa). Lilly understands the Court's bn:d~:be~Yi~gLfI~~~u~o~roat
\::ill';'~:i~oth;eS~a::C~~f~~~~~d~~~ ~td~~e~e~l~~t~ryCommunications and Development~
eVidence relates specifically to Zyprexa safety issues. g to Symbyax, to the extent that the

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

pharmaceutical companies. The State cannot have this both ways, however. If this evidence

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

of Lilly's "bad character" were admined, the Court would also have to reconsider its

II. THE EVIDENCE THAT THE STATE SEEKS TO INTRODUCE
REGARD! 'G LILLY'S ALLEGED PROFIT MOTIVE IS DESIGNED
TO DISTRACT THE JURY FROM THE ABSENCE OF EVIDENCE OF
ACTIONABLE CO DUCT.

002832
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jury into a mini-trial on such complex, collateral issues as patent protection and litigation,8

and pharmaceutical finances.
9

The bener 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

8The State's.reliance on the ~istory of the Prozac patent also runs afoul of this Court's Order
excludmg etdence of other ht~atlon mvolving Lilly. Specifically statements such as "Lilly

R~~~~~r~1~rifi~~~io<;;°ourc~u~l()~a~~~~~~:di~g 6the~~~~s~~ ~e Court's Order. State's

9

(1I~~k~lof~93fO[~~~I~d~ev~~fct~~~~ ~trc- v. ~lyeska Pipeline Service Co., 666 P.2d 33, 42
prevent the side show fro~ swallowing up~~~I~i:~~~Aelatmg to an alleged conspiracy "to

Eli Lilly and Company's Op -I' PI·'
Orders Excluding Evidence ~~~::~/~ am~ff's ~equcsts for Clarification of the Court's
Net Worth and the Price of Zyprexa rugs anu acturcd by Defendant and Defendant's PrOfits,

SIOIt! ofAIiJ$ka I'. Eli Lilly and Company (Case No. 3AN-Q6-0S630 CI)
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d .d f ns far removedmarketing in Alaska, and cause it to ascribe liability base on cons! era IO

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

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

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.

HI. 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.

10 Although not necessary to the disposition of these motions, Lilly 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 l" with Zyprexa - Schizophrenia, Bipolar, Depression," IS cited by the
State for the pro{'osition 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 Company's Opposition 10 Plaintiff's Requests for Clarification of the Court's
Orders ExclUding Evidence of Other Drugs Manufactured by Defendant and Defendant's Profits
Nel Worth and the Price of Zyprexa '
Stale ofAlaska" Eli LIlly and Company (Case No. 3AN-86-05630 CI)
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IN THE SUPERJOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DlSTRlCT AT ANCHORAGE

STATE OF ALASKA,

Plaintiff,

vs.

Ell LILLY AND COMPANY,

Defendant.

)
)
)
)
)
)
)
)
)
)

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

INTRODUCTION

A. THE JUROR QUESTIONNAIRE IS UNNECESSARY.

shortened time, this pleading will briefly identify some of the State's concerns.

will explain in detail the many reasons why it objects to Lilly's questionnaire. Filed on

Case No. 3AN.Q6·5630 Cl
Page 1 of7
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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

The State of Alaska is strongly opposed to Lilly's juror questionnaire because it is

Slate of Alaska's Objection '0 Eli Lilly and
Company's Proposed Juror Questionnaire
S,a,e afAlaska v. Eli Lilly and Company

hear argument on this issue on Wednesday, February 27, 2008, at which time the State

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

FELDMAN ORI...4.NSKY
& SANDERS

SOO L STREET
FouRTII FLooR

ANCHORAGE, AK
99S01

TEL: 907.272.3538
FAX: 907.274.0819



The rule does not provide that the parties have a right
examination of prospective jurors.

to require prospective jurors to first answer detailed questions about themselves, family

when they would be expected to testify in Alaska. After some discussion the Court ruled

Because of other commitments, these witnesses needed to have some certainty about

002837

Case No. 3AN-06-S630 CI
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State of Alaska's Objection to Eli Lilly and
Company's Proposed Juror Questionnaire
Stale ojAlaska v. Eli Lilly and Company

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 I:30 p.m. These critical witnesses cannot appear in Alaska after

March 7.

pretrial matters would occur on March 5, and the State's first witness would be presented

that jury selection would occur on March 4, 2008, opening statements and pending

At the hearing on January 29, 2008, tbe State of Alaska expressed a concern with

B. THE JUROR QUESTIONNAIRE WILL PROLONG THE JURY SELECTION PROCESS

AND PREJUDICE THE STATE OF ALASKA.

procedure in this case.

scbeduling because it would have many expert witnesses traveling from other states.

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

FELDMAN ORUNSKY

& SANDERS

""LSnEEr
RlURrn FLooR

ANCHORAGE, AX
99>0,

TEL: 907.272.3538
FAX: 907.274.0819



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 tltis 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 tltis question "yes,"

follow-up examination to obtain meaningless information about tltis subject will then

occur. Another example is question no. 39, which asks: "Do you have an opinion

case.

C. THE JUROR QUESTtONNAIRE IS OFFE SIVE AND IJI,'VASIVE.

the jury selection process. The jury questionnaire, with all its subparts, has
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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

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

Slate of Alaska's Objection to Eli Lilly and
Company's Proposed Juror Questionnaire
State ojAlaska v. Eli Lilly and Company

have an opinion about the Alaska State Government, but those opinions will not benefit

(positive or negative) about the Alaska State Government?" Of course, every juror will

FELDMAN ORLANSKY

& SANDERS

>OOLSn<EET
FouRm FLooR

ANCHORAGE, AK

99>01
TEL: 907.272.3538
FAX: 907.274.0819



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

State of Alaska is seeking this information from people who have been asked to serve as

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 !be Alaska Department of Health;
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Favorite websites; and

Use of the internet.

It is hard to image how obtaining all this infonnation is necessary for Lilly to

detennine 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 questiOIUlaire.

D. THE QUESTIONNAIRE IS DESIGNED TO FAVOR ELl LILLY.

Eli Lilly's questionnaire was undoubtedly developed by a jury selection consultant

who was hired to obtain infonnation whicb 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.

FElDMAN ORLANSKY

& SANDERS

SOO LSTREET
FooRm FLooR

ANCH<:lMGE. AK
99S01

TEL: 907.272.3538
FAX:9l:11.274.08J9

State of Alaska's Objection to Eli Lilly and
Company's Proposed Juror Questionnaire
State ojAlaska v. Eli Lilly and Company Case No. 3AN-06·S630 CI
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DATED this 26th day of February, 2008.

FELDMAN ORLANSKY & SANDERS
Counsel for Plaintif!

BY fIi!. .-
EriCT:aIl~
AK BarNo. 7510085

FELDMAN ORLANSKY

& SANDERS

SOOLSnlEET
FouRTlI FLOOR

ANcfiORA(;E. AK
99S01

Ta: 907.2n.1S38
FAX: 907.274.~19

GARRETSON & STEELE
Matthew L. Garretson
Joseph W. Steele
David C. Biggs
5664 South Green Street
SaJt Lake City, UT 84123
(80 I) 266-0999

RJCHARDSON, PATRJCK,
WESTBROOK & BRJCKMAN, LLC
H. Blair Hahn
Christiaan A. Marcum
David Suggs
P.O. Box 1007
Mt. Pleasant, SC 29465
(843) 727-6500

Stale of Alaska's Objection (0 Eli Lilly and
Company's Proposed Juror Questionnaire
Slale ojAlaska v. Eli Lilly and Company

HENDERSON & ALLEN, LLP
T. Scott Allen Jr.
2777 Allen Parkway, 71

1. Floor
Houston, Texas 77019-2133
(713) 650-6600

FIBICH HAMPTON & LEEBRON
Kenneth T. Fibich
1401 McKinney, Suite 1800
Houston, Texas 77010
(713) 751-0025

Counselfor Plaintif!

Case No. 3AN-D6-5630 CI
Page 6 of7
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Certificate of Service
I 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:

FELDMAN ORLANSKY
& SANDERS

SOO LST1<E£T
FouarnFtooll.

ANCHORAGE. AK
99S01

TEL: 907 .2n.3S38
FAX: 907.214.0819

Brewster H. Jamieson
Lane Powell LLC
30 I West Northern Lights Boulevard, Suite 30 1

Anchorage, Alaska 99503-2648

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

pepplZ;

~~te~1Ji:ttr

State of Alaska's Objection to Eli Lilly and
Company's Proposed Juror Questionnaire
Slale ojAlaska v. Eli Lilly ond Company

Case No. 3AN-06-5630 Cl
Page 7 of7
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Case No. 3AN-06-05630 CI

ELI LILLY'S NOTICE OF FILING
PROPOSED JUROR OUESTIONNAIRE

Plaintiff,

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. [n 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 phannaceuticals used to

treat them. It is necessary to inquire with prospective jurors on this topic, and forcing a

prospective juror to disclose such infonnation 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 coun 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

ELI LILLY AND COMPANY,

v.

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRICT AT ANCHORAGE

FILED IN OPEN COURT
STATE OF ALASKA, . ,z.~b.::=.-c.J-:(o~.g::.--oate.-:- -

Clerk:- Y1 i-tJ



further advised that if the Court allows administration of a juror questiomlaire, the State will

seek to add questions to it. Lilly has no objection to the State asking additional questions, but

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. Brermer, admitted pro hac vice
Eric J. Rothschild, admitted pro hac vice

and
LANE POWELL LLC
Attorney Defendant

Eli Lilly's Notice or Filing PStale ofAlaska l~ Eli Lill ;~osed Juror Questionnaire
yan ompany (Case No. 3AN-OlHlS630 CI)

002844
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PROPOSED JUROR OUESTIONNAIRE

You have been selected to serve as a prospective juror in a civil case. This questionnaire
is designed to assist counsel and the court in selecting fair and impartial jurors. Please answer ill
of the following questions on the form: However, if there is information that you would prefer to
keep confidential, state on this form those questions as to which you would like to speak
privately to the judge. In all events, the information is then returned to you or destroyed by court

personnel after jury selection. Thank you for your cooperation.

iJ93S6172vi

Male

How long have you lived at that address?

List your prior residences over the past 10 years.

YOUR JUROR NUMBER _

AME: (please Print Clearly)

ADDRESS:

AGE: _

B.

A.

4. Gender:

002845

For the following questions, please circle the numbeand your current situation: r next to the response that best describes you

2.

3.

I.



Female 2

5. What is your current marital status?

ever Married

6. RacelEthnicity:

White/Caucasian

HispaniclLatino 2

Black!African American

Asian/Pacific Islander 4

Native American

Other 6

7. Highest level of education:

Less than high school

OED 2

High school

Technical/trade school 4

Some college

Bachelor's degree 6

Some graduate study 7

I9JS6772vi
2

Married

Separated

Divorced

Widowed

2

4
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Master's or Doctoral degree

If you have aoended college, or have done post-graduate work, what was your major course of

study?

8. Do you have any difficulty reading, understanding, or speaking the English language?

10. Annual family income:

Under $25,000

$25,000 - $50,000 2

$50,000 - $100,000

$100,000 or more 4

Unemployed 4

What is your current employment status?

002847

2

No

No _

Homemaker

Retired

Part time

Full time

Yes

Yes

lt93S6172vi

II.

If not, with whom do you reside?

9. Do you live alone?



12. Job title (if unemployed or retired, write most recent job title):

Describe your duties

What part of your job do you like most?

What part of your job do you like least?

13. Name of employer (if unemployed or retired, please list your most recent employer):

14. If you have a spouse or significant other what is your spouse's or significant other's
current employment status?

Full time

Part time 2

Retired

Unemployed 4

Homemaker

Disabled 6

4
H3S6mv!
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Spouse or significant other's job title (if unemployed or retired, please list most recent job

title):

16. Name of spouse or significant other's employer (if unemployed or retired, please list the

most recent employer):

t91S6712v!

18. Have you ever suffered from a mental illness?

17. Have you or anyone close to you ever experienced a side effect from a pharmaceutical

product?

2

2

No

No

Yes

Has anyone in your family or close to you ever suffered from a mental illness?

Yes

002849

If yes, please explain:

If so, please explain:

Jfyes, please explain:

19.



