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liability, causation and damages through the testimony of expert witnesses who will rely

The State of Alaska moves for a ruling of law concerning its ability to establish
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Case No. 3AN-06-5630 CIY
Defendant.

Plaintiff,

PLAINTIFF'S MOTION FOR RULE OF LAW
CONCERNING ITS CLAIMS AND PROOFS

vs.

ELI LILLY AND COMPANY,

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA<::>
oJ co ......
-<. ~-\ ~

THIRD JUDICIAL DISTRICT AT ANCHORA~ ,._~

STATE OF ALASKA,) \-<l
) ::;:

)
)
)
)
)
)
)
)

on statistical and epidemiological evidence rather than through the testimony of each

physician who prescribed Zyprexa and each Medicaid recipient who was injured by the

drug. This motion is supported by the Plaintiffs Memorandum Describing Its Claims

and Proofs submitted to the Court on March I, 2007. The State of Alaska is also filing a

proposed Order for the Court's consideration.
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IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DlSTRlCT AT ANCHORAGE

This Court having considered the parties' Stipulation for Extension of Time,

STATE OF ALASKA,

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

Defendant.

ORDER GRANTING EXTENSION

Plaintiff,

vs.

)
)
)
)
)
)
)
)
)

----------~)

IT IS HEREBY ORDERED that the Defendant Eli Lilly and Company shall have

an extension of time until May 4, 2007, to file its response to Plaintiffs Memorandum

Describing Its Claims and Proofs.

DATEDthis~Of~, 2007.

LA
FElDj

~ LAW OFFICES
5( FELDMAN ORUNSKY

Fa & SANDERS
ANc 500 L STRI~ET

FOURTH FLOOR
TEL: ANCHORAGE, AK

99501
TEl.: 907.272.3538

"'rt;fy 'h" on~271 '2007
of the above WII!. mailt.>d to eack of the follo.....ing
their .,ddre.,e. of record:
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FELDMAN ORLANSKY & SANDERS
Attorneys for Plaintiff

BY~EriC:SaIldeTS
AK Bar No. 7510085

LANE POWELL LLC
Attorneys for Defendant
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~. AK BarNo. 8411122

Plaintiff,

Defendant.

STIPULATION FOR EXTENSION OF TIME

<JJ C"' C>

IN THE SUPERIOR COURT FOR THE STATE OF Al'.A'SK.!\,
;;0

N
c.J1

COME NOW the parties, by and through counsel, and stipulate that defendant

vs.

Memorandum Describing Its Claims and Proofs.

ELI LILLY AND COMPANY,

B

shall have an extension of time until May 4, 2007, to file its response to Plaintiff's
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the Memorandum. Attached hereto are those exhibits.

ERRATA TO
LILLY'S MEMORANDUM IN

ADVANCE OF STATUS HEARING
(APRIL, 6, 2007, 2:00 P.M.)
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LANE POWELL LLC
Attorneys for Defendant

Plaintiff,

Defendant.

THIRD JUDICIAL DISTRICT AT ANCHORAGE

.~ Fi!e<t.
vrA1l:Q< IIIl!Ierl/ai

~7fflRo~
APR 03 'S711rcr

~~:;:
Case No. 3AN-06-05630 CI

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

Defendant Eli Lilly and Company, through its counsel of record, and files this errata

DATED this 3rd day of April, 2007.

B I c

ELI LILLY AND COMPANY,

STATE OF ALASKA,

to Lilly's Memorandum in Advance of Status Hearing (April 6, 2007, 2:00 pm), which was filed

v.

with the Court on March 29, 2007. Exhibits A, B, C and D were inadvertently not attached to
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STIPULATED SUPPLEMENTAL
SCHEDULING ORDER

This case shall be characterized as non-routine. Accordingly, this case is

NATURE OF THIS CASE

A.

Defendant

witness lists; retained and supplemental expert witness identification; service of written

supplemented and revised as follows:

Case No. 3AN-06-05630 CI

Plaintiff,

v.

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

TIllRD JUDICIAL DISTRICT AT ANCHORAGE

STATE OF ALASKA,

ELI LILLY AND COMPANY,

The parties agree, and this Court orders, that the Order of January 10,2007, is

exempt from the Initial Disclosure requirements of Rule 26(a) (I) and from the thirty-

U. MOTION FOR RULE OF LAW

interrogatory limit of Ruje 33 (a)'. The following pretrial deadlines listed in this Court's

Order of January 10,2007, are rescinded, subject to a future order of this Court: preliminary

discovery; other expert opinion testimony summary; retained expert reports; deposition of lay

witnesses; dispositive moti~~s; motions re expert opinion evidence; deposition of expert
\>.

witnesses; and discovery motions.

I.