20. Have you ever cared for a person with a mental illness?

Yes

10 2

If yes. please explain:

23. Have you ever heard of the medicine Zyprexa?

21. Have you ever taken medication to treat mental illness?

22. Has a family member or anyone close to you ever taken medication to treat mental
illness?

2

2

2

'0

Yes

No

Yes

o

Yes

If yes, please explain:

If yes. please explain:

If yes, do you have an opinion (positive or negative) about Zyprexa? Please explain:

~)S6712vl
6
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/
24. Have you heard of "schizophrenia" or "bipolar disorder"?

Yes

No 2

A. Do you know anyone who has been diagnosed with "schizophrenia" or "bipolar

disorder"?

25. Have you heard of the disease "diabetes"?

Do you know anyone who believes they have had diabetes or a related condition?

Yes

B. If yes, please explain:

002851
7

2

2

2

'0

Yes

!fyes, please explain:

No

Yes

No

c.

D.

109356772,,1



E. Have you ever cared for a person who has diabetes or a related condition?

Yes

No

F. If yes, please explain:

2

26. Do you or a family member receive any financial aid or assistance from the federal or
state government, including Medicaid?

27. How long have you lived in Alaska?

0-5 years

6-10 years 2

11-20 years

Over 20 years 4

All my life

28. Are you a smoker?

Yes, currently

Yes, in the past 2

"9JS6112vi
8

002852

Yes

No

If yes, please explain:

2



29.

No

C d I t local government agency?Do you or someone close to you work for a Ie era, St8 e, or

Yes, currently

Yes, in the past 2

o

!fyes, which agency:

30. Do you have any children? What are their genders, ages, and occupations?

A. If they attend college, university, technical or vocational school, please indicate
where they attend.

3 J. Generally, do you have any opinions regarding lawsuits involving liability for personal
injuries? What are they?

32. Have 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:

9
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33. Have you (or anyone close to you) ever filed a lawsuit or been sued in a civil case?

Yes, sued

Yes, been sued 2

Yes, both

Did you deliberate?

No, neither 4

What was the result of the case?

2o

Yes

10

00285~

Were you satisfied with the experience? Ifnot, please explain:

Ifyes, do you have an opinion (positive or negative) about Eli Lilly and Company?
Please explain: .

Please explain any "yes" answer below:

35. Have you heard of Eli Lilly and Company?

34. Have you ever sat as a juror in a civil case? or a criminal case?



Have you ever used any products made by Eli Lilly and Company?

Yes

o 2

If yes, please explain:

37. Have you heard of the Federal Food and Drug Administration, also known as the FDA?

Please describe your duties during your military service:

If yes, when and in what branch of the armed services?

002855
II

2

2

Yes

No

Yes

No

Do you have anopinion (positive or negative) about the Alaska Department of Health
and SocIal ServIces? Please explain:

If yes, do you have an opinion (positive or negative) about the Food and Drug
Administration? Please explain:

38.

I9JS6712vi

36. Have you or a close family member ever served in the military?



39. Do you have an opinion (positive or negative) about the Alaska State Government?

Please explain:

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?

40. Do you have an opinion (positive or negative) about pharmaceutical companies? Please
explain:

If yes, please state what you have read or heard in the lines below:

002856
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2

Yes

No
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42. . .. I . I u already formed anIf you have heard or read about thIs or a smular awsUlt, lave yo
opinion about this case?

Yes

o 2

1have never heard about this case

If yes, please state what you have read or heard in the lines below:

44. 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.)

If you answered yes, please explain:

Is there any reason, no malter how small, that would not allow you to be a fair juror in
this case?

2

Yes

No

43.

Yes

o 2

*9JS67n ...1

If you answered yes, please explain the reason(s):

13
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45. What social, civic, or other organizations do you belong to or are you affiliated with?

46. What are your hobbies! special interests? _

47. Who are the people you admire most? _

48. What are your favorite TV shows? _

002858

14

2No

If yes, which ones:

49. What are your favorite web sites? _

50. Do you use the internet to get information about medical issues?

Yes

rJJS6772\'1



51. Are there any magazines or newspapers that you subscribe to or read on a regular basis?

Yes

No

If yes, which ones:

2

52. From what sources do you get most of your news?

53. 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. Roben 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.

1193S67nvl IS
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Dr. Lucy Curtiss

Joey Eski

Feldman Orlansky & Sanders

Kenneth T ("Tommy") Fibich (Fibich Hampton & Leebron)

Fibich Hampton & Leebron

Dr. Timothy Franson

James Gonstein

Dr. John L. Gueriguian

ina M. Gussack (pepper Hamilton LLP)

H. Blair Hahn (Richardson, Patrick, Westbrook & Brickman, LLC)

Dr. R. Duane Hopson

Dr. Silvio lnzucchi

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 oesges

Dr. Mark Olfson, M.P.H.

Pepper Hamilton LLP

IUchardson, Patrick, Westbrook & Brickman, LLC

Eric T. Sanders (Feldman Orlansky & Sanders)

Dr. Thomas Schwenk

Ed Sniffen (Anomey General's Office State of Alaska)

-'356772 ...1 16
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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 A 'D MAKE SURE YOU A SWERED EACH
QUESTION.

ignature

17

Date
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the jury with the following proposed instructions and special verdict form.

....,
::J'.

l <-'

N
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ELI LLLLY AND COMPANY'S
PROPOSED JURY INSTRUCTIONS

AND SPECIAL VERDICT FORM

Case No. 3AN·06·05630 CI

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 Def~ndant

[ WORKING COpy I

Defendant.

DATED this 25th day of February, 2008.

Defendant Eli Lilly and Company ("Lilly") respectfully requests that the Court charge

ELI LILLY AND COMPANY,

v.

THESUPE~ORCOURTFORTHESTATEOFAL~S~
THIRDJUDICLAL DlST~CT AT ANCHORAG\\ ~. J,

STATE OF ALASKA. ~;.\
Plaintiff,



TABLE OF PROPOSED INSTRUCTIONS

No. Subject Source Corresponding Disputed

Pattern
Instruction

1. Empaneling The Jury State's Instruction No. I, cpn 1.0 I No

with revisions as agreed
by parties.'

2. Explanation OfTrial State's Instruction No.2, cpn 1.02 No

Day with revisions as agreed
by parties.

3. Introductory State's Instruction No.3, cpn 1.03 No

Instruction On with revisions as agreed

Procedure by parties.

4. Evidence State's Instruction No.4. cpn 1.05 No

5. Kinds Of Evidence State's Instruction No.8. cpn 1.06 No

6. Credibility of State's Instruction No.9. cpn 1.07 No

Witnesses
7. Credibility of Expert State's Instruction cpn 1.08 No

Witnesses No.10.

8. Questions by the Court State's Instruction cpn 1.09 No

No. 13.
9. Relationship of State's Instruction cpn 1.10 No

Exhibits to Testimony No. 11, with revisions
as agreed by parties.

10. Note Taking State's Instruction cpn 1.11 No
No.15.

11. Questions by Jurors State's Instruction cpn 1.12 No
No. 14, with revisions
as aQreed bv parties.

12. Exclusion of Evidence State's Instruction cpn 1.13 No
No. 12.

13. Communications By State's Instruction cpn 1.14 No
Jurors With Court No. 13.

I Followin.g the ~eet-and-confer process, Lilly agreed to adopt certain of the State's
proposed instructIOns, as se~ed on by the State on February 4, 2008, in place of its
preVIOusly proposed mstrucllons and therefore does not submit separate copies of those
instructions, as set forth in this table.
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No. Subject Source Corresponding Disputed

Pattern
Instruction

14. General Remarks See attached. cpn 2.01 Yes

15 Instructions By Court State's instruction cpn 2.02 No

No. 18.

16. Use of Pronouns See attached. CPJl2.03 Yes

17. Plaintiffs Claims See attached. cpn 7.01 Yes

18. Definition of State's Instruction cpn 2.04 No

Preponderance of the No. 22.
Evidence

19. Resort to Chance State's Instruction cpn 2.07 No

No. 27.

20. Attorney's Fees and State's Instruction cpn 2.06 No

Costs No.28.

21. Credibility of See attached. CPJl2.08 Yes

Witnesses
22. Status of Witnesses in See attached. CPJl2.09 Yes

Community
23. Parties Equal Before See attached. n/a Yes

Law
24. Credibility of Expert See attached. CPJl2.10 Yes

Witnesses
25. Questions Asked By See attached. CPJ12.12 Yes

Court
26. Depositions Generally State's Instruction cpn 2.13 Yes

No. 21.
27. Videotape Depositions State's instruction cpn 2.14 Yes

No. 21.
28. Exhibits See attached. cpn 2.17 Yes
29. Stipulations; Binding See attached. cpn 2.19 Yes

Admissions
30. Questions; State's Instruction cpn 2.22 No

Inadmissibility of No. 20.
Evidence; Arguments
and Statements of
Counsel

31. Failure to Present See attached. CPJl2.23
Evidence

Yes

-2-
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No. Subject Source Corresponding Disputed

Pattern
Instruction

32. Unsworn Oral See allached. cpn 2.25 Yes

Admission ofPartv
33. Evaluation of Evidence State's Instruction CPJ12.26 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. nla Yes

Medicines
39. Dissemination Of Off- See attached. n/a Yes

Labellnfonnation
40. Liability For Defect In See attached. cpn 7.02 Yes

A Product
41. Defectiveness Defined See attached. cpn 7.03 Yes
42. Scientific See attached. CPJI7.03A Yes

Unknowability
43. Effect of Passage Of See attached. n/a Yes

Time On Duty To
Warn

44. Consideration of FDA See attached. nla Yes
Approval

45. Unfair Or Deceptive See attached. n/a Yes
Act Defined

46. Trade or Commerce See attached. cpn 10.02 Yes
Defined

47. UTPCPA Claims See attached. n/a Yes
Considered SeparateIv

48. Identification Of See attached. n/a Yes
Alleged UTPCPA
Violations

49. Damages Detennined See attached. n/a
Separately Yes

-3-
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No. Subject Source Corresponding Disputed
Pattern

Instruction

50. Comparative See attached. CPJl7.06 & Yes

Negligence 3.03A

51. Introduction To Special State's Instruction cpn 3.09 No

Verdict Form No. 32.

52. Special Verdict Form See attached. nla Yes

53. General Behavior; State's Instruction cpn 2.28 No

Election of Foreperson No. 29.

54. Juror's State's Instruction CPJ12.29 No

Communications With No. 30.
Court

55. Jurors' Notes State's Instruction cpn 2.30 No
No.3!.

56. Returning A Verdict Slate's Instruction cpn 2.31 No
No. 32, with revisions
as agreed by parties.

-4-
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IN TR eTlON NO. 14. GENERAL REMARKS'

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 altention to the instrnctions 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
verdicl. 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 nOlmiss 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.

TI,e order in which the instrnclions arc 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 imponant than shorter ones. All of the instructions are important and all should be
carefully considcred. You should understand each instruction and see how it relates to
the others given.

'Source: AK ePJI 2.01.

-5-
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INSTRUCTIO 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 fonn 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.

3 Source: AK epn 2.03.

-6-
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-7-

(I) that Zyprexa is a defective product; and

• Source: AK cpn 7.0 I (modified).

O. 17. PLAJNTlFF'S CLAIMS'INSTRUCTIO

002869

(2) that the Defendant violated the Alaska Unfair Trade Practices and
Consumer Protection Act.

In this case, the State's claims against the Defendant are based on two
separate theories. These theories are:

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 .



rNSTRUCTlON NO. 21. CREOmILJTY OF WITNESSES5

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 followmg:

(I) the witness's appearance, attitude, and behavior on the stand and the
way the witness testi tied;

(2) the witness's age, intelligence, and experience;
(3) the witness's opportunity and ability to see or hear the things the

witness testitied about;
(4) the accuracy of the witness's memory;
(5) any motive of the witness not to tell the truth;
(6) any interestthatlhe 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;)6
[(9) any prior criminal convictions of the witness which relate to honesty

or veracity;f

(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
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.

'Source: AI( CPJI 2.08.
'If applicable.
7 ffapplicable.
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INSTR CTION 0.21. (Cont'd)

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
so. 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 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 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.

-9-
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INSTRUCTION O. 22. STATUS OF WITNESSES IN COMMUNITy
8

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: AI( epn 2.09.
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INSTRUCTIO NO. 23. PARTIES EQUAL BEFORE LAW
9

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. 'O

• Source: materials cited.
10 Grosjean v. American Press Co. 297 U S 233 244 (1 .
is a 'person'" within the meaning ~fth " I ' . 936) (holdmg that "a corporation

e equa protectIOn and due process oflaw clauses).
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INSTRUCTION NO. 24. CREDffiILITY OF EXPERT WITNESSES I I

Several expert witnesses testified in this case. Experts have special
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:

(I) 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 ~xpert witnesses are in conflict, you need not accept the testimony of
a maJonty 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 CPJT 2.10.
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STRUCTIO NO. 25. QUESTIONS ASKED BY COURT
12

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
imponant 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 epn 2.12.

-13-

002875



INSTRUCTION NO. 28. EXHffilTS
13

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 entitlcd to more weight than testimony from

\vitnesses.

"Source: AKCPIT2.I7.
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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 admilled 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: AI( ePJT 2.19.
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..

INSTRUCTION NO. 31. FAILURE TO PRESENT EVIDENCE'5

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 epn 2.23.
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,

INSTRUCTION NO. 32. UNSWORN ORAL ADMISSIONS OF PARTyl6

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:

(I) whether the statements were detailed ones;
(2) whether they were made at a time when the party knew the facts

spoken about;
(3) whether when the party made the statements, there was time to make

them complete;
(4) whether the party had legal assistance in making the statements; and
(5) 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.

16 Source: AK CPJI 2.25.
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INSTRUCTION NO. 34. FDA APPROVAL PROCESS I7

The United States Food and Drug Administration, known as the FDA, is the
federal agency responsible for regulating prescription drugs. 18 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.,,19 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

20
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 21

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.22 An NDA must contain proposed
labeling and all information about the drug (whether favorable or unfavorable) that is
pertinent to evaluating the application. 23

17 Source: Materials cited.

"See Food and Drug Administration, Requirements on Content and Format ofLabeling
for Human Prescnptlon Drug and Biological Products, 7 I Fed. Reg. 3922 3934-36
~967 (Jan. 24, 2006); see also 21 U.S.C. § 393(b)(2)(B). "
,. 71 Fed. Reg. 3967; see also 21 U.S.C. § 393(b)(2)(B).

21 C.F.R. Part 312.

~ 21 C.F.R. §§ 312.2, 312.32, 312.33; 21 C.F.R. Part 50

23 7
2

]1 FU·dS.CR· § 355(b)(l)(A), (b)(l)(F); 21 C.F.R. § 314.50(c), (d)(2) (d)(3) (d)(5) (e)
e. ego 3967-68; 21 C.F.R. § 314.50. '" .
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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.24 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. 25 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. 26 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 27

"21 U.S.C. § 355(d).
"21 U.S.C. § 355(a).
"21 U.S.C. § 355(d)(I).
27

21 U.S.C. § 355(b)(I), 21 C.F.R. Parts 201, 202, and 314.
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•
INSTRUCTION NO. 35. FDA REGULATION OF LABELS28

The FDA re~ulates and must approve the format and the content of
prescription drug labeling

2
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. 3o 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 use31 The
"comraindicalions" section lists "situations in which the drug should not be used because
the risk of use clearly outweighs any possible benefit" of the drug.32 The "warnings"
section lists serious potential side effects of the drug.3J The "precautions" section
provides information regarding special care to be used by prescribing physicians Or
patients for the safe and effective use of the drug3' And thc "adverse reactions" section
lists the type and number of adverse events reported for patients in clinical trials (whether
or not caused by the drug)3s

21 Source: Materials cited.
"21 C.F.R. Part 201.
"21 C.F.R. § 201.56 & § 201.80.
"21 C.F.R. § 201.80(c) and U).
"21 C.F.R. § 201.80(d).
"21 C.F.R. § 201.80(e).

"21 C.F.R. § 201.80(1); 65 Fed. Reg. 81082, 81092 (Dec. 22, 2000).
"2 I C.F.R. § 201.80(g).
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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."J6 For some label changes, advance FDA approval is required,
while retroactive FDA approval is permitted for other types of label changes. l7 Tn all
cases, however, the final decision "whether labeling revisions are necessary" is made by
the FDA, rather than by the drug manufacturer38

"See Food and D Ad" .
rug mlOlstratlOn, Requirements on Content and For ,r .

for Human Prescription Drug and Biological Produ t 71 F mat oJ Labelmg
:'934 (Jan. 24, 2006); see also 21 C.F.R. §§ 314.70 & 6~ :'12 ed. Reg. 3922, 3934-36,
JI 71 Fed. Reg. 3934; s:e also 21 C.F.R. §§ 314.70 & 601.'12.'

71 Fed. Reg. 3934-3); see also 21 U.S.C. §§ 331, 352; 21 C.F.R. §§ 314.70, 60I.12(t).
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INSTRUCTION NO. 36. POST-APPROVAL MONITORINc39

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.

4o
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,41 or it may require the manufacturer to make
changes 10 the drug's labeling based On the new infonnation 42

"Source: Materials cited.
"21 C.F.R. §§ 314.80, 314.81.
.. See 21 C.F.R. § 314.1 50(a)(2)(i).

" See Food and Drug Administration, Requiremenls on
for Human Prescriplion Drug and B' I . I P Can/en/ and Formal ofLabeling
(Jan. 24, 2006); 21 C.F.R. §§ 201.80(e). 10 oglca rodUCls, 71 Fed. Reg. 3922, 3968
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BEL,,43
INSTRUCTIO 0.37. DEFINITION OF "OFF-LA

During this trial you heard the phrase "odff-label.""l;a;;~_~a~i~e~~: ~sli~~~
d b" ff label" use of prescnptlOn rugs. .

backgroun a out 0 - ~ d't' not indicated on the label or for a dosmg
prescription of a drug by a doctor ,or a con 1 IOn ,,44
regimen or patient population not specified on the label.

"Source: Materials cited.
" Association of American Physicians & Surgeons v. United States Faod & Drug
Administration, 226 F. Supp. 2d 204, 206 (D.D.C. 2002); Washington Legal Foundation
v. Friedman, 13 F. Supp. 2d 51, 55 (DD.C. 1998) ("WLF 1") vacated as moot sub nom.
Washington Legal Foundation v. Henney, 202 FJd 33\ (D.C. Cir. 2000) ("WLF IV").
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•
INSTRUCTION NO. 38. OFF-LABEL USE OF MEDICINES·

5

Doctors are allowed to prescribe FDA-approved drugs for "any purpose
that [they] deem[] ~propriate, regardless of whether the drug has been approved for that
use by the FDA:" In other words, it is legal for doctors to prescribe FDA-approved

drugs for off-label uses 47

"Source: Materials cited.
.. Washington Legal Foundation v. Henney 202 F 3d 331 .
Neurontin Marketing & Sales Pract. Litig. 244 FRO 89 9/?3 (D.C. Clr. 2000); In re
" Washington Legal Foundation v. Henn~ 202' F3d' D. Mass. 2~07).
Neurontin Marketing & Sales Pract. LiNg ~44 FR'D 8

3
9
31

, 333 (D.C. Clf. 2000); In re
., ...,92 (D. Mass. 2007).
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INSTRUCTION NO. 39. DISSEMINATION OF OFF-LABEL INFORMATlON
48

Although doctors are allowed to prescribe FDA-approved drugs for off­
label uses, drug manufacturers may not market or promote drugs for off-label uses.

49

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 manner50 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.

.. 21 USC § 33 . .F S ':1' I, see also, e.g., Umted States ex rei. Franklin v. Parke-Davis 147
F'R uOPP8'9 d

9
3
2

9(D'44
M
(D· Mass. 2001); In re Neurontin Marketing & Sales Pract Lilig' 244

. .., . ass. 2007). . .,
so Washington Legal Foundation v. Henney 56 F S 2d
Washington Legal Foundation v. FriedmG/;, 36 F. S~:' 2d8/6%~~ 1999) (WLF III);
Washmgton Legal Foundation v. Friedman 13 F S p. 2 ... 1999) (WLF II);
vacated as moot sub nom Wash' t ' . upp. d 51 (D.D.C. 1998) (WLF I)'
Cir. 2000) (WLF IV). . mg on Legal Foundation v. Henney, 202 F.3d 331 (D.C:
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(I

INSTRUCTION NO. 40. LIABILITY FOR DEFECT IN A PRODUCT
51

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:

(I) that the product was defective; and

(2) that the product was defective when it left the possession of
the defendant.

"Source: AI< ePJI 7 02 (modifi . .
and damages). . ed for Phase I to ehmmate portions related to causation
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INSTRUCTIO NO. 41. DEFECTIVENESS DEFINED
l2

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 703 ( d·fi d
(Alaska 1992), for Pha~e I t~~li~l~at~ur~~~nt to Shanks v. Upj~hn Co., 835 P.2d 1189
reflect fact that State's claim spans multfple ~;:r~)lated to causalton and damages, and to
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•
INSTRUCTION NO. 42. SCIENTIFIC U KNOWABILITy53

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 epn 703A7.03). . (modified for Phase I to reflect modifications in AK cpn
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INSTRUCTION 0.43. EFFECT OF PASSAGE OF TIME ON DUTY
TOWARN54

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 ofZyprexa'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

(c) the extent to which the existence of the risk was scientifically
knowable.

.. Source: Shanks. v. Upjohn Co., 835 P.2d 1189, 1200 (Alaska 1992) (ade uac
warnmg and sCientific knowability of risks determined as of "th t' th qd Y of
distributed"). e Ime e pro uct was
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ss
INSTRUCTlO NO. 44. CONSIDERAnON OF FDA APPROVAL

The FDA regulates the content of labeling for a pres~ription drug because
labeling is the FDA's principal tool for educating healthcare professIOnals about the ~:k~
and benefits of the approved product to help ensu~e saf~ and effeclIve use. .
previously instructed you, Zyprexa and its labeling, mcludmg changes to the labeling,
have been approved by the FDA since September 30, 1996.

In detennining the adequacy of the warnings in the Zyprexa label for the
risks of [insert risks based on evidence .at trial), you may take mto account the fact that
the FDA approved the Zyprexa labeling, mcludmg ItS warnmg.

" 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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•
STRUCTIO NO. 45. UNFAIR OR DECEPTIVE ACT DEFINED

56

Plaintiffs 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 foJlowing acts
con~titute unfair or deceptive acts when they are committed in the conduct of trade or

commerce in Alaska:

(I) 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;57

(2) Representing that goods or services are of a particular standard,
quality, or grade, or that goods are ofa particular style or model, if they are ofanother;58

(3)
advertised;59

Advertising goods or services with intent not to seJl them as

(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;60 and

. (5) Using or employing deception, fraud, false pretense, false promise,
~llIsrepresentatlon,or knowingly concealing, suppressing, or omitting a material fact with
mtent that others rely upon the concealment, suppression, or omission in connection with
the sale or advertisement of ~oods or services whether or not a person has in fact been
misled, deceived or damaged. I

56 Source: Jury Instruction No. II, State of Alaska v. Anchorage-Nissan. Inc., CA No.
3A -93-776'. CI (Super. Ct., 3d Jud. Dist., 1/1211995), approved, Slale of Alaska v
Anchorage-Nlssan. Inc., 941 P.2d 1229, 1221 (Alaska 1997) (modified to reflec;
differences m aJleged violations).
"AS § 45.50.471(b)(4).
"AS § 45.50.47 I(b)(6).
"AS § 45.50.47 I (b)(8).
60 AS § 45.50.47I(b)(II).
61 AS § 45.50.47I(b)(12).
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INSTRUCTION NO. 46. "TRADE OR COMMERCE" DEFINED
62

Trade or commerce means advertising, offering for sale, selling, renting,

leasing, or distributing any services, property, or any other thing of value.

62 Source: AK epn 10.02.
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~~0~~~_d~_i7~nt~ctionsNos. 18 & 20, State ofAlaska v. Anchorage-Nissan, Inc., CA
A " . I (Super. Ct., 3d Jud. DIS!., 1/12/1995), approved, State ofAlaska v
ton~e;::;~~~;~n, Inc., 941 P.2d 1229, 1221 (Alaska 1997) (modified and consolidated

••
0.47. UTPCPA CLAIMS CONSIDERED SEPARATELy63STRUCTIO

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 dccide whether those facts constitute an unfair or
deceptive act under the instructions I have given you. I f 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.

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 fTom 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 ~,otive in connection with the particular transaction under

consideration.



•
INSTRUCTION NO. 48. IDENTIFICATION OF ALLEGED UTPCPA

VIOLATIONS.64

First Alleged UTPCPA Violation

The first UTPCPA violation alleged by the State is that Defendant
commined 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
tbat verdict form can include a separate question for each alleged violation.]

Defendant denies that it commined these acts.