On March I, 2007, plaintiff filed a motion for rule of law setting forth a

summary of its burden of proof for each element (inclUding damages) of each count in its



Complaint; and
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already taken in. ,the Zyprexa MOL and available to plaintiff in the repository of Lilly

documents established by the Plaintiffs' Steering Committee in the Zyprexa MOL, subject to

the terms of Case Management Order No.3 ("CMO-3") (copy attached) in the Zyprexa

MDL. To the extent that documents are produced in this action that are not duplicative of

requests on any grounds, including that such discovery would be duplicative of discovery

A. Defendant gas produced more than 15 million pages of documents in discovery

in In re Zyprexa Products Liabi/ityLitigation, MOL No. 1596 (E.D.N.Y.) ("Zyprexa MOL").
... -.:... ~ t.

Plaintiff may se,rve reqt'iests, f0r ;-the, l?!:0.ctucti6t of documents in addition to, but not
~

duplicativ; of, those already produced in the Zyprexa MOL. Lilly may object to such

Stipulated Supplemental Scheduling Order
State ofAlaska" Ell Lilly and Company (Case No. 3AN-O<HlS630 Cll

III. DISCOVERY

2. Assisting the Court in: determining the scope of discovery.

B. The purposes of this motion include:

l. Determining whether plaintiffs definition of its burden of proof and its

summary of the evidence are sufficient to sati~fYl'tb~ legal requirements of each count of the

~

file a reply no later than May 10, 2007.

Complaint; a summary of the general types of facts that it intends to establish to satisfY its

burden on each count; and a general description of the witnesses through which it will prove

such facts. Defendant shall respond to the motion no later than April 25, 2007. Plaintiff may



documents produced in the Zyprexa MDL, the terms of the attached protective order shall

control. Upon motion of any party, the Court may amend the terms of this protective order.

B. Several depositions of Lilly employees and former Lilly employees have been

$;;::-~~~
taken in the Zyprexa MDL. Zyprexa MDL Case Management prder·No. IS ("CMO-15")

.~>ri1\
(copy attached) requires counsel for Zyprexa MDL pla.in~~s to'c8~~:~ate with counsel in

state court actions against Lilly. The Court notes tha..\;p{iintiff in this ~tt;q ,,Ls represented by
..~-;;:> '-=$:~p:'

counsel who is a member of the Plaintiffs' §t~f{:~.com&:;~ee ("psc"h,tpe' Zyprexa

MDL. For purposes of this action, plaintiff may, witl16t'it I~~~e of court, take ten depositions

"',. ",V~ ..
of employees or former employees of-defendant, subject'til:)..,illy's rights to object to any

deposition under the Alaska Rules of civj~rSl~t;:e""'" '4·:~i:·
.::~:::.. .·:i ;:- *;~:~t:::i' ../";:'

c. The following. gui.delines shall govern depositions in this case:
. ··:t:~ .' .;.

I. Who May:'i3'e Present. '\Vnless otherwise ordered by this Court,

depositions may be attended 'b~ ·'dg~ris~l.of recofd, members and employees of their finns,

attorneys specially engaged b~{h~~ty for purposes of the deposition, court reporters,
..;~ " .:~:::;:~~;:

videographers, the depone;;:t}-~nd co\j~sel for the deponent. Upon application, and for good

cause shown, the':,Court ma..y permit attendance by a person who does not fall within any of

the categories set forth in the preceding sentence. While the deponent is being examined

about any stamped confidential document or the confidential information contained therein,

persons to whom disclosure is not authorized under the protect'lve dor er governing this

litigation shall be excluded from the deposition. A
ny portion of the deposition transcript

Stipulated Supplemental Scheduling Order

Stale ofAlaska v. Eli Lilly amI Company (Case No. 3AN-06~05630 CI)
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shall be controlled by the Alaska Rules of Civil Procedure.

consult in advance with opposing counsel and counsel for proposed deponents in an effort to

Absent extraordinary circumstances, counsel shouldScheduling.

4.

3.

schedule depositions at mutually convenient times and locations. Counsel are expected to, ~,',.
cooperate and coordinate the scheduling of.:tieposifions. ,

"t .;x ~ '~'.

Coordination with Oth;iAlt:ons. Cou'~sel for plaintiff shall use their

best efforts to coordinate the scheduling of depQsitions with counsel for other plaintiffs in

other state or fe<;l,eral co~~s\,\~~er".'tO~ininy.fe" ;~e number of times that a witness shall

appear for a deposition. ~y deposition in this action may be cross-noticed by any party in

containing confidential information shall be sealed so as not to waive confidentiality when

the transcript or video medium is placed in the document depository.