Sccond Allcged UTPCPA Violation

The second UTPCPA violation alleged by the State is that Defendant
commil1ed 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 triall

.. Source: Jury Instructions Nos. 21-29, Slale ofAlaska v. Anchorage-Nissan, Inc., CA
A O}A -93-776 I CI (Super. Ct., 3d Jud. Dist., 1/1211 995), approved, Stale ofAlaska v

nc 1O
r
age-Nlssan, Inc., 941 P.2d 1229, 1221 (Alaska 1997) (modified for this case). .

-34-

002896



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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•
INSTRUCTION NO. 50. COMPARATIVE NEGLIGENCE

65

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 Plaintiffs 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 cpn 7.06 (modified for Phase I to eliminate portions related to causation
and dam~ges) and AK cpn 3.03A. See also AS § 09.17.060 (extending defense of
:omparatlve. neglIgence to actions "based on fault"); 09. I7.900 (defining fault to include
acts or omiSSIOns that are m 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")'
Smilh v. Ingersoll-Rand Co., 14 P.3d 990 996 (Alaska 2000) ( . . . 'r ,recogmzmg comparative
neg 'gence as a defense in strict product liability cases)' see also e g L h'd
Goodyea~ Tire & Rubber Co., 207 F. Supp. 2d I 187 I; 92 CD CI' '200

oug
n ge v.

~mRParalltve fa
6
u
9

1t principles to statutory consumer prot~ction clai~)O;~nnar;~(~~~:;r~
o. ea lars, I A.2d 350, 367 (N.J. 1997) (same). ' .
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No

SPECIAL VERDICT

Case No. 3AN-06-5630 CIV

Plaintiff,

Defendant.

ELI LILLY AND COMPANY,

v.

Yes. Date(s):
-------------

We, the jury in the above-entitled case, find the following special verdict

•

STATE OF ALASKA,

(I) At any time between September 30, 1996 and September 16, 2003, was
Zyprexa defective when it left the possession of Defendant? Ifso, when?

002899

INSTRUCTION NO. 52. SPECIAL VERDICT FORM

IN THE SUPERlOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRlCT

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
for the risk of [il/sert risks based 01/ proofs at trial], you should check "No."
Conversely, if the State proved that it is more likely true than not /rue that Zyprexa was
defective due to inadequate warnings for the risk of [il/sert risks based 01/ prooft 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.



Answer "yes" or "no" to Question No.2 Jar each alleged UTPCPA
violation identified in Instruction No. 48. In answering Question No.2, you must
consider each alleged violation separately. !f the State Jailed to prove that it is more
likely true than not true that DeJendant committed an unJair or deceptive act or practice
with respect to an alleged violation, you should check "No" Jar that alleged violation.
Conversely, if the State proved that it is more likely true than not true that DeJendant
committed an unJair or deceptive act or practice with respect to an alleged violation, you

should check "Yes"Jar 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.]

!f your answer to Question Nos. I and 2 was "No," then do not answer
QuesTion No.3. !fyou answered "Yes" to Question No. lor any part oJ Question No.2,
then you must answer Question No.3. !f the DeJendant Jailed to prove that it is more
ilkely true than not true that the State was negligent, you should check "No."
Conversely, if the DeJendant 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 neghgent? If so, when?

No

Yes. Date(s):-----------

DATED at Anchorage, Alaska, this _ day of , 2008__.

Foreperson of the Jury

-38-
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Case No. 3AN-06-05630 CI

ELI LILLY AND COMPANY'S
PROPOSED JURY INSTRUCTIONS

AND SPECIAL VERDICT FORM

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

rCLEAN COpy I

Plaintiff,

Defendant.

IN THE SUPERIOR COURT FOR THE STATE OF AL~~I0

lHIRD JUDICIAL DISTRICT AT ANCHORAG~' ~-,
~.\
j
;\

•

Defendant Eli Lilly and Company ("Lilly") respectfully requests that the Court charge

DATED this 25th day of February, 2008.

ELI LILLY AND COMPANY,

v.

the jury with the following proposed instructions and special verdict form.

Icenify Ih.al on February 25, 2008, a copy of
the foregomg was served by hand on:

STATE OF ALASKA,



•
TABLE OF PROPOSED INSTRUCTIONS

No. Subject Source Corresponding Disputed
Pattern

Instruction

I. Empaneling The Jury State's Instruction No. I, CPJI 1.0] No

with revisions as agreed
by parties.'

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 bv parties.

4. Evidence 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
7. Credibility of Expert State's Instruction CPJI 1.08 No

Witnesses No.IO.
8. Questions by the Court State's Instruction CPJI 1.09 No

No. 13.
9. Relationship of State's Instruction CPJI 1.10 No

Exhibits to Testimony No. I I, with revisions
as agreed by parties.

10. Note Taking State's Instruction CPJI 1.1 I No
No. 15.

II. Questions by Jurors State's Instruction CPJI 1.12 No
No. 14, with revisions
as agreed by parties.

12. Exclusion of Evidence State's Instruction CPJI I. 13 No
No. 12.

13. Communications By State's Instruction CPJI 1.14 No
Jurors With Court No. 13.

I Following the meet-and-confer process, Lilly agreed to adopt certain of the State's
proposed instructions, as served on by the State on February 4, 2008, in place of its
prevtou~ly proposed II1struct,ons and therefore does not submit separate copies of those
II1StruCl!ons, as set forth in this table.
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No. Subject Source Corresponding Disputed
Pattern

Instruction

14. General Remarks See attached. cpn 2.01 Yes

15 Instructions By Court State's Instruction cpn 2.02 No

No. 18.

16. Use of Pronouns See attached. cpn 2.03 Yes

17. Plaintiffs Claims See attached. cpn 7.01 Yes

18. Definition of State's Instruction cpn 2.04 No

Preponderance of the No. 22.
Evidence

19. Resort to Chance State's Instruction cpn 2.07 No
No. 27.

20. Attorney's Fees and State's Instruction cpn 2.06 No
Costs No. 28.

21. Credibility of See attached. cpn 2.08 Yes
Witnesses

22. Status of Witnesses in See attached. cpn 2.09 Yes
Community

23. Parties Equal Before See attached. n/a Yes
Law

24. Credibility of Expert See attached. CPJI2.10 Yes
Witnesses

25. Questions Asked By See attached. cpn 2.12 Yes
Court

26. Depositions Generally State's Instruction CPJI2.13 Yes
No. 21.

27. Videotape Depositions State's Instruction CPJI2.14 Yes
No. 21.

28. Exhibits See attached. Cpn2.17 Yes
29. Stipulations; Binding See attached. CPJI2.19 Yes

Admissions
30. Questions; State's Instruction cpn 2.22 No

Inadmissibility of No. 20.
Evidence; Arguments
and Statements of
Counsel

31. Failure to Present See attached. cpn 2.23
Evidence Yes
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•
No. Subject Source Corresponding Disputed

Pattern
Instruction

32. Unsworn Oral See attached. CPJI 2.25 Yes

Admission ofPartv
33. Evaluation of Evidence State's Instruction CPJI 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. CPJI 7.02 Yes

A Product
41. Defectiveness Defined See attached. CPJI 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
Separately Yes
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•
No. Subject Source Corresponding Disputed

Pattern
Instruction

50. Comparative See attached. cpn 7.06 & Yes

I Nel!lil!ence
3.03A

5l. Introduction To Special State's Instruction CPJI3.09 No

Verdict Form No. 32.

52. Special Verdict Form See attached. nJa Yes

53. General Behavior; State's Instruction cpn 2.28 No

Election of Foreperson No. 29.

54. Juror's State's Instruction cpn 2.29 No

Communications With No. 30.

Court
55. Jurors' Notes State's Instruction CPJl2.30 No

No. 31.

56. Returning A Verdict State's Instruction cpn 2.31 No

No. 32, with revisions
as al!reed by parties.
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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.

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.

•
INSTRUCTION NO. __.

•



• •
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 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.
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(1) that Zyprexa is a defective product; and

(2) that the Defendant violated the Alaska Unfair Trade Practices and

Consumer Protection Act.

In this case, the State's claims against the Defendant are based on two

separate theories. These theories are:

•
INSTRUCTION NO. __.

•

1 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.
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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 followmg:

(I) the witness's appearance, attitude, and behavior on the stand and the
way the witness testified;

(2) the witness's age, intelligence, and experience; .
(3) the witness's opportunity and ability to see or hear the thmgs 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
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
so. You may believe all, part, or none of the testimony of any witness. You need not
believe a witness even iftbe witness'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.
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• •
INSTRUCTION NO. __' (Cont'd)

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.

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.
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• •
INSTRUCTION NO. __

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.
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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 Plaintiffs 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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•
INSTRUCTION NO. _-'

•

(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 bel ieve 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.

Several expert witnesses testified in this case. Experts h?ve special
training education skills or knowledge that may be helpful to you. In deCldmg whether
to beli~~e an expe~ 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:

002913

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.

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.



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.

•
INSTRUCTION NO. __

•
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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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There is no dispute in this case as to the following facts:

002916

[Insert stipulated facts and facts admiued in pleadings or in requests for

admission.]

•
INSTRUCTIO NO. __

•

'0 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.
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In evaluating such statemcnlS. you might find it helpful to consider the

contex1 in which !.he statement was made. including:

You have heard evidence aboul unsworn oral statements made by a parlY
oUlSide the courtroom. Unsworn oral statemenlS by a party can be used as evidence
against that party. However, such statements should be viewed with caution.

•

I STRUCfIO NO. __

•

(1) whether the statcmenlS were detailed ones;
(2) whether lhey were made at a time when the pany knew the facls

spoken about;
(3) whelher when the party made the statemenls, there was lime to make

them complete;
(4) whether the party had legal assistance in making the slatemenls; and
(5) whether the physical or mental condition of lhe pany or lhe

circumstances in which the statement was made impaired the partis
ability 10 make an accurale statement.
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The new drug cannot be sold to patients until the FDA has approved the
DA 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
elTectiveness of the medicine involved. In addition, a drug may not be approved unless
there are adequate lests 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
eITecttve, the FDA takes mto account the fact that a drug may have some risks, including
some unknown nsks. and balances that fact against the benelicial uses to which the drug
may be pUI.

The United tates Food and Drug Administration, 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
elTective and that producllabeling is lruthful and not misleading. Before the sponsor of a
new drug may begin clinical testing of the drug in humans, the sponsor must demonstrale
to the FDA that there is not an unacceptable safety risk to Ihe participanls in the clinical
studies. During the clinical testing process, Ihe FDA oversees the sponsor's conduct to
protect the health and safety of human tesl subjects, ensure that patienls 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 Applicalion, or "NDA." The FDA regulates the
infomlation that must be included in Ihe NDA. An NDA must contain proposed labeling
and all infonnation about the drug (whether favorable or unfavorable) that is pertinent to
evaluating the application.

•

l 'TRUCfIO NO. __.

•
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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
relroaellve FDA approval is permitted for other types of label changes. In all cascs
however. lhe Onal decision whether labeling revisions are necessary is made by the FDA:
rather than by the drug manufacturer.

The FDA regulates and must approve the fonnat and the coment of
prescriplion drug labeling. You are instructed thai Zyprexa and its labeling, including the
changes that have been made to Zyprex'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 infonnalion to prescribing physicians. The
"indieations and usage' and "dosage and administration" sections of the label list the
FDA-approved uses of the drug and the recommended doses for each usc. The
"conlraindieations" seclion lists situations in which the drug should nol be used becau e
lhe risk of use clearly outweighs any possible beneOI of the drug. The "warnings"
section lists serious potential side efTecLS of the drug. The :lprecautions" section provides
infonnation regarding special care to be used by prescribing physicians or palienls for lhe
safe and efTeelive usc of the drug. And lhe "adverse reactions" seclion lists lhe type and
number of adverse events reported for patients in clinical trials (whether or not caused by
the drug).

0. __

•

I'TRUCfIO

•



• •



































[N THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRICT AT ANCHORAGE

Defendant.

Case No. 3AN-Q6-5630 Cl
Page 1 on
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BY-;:::::=tfL---:;O--;:;--7- _
Eric T. Sanders
AK BarNo. 7510085

vs.

Plaintiff,

STATE OF ALASKA'S JURY INSTRUCTIONS

FELDMAN ORLANSKY & SANDERS
Counsel for Plaintiff

In accordance with the pretrial order, the State of Alaska submits its proposed jury

Each instruction is provided twice: a numbered copy with citations at the bottom,

followed by a blank copy.

/"
DATED this -z-..~ day of February, 2008.

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.

State of Alaska's Jury Instructions
SUIte ofAlaska v. Eli Lilly and Company

ELl LlLLY AND COMPANY,

STATE OF ALASKA,

Agreed-Upon
Instructions

FELDMAN ORUr.NSKY

& SANDERS
500L STRE£r

FOURTH FLOOR
ANCHOflAGE, AK

mo,
TEL: 907.2n.3S38
FAX: 907.274.0819



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

Counsel for Plain/iff

Case o. 3 -1l6-5630 Cl
Page 2 of2
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HENDERSON & ALLEN, LLP
T. Scott Allen Jr.
2777 Allen Parkway, 7'h Floor
Houston, Texas 77019-2133
(713) 650-6600

FIBICH HAMPTON & LEEBRON
Kenneth T. Fibich
1.40 I McKinney, Suite 1800
Houston, Texas 770 I0
(713) 751-0025

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

pepper;z:

By, ~4~
Date ~?

RICHARDSON, PATRJCK,
WESTBROOK & BRJCKMAN, LLC
H. Blair Hahn
Christiaan A. Marcum
David Suggs
P.O. Box 1007
Mt. Pleasant, SC 29465
(843) 727-6500

Stale of AJaska's Jury Instructions
Slate ofAlaska v. Eli Lilly and Company

GARRETSON & STEELE
Matthew L. Garretson
Joseph W. Steele
David C. Biggs
5664 South Green Street
Salt Lake City, UT 84123
(80 I) 266-0999

FELDMAN ORlANSKY

& SANDERS
SOOLSTREE.T

FOURTII FLOOR
ANCIIORAGE. AX

99>0,
TEl.: 907.272.3538
FAX: 907.274.0819





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. Trial 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 affinn that you
will decide the case on the evidence presented and according to the Jaw as
explained by me.

When you lake 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 tllat the answers you have given concerning your qualifications to
sit on this jury were complete and correct. You affinn that you are truly impartial
in this case. You affirm that you have told tlle 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 tllis oath or that there is something else that the
parties or 1 should know, please raise your hand. You can give your information to
me and to the parties privately.

J will now administer the oath.
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State's Instruction s2...

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
-tri:-:al-cis-,in-s-es-,si,-on.

The trial will continue until I :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 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 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 fmal 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
so, you should tell him or her to stop. If they persist, report that fact to the in-{;ourt
deputy as Soon as you are able: You should nOl, however, discuss with your fellow jurors
eIther the fact that ~omeone trIed to talk to you about this case or any other fact that you
feel necessary to brmg to the attention of the court.

Third, ~Ithough it is a normal human tendency to talk with people with whom one is
thrown ill contact, durmg the tune you serve on this jury please do not talk in or out f
the courtroo .th f th '. ' , 0

m, WI any 0 e 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
. f' ' ,=to~~

tune 0 day. Partles and attorneys have been instructed likewise. In no other wa ca
parnes be assured of the absolute impartiality they are entitled to expect f y n all
~. =~M
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Instruction _

First some housekeeping matters. Our trial day will start at 8:30 ~.m. You must
be u: the jury room every morning by . We cannot begm until you are

all here.

is the in-court deputy and will escort you from the jury room when

-th-e-tr-c'"ia-li""'s-:-in-s-ession.

The trial will continue until I :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
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 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 fmal 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 so, you should tell him or her to stop. If they persist, report that fact to the
m-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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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.

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.

Instruction (cont.)
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State's Instruction.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 is 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 wimesses 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.

Alaska Civil Pattern Jury Instruction No. I 03 ( 'th c .. WI re,erence 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 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 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 £
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.



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.
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State's Instruction~

You have now heard the opening statements. We will next proceed to the second 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 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 oU,er 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 stIpulatlOns 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.
Nothmg th~ attorneys say is evidence and nothing the court says is evidence. If there are
any exceptlO~s 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 I 05 (mod'fi dr'
judicial notice and presumption' sentences ~dd~d w'th I Ie to eunmate reference to

, 1 respect to stIpulations)
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Instruction

You have now heard the opening statements. We will next pro?eed to the second
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 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.
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State's Instruction 1
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.

Alaska Civil Pattern Jury Instruction No. 1.06

002~52



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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002954

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.

State's Instruction !3..-
You. as jurors. are the sole judges of

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 interest that the witness has in the outcome of the case;

any prior criminal convictions of the witness which relate to honesty or
veracity; and

any motive of the witness not to tell the truth;

any bias of the witness;

any opinion or reputation evidence about the witness' truthfulness;

the consistency of the witness' testimony and whether it is supported or
contradicted by other evidence.

(2)

(9)

(8)

(6)

(7)

(4)

(5)

(3)

(10)

Every person who testifies under oath is a witness.
the credibility of the witnesses.

. . nd how much weight to give a witness'
In deciding whether to. belIeve ~ WItness a bly helps you to evaluate the testimony.
testimony you may consIder anythmg that reasona .
Among th~ things that you should consider are the followmg:

(I) the witness' appearance, attitude, and behavior on the stand and the way the
witness testifies;



State's Instruction .:l (conL)

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 weigbt to give to the witness' testimony.

Alaska Civil Pattern Jury Instruction No. 1.07
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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.

002956

the consistency of the witness' testimony and whether it is supported
or contradicted by other evidence.

any prior criminal convictions of the witness which relate to honesty
or veracity; and

any opinion or reputation evidence about the witness' truthfulness;

any bias of the witness;

any interest that the witness has in the outcome of the case;

the accuracy of the witness' memory;

any motive of the witness not to tell the truth;

dIe witness' opportunity and ability to see or hear the things the

witness testifies about;

(10)

(9)

(8)

(7)

(6)

(5)

(4)

(3)

(2)

Instruction _

. You, as jurors, are the sole
Every person who testifies under oath is a wItness.
judges of the credibility of the wItnesses.

. . believe a witness and how much weight to give a witness'
In decldmg whether to.

d
thing that reasonably helps you to evaluate the

testunony, you may consl er any . . .
. A the things that you should consIder are the folJowmg.testunony. mong

(I) the witness' appearance, attitude, and behavior on the stand and the

way the witness testifies;

the witness' age, intelligence, and experience;



If you believe that part of a wimess' testimony is false, you may choose to distIUst
other parts also, but you are not required to do so. You may believe all, part, or
none of the testimony of any wimess. You need not believe a witness even if the
wimess' 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.

Instruction (cont.)
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State's Instruction lQ

Expert witnesses will testify in this case. Experts have special 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:

(I) 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 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, ed~cation,
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 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.
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State's Instruction li
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
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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 j:l.

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 ments 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

pennits 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 ments of the case, the evidence, the witnesses, or the attorneys.
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State's Instruction (3

During the trial, I may ask questions of wimesses 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 wimess. 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.

Alaska Civil Pattern Jury Instruction No. 1.09
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During the trial, I may ask questions of wimesses 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 wlllch 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 wimess. 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 d
After a wimess has testified, you may propose questions to the wimess, 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 anyonc 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 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.

Alaska Civil Pattern Jury Instruction No. 1.12
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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.

I 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 to 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 noles 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.

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 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 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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Alaska Civil Pattern Jury Instruction No. 1.14

002970

State's Instruction Jjp

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

nOle 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.



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 to inform me of any problem that you may have.
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State's Instruction li.
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 disfavor any parry. 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 parry, I now instruct
you that it is your dury 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.

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 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 you.
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State's Instruction J!1
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

nOl 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 .Jj)

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 fmish 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 tbe answers to
questions are evidence. You may consider questions only to help you understand tbe
answers.

After the eVIdence was presented, you heard closing arguments. During closmg
arguments, the partIes told you what they believe the eVIdence has proved and urged
you to draw certam conclUSIOns about the eVIdence. Remember that wbat 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 unrehable

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 pernlitted 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 JJ
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 bere 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 sbould 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 beard the witness testify. It is for you to decide wbether 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.
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State's 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.

Alaska Civil Pattern Jury Instruction No. 2.04
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State's Instruction II
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 (edited b d
Issue) , ecause amages are not an

002982





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
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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.
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State's Instruction 29'
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 Ule 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 ber 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 reve~l to any person. -- not even to the bailiff or to the judge __ how
the Jury stands, numencally or otherwise, on the questions before you, until authorized
by the Judge III open court.

Any juror who believes there has been a violation of my instructions concerning
dehberatJOns must send a note reporting this to me as Soon as possible.

Alaska Civil Pattern Jury Instruction No. 2.28
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State's Instruction 3J)

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 hailiff is forbidden to communicate witb any juror
aboul 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.
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State's Instruction .J.l
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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Instruction

During deliberations, you may have any notes that you took during trial. You may
use your notes only to refresh your own recoUection. 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
nOles.

When the case is over, your notes will be collected and destroyed.
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State's Instruction 3::2
When I finish instructing you, I will give you a form called a Verdict Fonn. The verdict
form has a list of questions you must answer. Read the verdict fonn 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 envelope1 [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 seabng your verdict, you mllst 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 fonn, 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 envelope to bailiffj] [Jock the jury room so
that the exhibits, ll1StructJons, 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 nonsubstantive modifications to first
paragraph)
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Instruction

When I finish instructing you, I will give you a fonn called a Verdict Fonn. The
verdict fonn has a list of questions you must answer. Read the verdict fonn 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
fonn. 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 fonn 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 nOl 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 mstructlOns and the exhibits, place them in the envelope I am
glvmg you, seal the envelope and [keep possession of the envelope] [give the
sealed ~nvelope to baillffj] [lock the jury rOOm so that the exhibits, instructions,
and unsIgned verdict fonn will remain undisturbed]. If you have not agreed on a
verdIct, yo~ must return to the jury room tomorrow mOrning by a.m. to
contmue delIberations.
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State's Instruction .s-
At a uial, the person or organization that brings a lawsuit is called the "pl~,intiff." Th:
person or organizarion against whom the claims are brought IS called ~e defenda~\n
The plaintiff and the defendant together are sometimes referred to as the parties

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 lawsuit focuses on the years between 1999 and October 2007. During that time,
the State paid for many prescrtptlons for Zyprexa. Some of these prescriptions were to
treat the FDA-approved conditions, schizophrenia and bipolar disorder. Some of the
prescnptlons were for off-label uses.

Some people who .tak~ Zyprexa develop new diseases, including diabetes,
hyperglycerrua, and dlshpldemla. When Medicaid patients using Zyprexa developed
new diseases, the State paid for the treatment of those diseases.
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State's Instruction 5: (cant.)

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.
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Instruction _

At a trial the person or organization that brings a lawsuit is called the
, th I· b 0 ght IS"plaintiff." The person or organization against whom e c auns are r u .

called the "defendant." The plaintiff and the defendant together are sometunes
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 manufacrures 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 lawsuit focuses on the years between 1999 and October 2007. During thaI
tIme, .the State paId for many prescriptions for Zyprexa. Some of these
p:escnptlons were to treat the FDA-approved conditions, schizophrenia and
bIpolar dIsorder. Some of the prescriptions were for off-label uses.
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Some people who take Zyprexa develop new diseases, including diabetes,
hyperglycemia, and dislipidemia. When Medicaid patients using Zyprexa
developed new diseases, the Slate 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.

(cont.)Instruction



State's Instruction .la.
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
malters will be addressed laler, and you are nol 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 lrial based on the evidence presented, and not speculate or be influenced in
any way about what might happen laler 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 Stale 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 Slate.

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 treal these off-label conditions.

The Slate claims that Lilly's promotions of Zyprexa concealed important facts and
included misrepresentations and false statements.

Lilly denies that it aCled wrongfully in any way.
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Instruction

Now I will introduce the parties' claims 10 you. These are simple summaries of
complex claims, provided purely 10 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 10 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 mcluded misrepresentations and false statements.

Lilly denies that it acted wrongfully in any way.
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State's Instruction fl
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 0 I ( 'th dd" .
" WI a Illonal 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 10 hear the
instructions. I will give them to you as clearly as I can in order to assist you as
much as possible.

[ gave you some instructions at the start of the trial, 100. 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.
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A warning is adequate if it

(2) Lilly marketed Zyprexa without adequate warnings of this risk.

In order to find that Lilly failed to provide the warnings that it was required to provide,
you must fmd that the State has proved that each of the following is more likely true
than not true:

State's Instruction ..d3

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.

(1) Zyprexa posed a risk of injury to people who used the drug in a reasonably
foreseeable way; and

(1) clearly indicates the scope of the risk or danger posed by the product;

(2) reasonably conununicates 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 PU! a
reasonable phySICIan on notice of the nature and extent of any scientifically knowable
rISks Or dangers inherent m the use of the drug.