2. Duration. Counsel should consult prior to a deposition to agree upon the

time required to depose a particular witness. Absent agreement of the parties or order of the

Court or the Discovery Master, based on a showing of good' ca~e. the length of depositions

any Zyprexa-related action ~ending in any state or federal court, and any deposition in any

Zyprexa-related ~ction pend0g in any state or federal court may be cross-noticed by any
• -."0

party In this action.' Each deposition notice shall include the name, address and telephone

number of the primary examiner(s) designated by the party noticing the deposition; and the

date, time and place of the deposition. If a deposition has been cross-noticed in this action

StipUlated Supplemental SchedUling Order

Stale ofAlaska •. Eli LIlly alld Campoli)' (Case No. 3AN..()6-{)5630 CI) EXHIBIT It
PAGE-!t.. OF 3..­
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then the plaintiff may not take a subsequent deposition of that witness except for good cause

shown.

5. Depositions Taken in Other Proceedings. Plaintiff is aware of all

depositions of present or former employees of defendant that have been taken by the

Plaintiffs' Steering Committee in the Zyprexa MDL. The plain'tiffin this proceeding shall

not, without good cause, re-notice the depositions 1lf\'v~~esses v.:if~' 'have already been

deposed in the Zyprexa MDL. In the event th~t aJlarty re-notices the deposition of a witness

:¥ ,«.', ./
who has already been deposed, should a party object;' ,~en such objection must be made

~

within ten days of the notice, and counsel shall meet and confer within five days of the

objection to attempt to resolve the disput';' If no agfeeJl)ent can be reached, the matter shall
'-:~ .

be brought to the Court for resolution at the earliest possible time and without undue delay to

avoid postponemel)t of the deposition. .
~. A:~ ~. ~}~.":?-.iY

6. Documents 'Used in:Connecti'on with Depositions.

a. Pr~duction of Documents. Non-party witnesses subpoenaed to
••,., '<:..

produce documents shall:\o the extent possible, be served with the document subpoena at

least thirty calendar days before a scheduled deposition.

b. TCopies. Extra copies of d b, ocuments a out which deposing

counsel expects to examine a deponent should be provided to primary counsel for the parties

and the deponent during the course of the deposition.

Stipulated Supplemental Scheduling Order
Stule ojAlosku v. Eli Lilly und CompoIIY (Case No. 3AN-06-05630 CI)
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EXHIBIT It
PAGE fi OF 3-



c. Marking of Deposition Exhibits. All documents previously

2.

produced and used as deposition exhibits shall be referred to by the unique alpha-numeric

identifiers appearing on the documents.

d. Objections to Documents. Objections to the relevance or

admissibility of documents used as deposition exhibits are,;fot waived, and are reserved for
.~~~ .,,~.& -.:: ~

later ruling by the Court or by the trial judge. f

D. Pursuant to Alaska R. Civ. P. 53, the Court bereby appoints Dan Hensley,

Esquire, as the discovery master ("OM"). Subject tt the procedures set fort~ in this Order,

the OM is authorized to decide all issues arising under Alaska R Civ. P. 26-37 in this action.
,

Notwithstanding his appointment, the DlYJ.'s authR.d.ty shall not extend to the first set of

discovery requests served by defendant nor to the ten dep~sitions of employees and former

employees of Lilly that are referenced in paragraph II1(B). The following procedures and

guidelines shall be followed in submitting disputes to the OM for consideration:

I. Before submitting a discovery dispute to the OM for resolution, the

parties shall make a good faith effort to resolve any such dispute. Any motion filed with the

OM must include the certification required by Civil Rule 37(a) (2) (A) stating that the parties

attempted to resolve the dispute prior to seeking the OM's assistance.

If the parties are unable to resolve the dispute, motions may be filed with

the OM. The party or parties to whom the motion is directed shall file an opposition within

seven days from the date the motion is served by hand or electronically (10 days if mailed).

Stipulated Supplemental Scheduling Order
State ofA/asktl \', Eli Lilly amI Company (Case No. 3AN-06-05630 CI)

0000 I I
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.4.

Any motion and any opposition shall be limited to 10 pages of argument and 30 pages of

exhibits, unless the filing party can make a good cause showing why additional pages are

needed. The party filing the motion may file a reply memorandum. Any reply shall be filed

within three days from the date the opposition is served by hand or electronically (six days if

mailed). Any reply shall be limited to five pages of argument and 10 pages of exhibits,

unless the party filing the reply memorandum can make a good cause showing why

additional pages are needed. Each side shall submit a proposed order for the OM's signature.

3. In the event that a discovery issue arises which requires immediate

resolution in order to prevent undue expepse or delay (M., an issue arising over an-a", .
instruction to a deponent not to answer a 1;~'ifsifion qu.estion at an out-of-state deposition

,;.
attended by multiple courisel),. one or more parties may attempt to contact the OM by

telephone for his expedited ruling on the discovery issue. If the OM cannot be reached, the

party(ies) seeking immediate resolution oithe discovery issue may attempt to contact the trial

judge for his similar resolution of the issue.