Shanks v. Upjohn Co., 835 P.2d 1189, 1199-1200 (Alaska 1992)
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Instruction

A warning is adequate if it

(I) Zyprexa posed a risk of injury to people who used the drug in a
reasonably foreseeable way; and

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 fmd that Lilly failed to provide the warnings that it was required to
provide, you must fmd that the State has proved that each of the following is
more likely true than nOl true:

(2) Lilly marketed Zyprexa without adequate warnings of this risk.

(I) 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 d~g marketed to physicians, warnings are sufficient if they
put a reaso~able phySICIan on notice of the nature and extent of any scientifically
knowable rIsks Or dangers inherent in the use of the drug.
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(I) Lilly is engaged in trade or commerce; and

There is no dispute that Lilly is engaged in trade or commerce.

In order to find that Lilly violated the Unfair Trade Practices and Consumer Protection
Act, you must fmd that the State has proved thaI each of the following is more likely
true than nol true:

State's Instruction dL'-/
The State also claims that Lilly's actions in marketing Zyprexa violated the Alaska
Unfair Trade Practices and Consumer Protection ACI in one or more ways.

(2) Lilly committed an unfair or deceptive act or practice in the conduct of trade or
commerce.

K~/zai Chrysler Center, Inc. v. Denison, 167 P.3d 1240 I
o Neil/Investigations Inc 609 P 2d 520 534 ( ,255 (Alaska 2007); State v.

,., . , Alaska 1980).



003005

Instruction

(I) Lilly is engaged in trade or commerce; and

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 fmd that Lilly violated the Unfair Trade Practices and Consumer
Protection Act, you must fmd that the State has proved that each of the following
is more likely true than not true:

(2) Lilly commined 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.
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State's Instruction d2
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 Chrysler Center, Inc. v. Denison 167 p 3d 12
O'Neill Investigations, Inc. 609 P 2d 5'20 53 . 40, 1255 (Alaska 2007); State v.

' . ,4-35 (Alaska 1980).



Instruction

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.
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State's Instruction diP

A defendant commits an unfair or deceptive act or practice if it does any of the

following:

(a) represents that goods have characteristics, uses, or benefits that the goods

do not have;

(h) represents that goods are of a particular standard, quality, or grade, if

they are of another;

(c) 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;

(d) 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;

(e) 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;

(f) markets a drug with a label that is false or misleading in any manner.

AS 45.50.471(a), (h)(4), (6), (11), (12), (48); AS 17.20.090, .300.
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(I) markets a drug with a label thaI is false or misleading in any

manner.

(e) knowingly conceals, suppresses or omits a material fact with in
connection with lhe sale or advertising of goods, with the intent
lhat others rely upon the concealment, suppression, or omission,
whether or not a person has in facl been misled, deceived, or

damaged;

(d) 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;

(c) engages in conduct in conneclion with the sale or advertising of
goods that creales a likelihood of confusion or misunderstanding

and that misleads, deceives, or damages a buyer;

(b) represents that goods are of a particular standard, quality, or grade,

if they are of another;

(a) represents that goods have characteristiCs, uses, or benefits thaI the

goods do not have;

A defendant commits an unfair or deceptive acl or practice if it does any of the

fonowing:



STATE OF ALASKA,

003010

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRICT AT ANCHORAGE

Case No. 3AN-06-05630 CI

DEFENDANT'S OBJECTIONS
TO PLAINTIF·F'S PROPOSED

JURy INSTRUCTIONS
AND SPECIAL VERDICT FORM

Plaintiff,

Defendant.

ELI LILLY AND COMPANY,

v.

Defendant Eli Lilly and Company ("Lilly") respectfully submits the following

objections to the State's proposed jury instructions and special verdict fonn.

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

written on the ground that they are drafted in a way that is not evenhanded. Lilly also objects

to the last three paragraphs of the State's proposed Instruction No.5 on the ground that those

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

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." 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



you now are not disputed by the parties.. and yo~ must accept them as
true, even if you do not hear evidence dunng the trIal about these facts.

Eli Lilly manufactures and markets a prescription drug called Zyprexa.
As with all prescription drugs sold in this country, t~e federal Food and
Drug Administration, or FDA, required Lilly to submIt mformatlOn about
Zyprexa, 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.

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.

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 drua that continues to
be widely prescribed by physicians to help patients"who suffer from
senous and debilitating mental illnesses. Lilly contends that diabetes
hyperglycemia and dislipidemia are common conditions that are caused
by many factors and that there is no reliable scientific evidence that

Derendant's Objections to PlaintiWs Proposed
Jury Instructions and Special Verdict Form
Stole ofAlaska )~ Eli Lilly and Company (Case No. JAN-06-0S630 el)
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Zyprexa causes these conditions. . Lilly. contends that it adequately
described the risks associated with thIS medlcme.

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 con~ltlOns. 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 for
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 oflbe 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

instruction as an incomplete and incorrect tat t f th I d
semen 0 e aw an not adequately

this

Defendant's <?bjeclions to Plainliff's Proposed
Jury InSlructlons and Special Verdicr Form
State ofAlaska l'. Eli Lilly and Company (Case No. 3AN-G6-0S630 CI)
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I 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 ofa 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").

tailored to the facts of this case. The State's definition of the adequacy ofa 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

Defendant's Objections to Plaintiff's Proposed
Jury Instructions and Special Verdict Form
State 01Alaska I~ Eli Lilly and Company (Case No. 3AN-D6-0S630 el)
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case.

incomplete and incorrect statements of the law and not adequately tailored to the facts of this

3 See Alaska Civil Pattern Jury Instruction 10.0 IB, 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(a)(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).
C?ngress has delegated to the FDA the authority to enforce the prohibition against false Or
mIsleadIng labels. See 21 U.S.C. §§ 331 - 37, 352. Additional authority is cited and
discussed in Lilly's briefing in support of summary judgment.

5 See AS 45.50.481(1). Lilly maintains th~t the. State's UTPCPA claims are wholly barred by
§ 45.50.481(1), for the reasons stated In Its bnefing to the Court in support of its summary
Judgment mollon, and should not besubmitted to the jury. However, Lilly acknowledges that
the Court has n,ot yet ruled on that Issue, and r~ises this narrower objection to subparagraph
(I) of the State s proposed InstructIOn No. 26 In the alternative to a finding that the State's
UTPCPA claIms are wholly barred by AS 45.50.481(1).

Page SolS
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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. 25.
3

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 (I) 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 dircctly second-guessing the FDA's determination that the Zyprexa label is not false or

misleading,' thus falling outside the scope of the UTPCPA5 and conflicting with federallaw6

Dcrendant's 9bjections to Plaintirr's Proposed
Jury Instructions and Special Verdict Form
Statl! ofAlaska )~ Eli Lilly and Company (Case No. 3AN-06-0S630 el)



(... cominued)

6 See, e.g., Pennsylvania Employees Benefit Trust Fundv. 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 (I) of the State's proposed Instruction No. 26 in the
alternative to a finding that the State's UTPCPA claims are wholly harred preempted.

: See Alaska Civil Pattern Jury Instruction 10.OIB, 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 10.0 IA (providing for specific identification of the acts or practices the
plaIntIff alleges were unfatr or deceptive); Jury Instructions Nos. 21-29, State oj Alaska v.
Anchorage-Nlssan. Inc., Case No. 3AN-93-7761 CI (Super. Ct., 3d Jud. Dist., January 12,
1995), appr~ved, State ojAlaska v. Anchorage-Nissan, Inc., 94 I P.2d 1229, 1221 (Alaska
1997) (IdentIfYIng alleged VIolatIOns WIth specificity).

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

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

Defendant's ~bjeclions to ~laintifT's Proposed
Jury Instructions and SpeCial Verdict Form
Stale ofAlaska v. Eli Lilly and Company (Case No. 3AN..{)6-0S6JO Cl)
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· h' t take into account the fact that Zyprexa'sState's second question does not pennlt t e JUry 0

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 fonn 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 years'

Finally, the State's proposed verdict fonn omits any question regarding Lilly's

defense of comparative negligence'

Therefore, in place of the State's proposed verdict fonn, 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.

8 See Alaska Civil Pattern Jury Instruction 10.0 lB, 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 10.0 IA (providing for specific identification of the acts or practices the
plaintiff alleges were unfair or deceptive); Jury Instructions Nos. 21-29, Slale ofAlaska v.
Anchoroge-Nissan, Inc., Case No. 3AN-93-7761 CI (Super. Ct., 3d Jud. Dist., January 12, 1995),
approved, Slale of Alaslw v. Anchorage-Nissan. Inc., 941 P.2d 1229, 1221 (Alaska 1997)
(identifying alleged violations with specificity).

9 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, lin
(D.. Colo. 2002) (applying comparative fault principles to statutory consumer protection
claIm); Gennan v.Welcherl Co. Reallors, 691 A.2d 350, 367 (N.J. 1997) (same).

Pig. 7 ora
003016

Odendant's Objections to Plaintiff's Proposed
Jury Instruclions and Special Verdici Form
Stale ofAlaska ~'. Eli Lilly and Company (Case No. 3AN-Q6-05630 el)



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
Attome r Deli ndant

Defendant's <?bjections to Plaintiff's Pro oscd
Jury InstructIOns and Special Verdict FoP
Stale ofAlaska ~'. Eli Lilly and Company (C~sc No. 3AN-06-0S630 el)
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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 true:

(I) 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 ( d'li ' ,
causation and damages), ,mo 1 led for Phase I to ehrnmate portions related to
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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.

Alaska Civil Paltem Jury Instruction 7 03 ( d·fi d
1189 (Alaska (992), for Phase I to eli~na%O 1~e purs~ant to Shanksv. Upjohn Co., 835 P.2d
reflect fact that State's claim spans multiple yer;::s/ons re ated to causation and damages, and to

003019



INSTRUCTION NO. 42

SCIENTIFIC UNKNOWABILlTY

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.

~ product is not defective with regard to an art' .
lIkely true than not true that th t . I YP .cular danger .f the defendant proves it is mare
product left the defendant's posse:si~~rt.cu ar danger was not scientifically knowable when the
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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:

(I) [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 al
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:

(I) the content ofZyprexa'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 (AJ k 19 '.
knowability of risks determined as of':the time th~ p~od!c7)w~:~~':?u~~;~lllg and SCIentific
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fNSTRUCTION NO. 44

CONSIDERATIO OF FDA APPROVAL

. j; .ption drug because labeling is
The FDA regulates the content of labehngfe~:i~n~;:~~~utthe risks and benefits of the

the FDA's principal tool for educatmg heal%Care pro A I previously instructed you, Zyprexa
approved product to help ensure safe andthe elctblv~ use'hav~ been approved by the FDA since
and its labeling, includmg changes to e a e 109,
September 30, 1996.

I determining the adequacy of the warnings in the Zyprexa label for the risks of
[insert ris::' based on evidence at triaI], you may take into account the fact that the FDA
approved the Zyprexa labeling, mcludmg Its warnmg.

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-la-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 DECEPTNE 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:

(l) 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 ofa 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.

(
JSUry Insctruction No. II, State ofAlaska v. Anchorage-Nissan, Inc. CA No. 3AN-93-7761 CN

uper. !., 3d Jud. DIS!., 1/1211995) adS.r '
P.2d 1229, 1221 (Alaska 1997) (modif, ':frove, tate oJ Alaska v. Anchorage-Nissan, [nc., 941
AS 45.50.471(b)(4), (6), (8), and (II). Ie to reflect differences Ln 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.
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INSTRUCTION NO. 47

UTPCPA CLAIMS CONSIDERED SEPAMTELY

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, Siale ofAlaska v. Anchora e-N'
CI (Superior Court, Third Judicial District Janu 12 gI99~san, Inc., CA No. 3AN-93-7761
Anchorage-Nissan, Inc., 941 P.2d 1229 1;21 (ary, ), approved, Stale of Alaska v.
reduce length). ' - Alaska 1997) (modified and consolidated to
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INSTRUCTION NO. 48

rDENTIFICATION 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.

INOTE: add or delete identification of alleged violations as warranted by evidence at trial]

~~ry(instruclioCns Nos. 21-29, State ofAlaska v. Ancharage-Nissan, Inc., Case No. 3AN-93-7761
upenor oun, Third JudICIal D'strict Januar 12 1995)

Anchorage-Nissan, Inc., 941 P.2d 1229 122i (AlaskaY199'7) ( d'.fiapPdr~ved,. State of Alaska v.
, rno I Ie .or this case).
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SPECIAL VERDICT FORM

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.

16 Source: Alaska Civil Pattern Jury [nstruction 3.09.

"91937)7.-4
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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 ti,e above-entitled case, find the following special verdict submitted to

us in the above-captioned case:

'9193737w
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•
Answer "yes" or "no" to Question No.1. ifthe State failed 10 prove that it is more

likely true than not true that Zyprexa was defective due to inadequate warnings for the risk of[insert
risks based 0/1 proofs at trial], you should check "No." CO/lversely, ifthe State proved that it is
mare likely true than not true that Zyprexa was defective due to i/ladequate warnings for the risk of
[i/lsert risks based on proofs at trial], you should check"Yes, " unless the Defendant proved that it is
mare likely true than not true that that risk was not scientifically knowable.

(I) 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): _

#9193737\'4
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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. Ifthe 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, ifthe 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.]

003030



Ifyour answer to Question Nos. J and 2 was "No, " then do not answer Question No.
3. Ifyou answered "Yes" to Question No. J or any part ofQuestion No.2, then you must answer
Question No. 3. Ifthe Defendantfailed to prove that it is more likely true than not true that the State
was negligent, you should check "No." Conversely, ifthe 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 -', 2008__.

Foreperson of the Jury

191937J7v4
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Defendant.

ELI LILLY AND COMPANY,

Plaintiff,

THIRD JUDICIAL DISTRICT AT ANCHORAGES.

r
Case No. 3AN-06-05630 Gi\

Attorneys for Defendant

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

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
Philadelphia, PA 19103
(215) 981-4000

LANEP

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
450 I Business Park Blvd., Suite 24
Anchorage, AK 99503

DATED this 25th day of February, 2008.

v.

STATE OF ALASKA,



that Lilly learned of the adverse event.

Defendant Eli Lilly and Company ("Lilly") requests that the Court bar the State

",
....., _.~

~'N'3AN_06<56~ ; " : ~:~
Plaintiff,

Defendant.

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRICT AT ANCHORAGE
co
-<

v.

ELI LILLY AND COMPANY,

STATE OF ALASKA,

documents referencing these reports, for purposes of establishing anything other than the fact

from introducing at trial evidence of adverse event reports, including emails and other

Adverse event reports are federal Food and Drug Administration reports that Lilly

003033

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

during the treatment of a patient with a Lilly product. If admissible at all, these forms, which

completes when an individual informs Lilly about an adverse event that allegedly emerged

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

rely on information typically provided by a patient Or healtheare provider, should be admitted

only for the narrow purpose of showing Lilly learned of the report of the adverse event.' As

I

See, e.g., G%d v. Hoffman La Roche, 964 F. Supp. 841, 855 (S.D.NY 1997) (admittin
adverse event r.eports only for the purpose of showing "evidence that [defendant] was g
not'ee of potentially senous ... side effects"). on



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

o ~ because the use of such reports does not satisfY the test of relevancy in Alaska. "Relevant
!! ~
Ji ~ ;:' evidence means evidence having any tendency to make the existence of any fact that is of

~ "E~~ ~

j ~ ~ ~ consequence to the determination of the action more probable or less probable than it would
~ c8 ~.~

~ ~ .:: 0. be without the evidence.'" Evidence that is not relevant is inadmissible.'
~]>~ ~
'" E :i::' Many courts have found that adverse event reports cannot be used to establ ish
~~]~
...l z g g causation' because, as the Eleventh Circuit explained, "these FDA reports reflect complaintsfj -< ~

= i called in by product consumers without any medical controls or scientific assessment," and'"' ~

, Alaska R. Evid. 40 I
, Alaska R. Evid. 402.

, McClain v. Metabolife Int'l, Inc., 401 F.3d 1233, 1250 (11 th eir. 2005); Peters v.
Astraze~eca, LP, No. 05-649, 2006 U.S. Dist. LEXIS 38859, at *8 (W.D. Wis. June 12,
2006) ( An adverseevent report does not mean necessarily that a reported adverse event was
caused by a drug; ,t means merely that the adverse event was reported by someone who
experienced the adverse event while taking the drug."); In re Bayer AG Sec L 't' N
03-1546,2004 .U.S. Dist. LEXIS 19593, at *35-36 (S.D.N.Y. Sept. 30, 2006) (':Th~ l;d~er~~
event report~ dId not by themselves establish a causal connection between" the product d
the alleged s,de-effect.). an

Page 2 ors
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excluded under Rule 402.

reports, which are anecdotal in nature, are "one of the least reliable sources" to establish

Page 3 of 5
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Defendant [Ii Lilly and Company's Me· LO .
for any Purpose Other Than EstabliSh~ IOn.lD 1mme to Exclude Adverse Event Reports
Stale ofAlaska v. Eli LillI! and Compun",'(nc

g LI'N1y K
3
new About the Specific Adverse Evenl

, , as. n. AN-06-0S630 Cll

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

potential for prejudice outweighs their probative value.' As discussed above, adverse event

Even if the reports were found relevant, they should still be excluded because their

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

does not make it more or less probable that Zyprexa actually caused that adverse event.

this conclusion. When asked about drawing causal conclusions from adverse event reports,

Dr. David Allison stated, "[1]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,

yes, I agree that those are a basis for conjecture and not a basis for conclusion.,,6 Conjecture

'McClain, 401 F.2d at 1250.
6 Exhibit A, Transcript of Deposition of David B AIr Ph 0
(emphasis added). . Ison, .., May 18, 2007, at 62-63

7 Alaska R. Evid. 403.

"[u]ncontrolled anecdotal information offers one of the least reliable sources to justifY

opinions about both general and individual causation.'" The State's own expert agrees with



the prejudice of Lilly. Accordingly, these documents should be excluded from evidence

under Rule 403 - if they are found relevant at all. 8

B. Adverse Event Reports Contain Hearsav 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
9

Adverse event reports offered to prove that Zyprexa caused a particular side-effect would be

hearsay.IO These reports would also not fall within any exception, including the exception for

party opponent admissions. II Adverse event reports are not party opponent admissions

because when Lilly creates them: (i) they are not reports by Lilly, and (il) 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 evenl. Accordingly, adverse

8 See, e.g. Hiibsch"'.a~ v. Valdez, 821 P.2d 1354, 1366 (Alaska 1991) (upholding exclusion of
~vldencewhere plamtlffwas likely to be prejudiced).

Alaska R. Evid. 801-802.
10 See Appleby v. Glaxo WeI/come, Inc., No. 04-0062, 2005 U.S. Dis\. LEXIS 32875 at *10
(D.N.!. Dec. 13,2005) (citing Golod, 964 F. Supp. at 855, for the proposition "that ~dverse
~~ent reports are hkely madmlsslble hearsay to establish causation").

See, e.g. In re: Accutane Prods. Liab. Litig., MOL 1626,2007 U.S. Dis!. LEXIS 32236
*18·20 (M.D. Fla. May 2, 2007). ' at

Pace40rs
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excluded as hearsay, not within any exception.

event reports, and documents referencing such reports, offered to prove causation should be

Page S GIS

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 1. Rothschild, admitted pro hac vice

and
LANE POWELL LLC
Attorneys for Defendant

Defendant Eli Lilly and Compan 's Motion i ..
for any Purpose Other Than EstibliShin L'J~ L~mme 10 Exclude Adverse Event Reports
$tate ofAlaska ~'. Eli Lilly and Company (~as~ Jo. ;1~:~~~~~~e21~ecifiCAdverse Event
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Golkow Technologies, Inc. - 1-877-370-DEPS

page 1

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

05 ev 2948 (JBW)
05 CV 4115 (JBW)
UFCW LOCAL 1776 AND PARTICIPATING
EMPLOYERS HEALTH AND WELFARE FUND, et

al. ,
vs.

ELI LILLY AND COMPANY.

06 ev 0021 (JBW)

LOCAL 28 SHEET METALS WORKERS, et al.,

vs.
ELI LILLY AND COMPANY.

06 ev 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,

003038 EXHIBIT ~
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•
David B. Allison, Ph.D.

Page 62

15 as it results to drug and effect?

12 in the literature or a spontaneous

EXHIBIT~
PAGE-d.. OF "--3....003039

I think that the form of the

But I can't give you a simple

You agree, though, that case

certainly.

Let's just stay focused on the

A.

Q.

A.

Q.

Golkow Technologies, Inc. - 1-877-370-DEPS

later.

II no II answer to that would not suffice,

and I realize you want to postpone a

different aspect of the discussion for

question is such that a simple "yes" or

may fit in elsewhere.

23

22

21

19

20

18

9

MR. DICKENS: Objection to the

17 form of the question.

16

observational studies and how those bits

14 a basis for conjecture, not conclusions,

13 adverse event reported to the FDA, forms

6 initial bits first, and we'll talk about

5

11 reports, whether it's the case reports

10

4 into that of specific case reports.

1 built on large collections of case

2 reports and other information, which is

3 distinct from the initial bits that go



/
David B. Allison, Ph.D.

1 "yes" or "no.11
Page 63

2 I think that, if we are talking

solely about case reports of an adverse

4 event after exposure to some stimulus,

5 and that is all we have, there is no

6 other information, then, yes, I agree

7 that those are a basis for conjecture

8 and not a basis for conclusion.

9 In contrast, when sometimes

10 people are able to take those many case

11 reports and then combine them with many

12 other types of case reports and other

13 information about frequency of

14 exposures, they may be able to

15 essentially build a legitimate

16 observational study out of case

17 reports. And in those cases, case

18 reports may form the basis for some

19 conclusion to make.
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Golkow Technologies, Inc. - 1-877-370-DEPS

And you talk aboutQ.

observational studies in your report, as

well, do you not?

A. I believe I do. I have __

20

21

22

23



DEFENDANT ELI LILLY AND
COMPANY'S MOTION TO ACCEPT
LATE-FILED MOTION IN LIMINE
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BY~~~{?;!!;ffArru?;;,;;:,~~'-,-,.~_
Brewster H. Jamieson, ASBA N .8411122
Andrea E. Girolamo-Welp, ASBANo. 0211044

Defendant.

ELI LILLY AND COMPANY,

v.

I cenifyth,a1 on Fcbruary2S,:2008. a copy of
the foregomg was served by hand on:

~~~~~~~k~ Sanders
500 L. Street, Suite 400
¥choragc,Alask 501-5 I

TN THE SUPERIOR COURT FOR THE STATE OF AL~SK!'

THIRD JUDICIAL DISTRICT AT ANCHORAGf~ -

STATE OF ALASKA, ::;..,
,-

PlaIntiff, q\
Case No. 3AN-06-05630"'di ". ':;!,

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 HAMlLTON LLP
Nina M. Gussack, admitted pro hac vice
George A. Lehner, admitted pro hac vice
John F. Brenner, admitted pro hac vice
Andrew R. Ro&off, admitted pro hac vice
Enc J. Rothschild, admitted pro hac vice

and
LANE POWELL LLC
Attorneys for Defendant



NOTICE OF FILING UNDER SEAL

Case No. 3AN-06-05630 CI
Page I of2

003042

BY_;:::~~~-;- _
Eric T, Sanders
AKBarNo.7510085

FELDMAN ORLANSKY & SANDERS
Counsel for Plaintiff

On this date the State of Alaska is filing a pleading titled "Request for

DATED this 25th day of FeblUary, 2008,

more exhibits filed with t!ljs pleading may be confidential documents under the Court's

April 6, 2007 oral lUling, the State of Alaska is submitting thjs pleading and the attached

exhibits under seal.

Notice of Filing Under Seal
S~a/e ofAlaslro v. Eli Lilly and Company

Other Drugs Manufactured by Defendant Eli Lilly and Company." Because one or

Clarification of the Court's Order Excluding Testimony or Argument Regarding

FElDMAN ORu..NSKY

&SANDER.S
5OOLST1lEIrr

FOURTH FLOOR
ANCHORAGE. AK

99501
TEL: 907.272.3538
FAX; 907.274.0819



exhibits under seal.

DATED this 25U, day ofFebruary;2008.
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Case o. 3AN-D6-05630 CI
Page I of2

By~~--f:/J~~.r__
Eric T1{an1;;rs
AK Bar No. 7510085

FELDMAN ORLANSKY & SANDERS
Counsel for Plaintiff

On this date the State of Naska is filing a pleading titled "State of Alaska's

Notice of Filing Under Seal
State ofAlaska v. Eli Lilly and Company

6, 2007 oral ruling, the Slate of Alaska is submitting this pleading and the attacbed

exhibits flied with this pleading may be confidential documents under the Court's April

Defendant's Profits, Net Wortb, and the Price of Zyprexa." Because one or more

Request for Clarification of tbe Court's Order Excluding Evidence of tbe

NOTICE OF FILING UNDER SEAL

IN THE 'UPERlOR COURT FOR THE ST OF ALASKA

THIRD JUDICIAL DISTRICT AT ANCHORAGFt?£C
J Chd",f!v£D

STATE OF ALASKA, ) F Od

go
R~~ of .

) §t., [8:t nOr

Plaintiff,) • r'j,f -4tdSk R[C7J
) l~dJIJ~SlJ

)
In A..na/cia/ ~r/or

VS. chor. ISfri q,i~-
) dg. Cf

Ell LILLY AND COMPANY, )) Case No. 3AN-06-5630 ClY

Defendant. )
J

FEu>MA..-': ORI.J\NSKY
& SANDERS

""'"mEET
FOURTH FtooR

ANOiORAGE. AK
99lOl

TEL; 900.272.3538
FAX: 907.214.0819



Very truly yours,

Brewster H. }amifion. Esq.
Direct Dial (907) 26.f-jjlJ

JamJe.sonB@LanePDM'ell.com

LAW OFFICES

ANCHORAGE, AK OLYMPIA, WA
PORTlAND, OR SEATILE. WA
LONDON, ENGLAND

(j:A!l~~~r:.A1/7
@'tBrew:'~::~

A PROFESSIONAL CORPORATION

SUITE 301

301 W. NORTHERN LIGHTS BLVD.
ANCHORAGE, ALASKA 99503-2648

nib
Attachment

~867';:~~6r,,~:mders, Esq. (Hand Delivered)

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 (VI. October 27, 2006), cert. granted,
Wyeth v. Levine, 2008 WL 161474 (U.S. January 18,2008) (No. 06-1249) and addressed the
significance of21 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
C.F.R. § 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.

www.lanepowell.com

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 Briefhas been scheduled for February 26, 2008, beginning at II :30 a.m.

February 25, 2008

Re: Citation of Supplemental Authority
State ofAlaska" Eli Lilly and Company, Case No. 3AN-06-05630 CI
File No. 9867.38

Dear Judge Rindner:

T.907.277.9511
F,907.2762631

HAND DELIVER

The Honorable Mark Rimmer
Superior Court Judge
Alaska Court System
825 West Fourth Aveoue, Room 432
Anchorage, Alaska 99501-2004

Ii LANE POWELL
ATTORNEYS & COUNSELORS



No. 06·1249

BRIEF FOR THE UNITED STATES AS AMICUS CURIAE

PAUL D. CLEMENT
SoLicitor GeneraL

CounseL ofRecord
JEFFREY S. BUCHOLTZ

Acting Assistant Attorney
General

EDWIN S. KNEEDLER
Deputy Solicitor General

DARYL JOSEFFER
Assistant to the Solicitor

General
DOUGLAS N. LETTER
PETER R. MAIER

Attorneys
Department ofJustice
Washington, D.C. 20590-0001
(202) 51-1-2217
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ON PETITION FOR A WRIT OF CERTIORARI
TO THE SUPREME COURT OF VERMONT

WYETH, PETITIONER

V.

DIANA LEVINE

DANIEL MERON
General Counsel

GERALD F. MASOUDI
Associate General Counsel

WENDY S. VICENTE
Attorney
Department of Health and

Human Services
Washington, D.C. 20201

3ln tbe ~upreme lICourt of tbe ~niteb ~tatell



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.

(1)
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Cases;

(III)
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No. 06-1249

WYETH, PETITIONER

v.

DIANA LEVINE

ON PETITION FORA 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)(I)(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 drug is • • •
effective in use," 21 U.S.C. 355(b)(l)(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), (I') 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 prescribed, 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. Mter 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., iii at 141a-166a. As part of its delibera­
tions, FDA convened an expert advisory committee to
consider that question. Iii 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." Ibili

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. Ibili 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, id. at3a.

4. a. The Vermont Supreme Court affirmed. Pet.
App.la-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
\~se 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 lla.
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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 he
construed as invalidating any provision of State law
••• unless 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
\vith both federal and stste 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). Iii. 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.''' Ia. 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." Iii. at 47a. With respect to drug labels,
the ChIef Judge explained, "FDA considers not only
what information to include, but also what to exclude,"

003057



7

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
tatiou 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, LLCv. 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, th.e Court .should
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," Geierv. 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
ticular." 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 label­
ing," ibid., in part because a drug's safety ~nd e~ectlve­
ness depend on the conditions under whlCh It IS used
(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 III medical de­
vices, see 60 Fed. Reg. 39,180 (1995), which this Court
has correctly described as "rigorous," Medtronic, Inc. v.
Lahr, 518 U.S. 470, 477 (1996). As part af the approval
process, an applicant must submit "the labeling pro­
posed to be used for such drug," 21 U.S.C. 355(b)(l)(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."
21 C.F.R. 314.50(d); see 21 U.S.C. 355(b)(l)(A) (Supp. V
2005).

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 use.d ~c­
cording to its labeling, and that the labelIng satisfies

federal requirements.
b. In making those determinations, FDA does not

merely police minimum stsndards 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 CO?p., 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 harm
the public health. Ibid. In addition, excessive warnings
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 B"ooks, 273 F.3d at 796).

For those reasons, "FDA interprets the [FDCAj 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 oj Bridport v. Sterting Gtark LuTton
Corp., 693 A.2d at 704). That finding would directly con­
flict with FDA's determination that the drug, as labeled,
was ~afe and effective. I d. at 35a-36a. As such, respon­
dent s claIms are preempted. See, e.g., Geier, 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 (Z001) (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 ZI 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. ZI 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 not ordinarily mod­
ify labeling approved by FDA without first obtaining
FDA's approval for the change. See Z1 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 nothmg 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 PremarketApproval (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").
Thns, 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 Auer 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 COlTect 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)(7). 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." 71
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 principles 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
• • • unless 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. It is 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 a drug, see § 102(b), 76
Stat. 781, FDA's new drug approval process predated
the amendments, see 21 U.S.C. 355(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.
793.

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, e.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 reL 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 a 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, a 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 "(c]ompliance 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 th~ preamble to its January 2006 rule concerning
the labehng of drugs, FDA explained that the govern-
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. While respondent argues (Br. in Opp. 8, 28) that FDA's 2006 pre­
~ble reflected a change in the agency's position, she relies solely on
srnppets fro!" Federal Register notices that did not squarely address,
much less d~scuss. the preemption question here. See 65 Fed. Reg. at
81,103 (stating that proposed changes to existing labeling rules would
not have federalism i,?plications); 63 Fed. Reg. 66,384 (1998) (response
toco~ents concernmg Medication Guides for "a small number of pro­
ducts, td. at 66,379); 4~ Fed. Reg. at 37,437 (responding to comment
that FDA should use different administrative procedures).

ment's "long standing view[)" is that "FDA approval of
labeling under the [FDCAl • • • preempts conflicting
or contrary State law," especially considering that "FDA
interprets the [FDCAl 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.'
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B. This Court Should Hold The Petition For A Writ or 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.

I. Petitioner asserted (Reply I) for the first time
in its reply brief that the decision below conflicts with
Dowhal v. Smithkline Beecham Consumer Healthcare,
88 P.3d I (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. fd. 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 "fainy additional
0" modified warning may render the product misbran­
ded." f d. 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. fd. 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. fd. at 10-11.
Against that unusual backdrop, the California Supreme
Court correctly held that the state law was preempted.
fd. at II.

There is no square conflict because the Dowhal court
tied its holding, not to FDA's approval of a new drug
appli~ation,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." [d. at 17a. Thus, the two decisions are reconcil­
able based on the differing findings offact 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.

2. Petitioner also relies (Reply 1-2) on a circuit split
concerning the preemptive effect of FDA's premarket
approval of Class III medical devices. That conflict is
real, but is not directly implicated here because this case
involves implied preemption based on FDA's approval of
a new 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 III 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, supm. 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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21 CFR Part 601

21 CFRPart314

•21•
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VIII. Proposed Effective Date

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 arulouncing that

date.

Administrative practice and procedure, Biologics, Confidential business

information.

Administrative practice and procedure, Confidential business information, Drugs,

Reporting and recordkeeping requirements.

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

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

Dockets Management between 9 a.m". and 4 p.m., Monday through Friday.

ntimber found in brackets in the heading of this document and may be accompanied by a

supporting memorandum or brief. Received comments may be seen in the Division of

individuals may submit one paper copy. Comments are to be identified with the docket

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



DRUG

(b) •

•22•
Therefore, under the Federal Food, Drug, and Cosmetic Act and the Public Health

2. Section 314.3 is amended in paragraph (b) by alphabetically adding the

Newly acgui~ information means data, analyses, or other infonnation 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).

Administrative practice and procedure, Confidential business infonnation,

003076

J. The authority citation for 21 CFR part 314 continues to read as follows:

§ 314.3 Definitions.

definition for "newly acquired infonnation" to read as follows:

Autbority: 21 U.S.c. 321, 331, 351, 352, 353, 355, 356, 356a, 356b, 356c, 371, 374,

379•.

PART 314-APPLICATIONS FOR FDA APPROVAL TO MARKET A NEW

proposed that 21 CFR parts 314, 601, and SI4 be amended as follows:

Service Act and under authority delegated to the Commissioner of Food and Drugs, it is

Medical devices, Medical research, Reportins and recordkeeping.

21 CFRPartSI4



PART 601-LICENSING

(I)' ••

•23•

4. The authority citation for 21 CFR part 601 continues to read as follows:

(c)' ••

3. Section 314.70 is amended by revising paragraphs (c)(6)(iii) introductory text

Authority: 15 U.S.C 1451-1561; 21 U.S.C. 321, 351, 352, 353, 355, 356b, 360, 360c­

360f, 360h-360j, 371, 374, 37ge, 38i; 42 U.S.C. 216; 241, 262, 263, 264; sec 122 Pub. L.

105-115, III Stat. 2322 (21 U.S.c: 355 note).

5. Section 601.12 is amended by revising paragraphs·(1)(2)(i) introductory text

and (1)(2)(i)(A), and by adding paragraph (1)(6) to read as follows:

§ 601.12 Changes to an approved application.

003077

in the labeling under 201.57(c) of this chapter;

(A) To add or strengthen a contraindication, warning, precaution, or adverse

reaction for which the evidence ofa causal association satisfies the standard for inclusion

(6)' ••

(iii) Changes in the labeling to reflect newly acquired information, except for

changes to the infonnation 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:

and (c)(6)(iii)(A) to read as follows:

§ 314.70 Supplements and otber cbanges to an approved application.



in the labeling under § 201.57(c) of this chapter;

previously submitted to the agency, which may include (but are not limited to) data

•24•

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, 36Oc-360j, 371, 372, 373, 374, 375, 379, 37ge,

381.

003078

7. Section 814.3 is amended by adding paragraph (0) to read as follows:

§ 814.3 Definitions.

(5) For purposes of paragraph (1)(2) of this section, information will be

(A) To add or strengthen a contraindication, warning, precaution, or adverse

derived from new clinical studies, reports ofadverse events of a different type or greater

severity or frequency than previously included in s~bmissjons to FDA, or new analyses

of previously submitted data~ meta-analyses).

considered newly acquired if it consists of data, analyses, or other infonnation not

reaction for which the evidence of a causa! association satisfies the standard for inclusion

package insert required in § 201.57(a) of this chapter (which must be made under

paragraph·(!)(l) of this section), to accomplish any of the following:

label, or container label to reflect newly acquired infonnation, except for changes to the

(2) Labelin chan es re uinn su lement submission-- roduct with a labelin

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



(2)" •
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(d)(I) 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 ofa written FDA order approving the PMA supplement provided

that:

(0) 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~ meta-analyses).

8. Section 814.39 is amended by revising paragraphs (d)(I) introductory text and

(d)(2)(i) to read as follows:

§ 814.39 PMA supplements.



(i) Labeling changes that add or strengthen a contraindication, warning,

precaution, or infonnation about an adverse reaction for which there is reasonable

003080
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for Policy.

•

[FR Doc. 08-17?17 Filed 17-11-08; 8:45 l'l1D]

BILLING CODE 4160-01-S

CERTIAEDTOBEATRUE

~~.

SIGNED: ----;'hS4Lr~----

evidence of a causal association.
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