Except ali otherwise noted herein, all discovery disputes must first be

submitted to the OM for resolution. In his discretion, the OM may schedule oral argument on

any dispute presented to ~im for resolution. The OM is authorized to communicate on

matters related to coordination of state and federal court Zyprexa actions with Peter H.

Woodin, Special Master in the Zyprexa MOL.

Stipulated Supplemental Scheduling Order

Stale 0/Alaska" Eli LIlly and Company (Case No. JAN-ll6-0S630 CI)
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5. The OM shall decide the motions in the order they are received, unless a

party can make a good cause showing why they should be taken out of order. The OM shall

endeavor to decide the motions promptly. The OM will issue a written decision on each

against an appealing p~ if it det~rmines that the appealing party did not substantially

improve its position fro~1the OM"~)~;der or if there was not a good faith basis to file the

EXHIBIT It
PAGE.L OF ..!J-

I
000013

appeal. In support of the .appeal to the court, the party appealing may file supplemental

pleadings addressing ~h~;{e"rCejved error of the OM's order of not more than five pages. A

single response shall be allowed, with no reply, within five days of service by hand or

electronically (eight days if mailed) of the supplemental pleading in support of the appeal.

dispute presented to him for resolution.

6. The parties shall give telephonic n0&f-,e to t~{J.DM'S secretary that a

".." .. \ ~,
motion is ripe for decision. .j;<.."'""\... .

7. Once the OM issues a decisign,a party has a right to appeal the decision
'i ~~\&,. ..i/~, >..

to the Court. An appeal shall be filed with the Court"\\iithlltthree· days of service by hand or
...... _ ,:t~·

electronically (six days if mailed) of th'tOM's decision and·'vill consist of a notice of appeal
, ., ,. "W':

indicating which motion is being appealed~}he E>¥i§,,~~pision,)trld the papers filed with the'» . .~ .

OM. The OM will decideiffiis ruling will ~1'st~yed pend;·~~e Court's decision on appeal.

If the Court affirms the OM's d;~ision in its ·~ntire.ty, the Court may award the prevailing
.:\:::. .~k. . ;~f"

party costs and fees. The'C~utDhall ha'(~ the discretion to make any award of costs and fees

Stipulated Supplemental Scheduling Order
State ofAlaska v. Eli Lilly 01/11 Compaay (Case No. 3AN-06-05630 Cn



discovery disputes.

~:<:.
, "

The Honorable Mark Rindner
Judge of the Superior Court

By:

Eric T. Sanders, ASBA No. 75100085
:-. .;.~~. . :~"

LANE POWELLLLC
Attorneys for Defendant

Brewster H. Jamieson, ASBA No. 8411122

FELDMAN ORLANSKY & SANDERS
Attorneys for Plaintiff

By:

8. The DM shall schedule status conferences with the parties when

9. The DM's fee is $ per hour. All parties shall pay an equal share

", ." ...~"}

,,"0lpERED this '·,,,,,.day ofApr-il, 2007.
.•.. .~--- :1.:.

Date

fashion.

necessary. Any party may request a status conference with the DM to promptly resolve

Date

of the fees and costs of the DM unless he orders that the fees be allocated in some other

Stipulated Supplemental Scheduling Order
State afAlaska Y. E/I Lilly and Campany (Ca.. No. 3AN-06-05630 CI)
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IN THE SUPERIOR COURT FOR THE STAIE OF ALASKA

THIRD JUDICIAL DISTRICT AT ANCHORAGE

STATE OF ALASKA,

Plaintiff,

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

ELI LILLY AND COMPANY,

Defendant. PROTECTIVE ORDER

To expedite the flow of discovery material, facilitate the prompt resolution of

disputes over confidentiality, adequately protect confidential material, and ensure that

protection is afforded only to material.so entitled, the Court ent~rs this Protective Order

pursuant to Rule 26 of the Alaska Rules of Civil Procedure.

I. Discovery Materials

This Order applies to all products of discovery and all information derived

therefrom, including but not limited to, all documents, objects or things, deposition testimony

and interrogatory/request for admission responses and any copies, excerpts or summaries

thereof, obtained by any PartY pursuant to the requirements of any court order, requests for

production of documents, requests for admissions, interrogatories, or subpoena ("discovery

materials"). This Order is limited to the litigation or appeal of this action ("Action").

2. Use ofDiscovery Materials

With the exception of documents or information that has become publicly

available without a breach of the terms of this Order, all documents, information or other

discovery materials produced or discovered in this Action and that have been designated

confidential shall be used by the receiving party solely for the prosecution or defense of this

Action, to the extent reasonably necessary to accomplish the purpose for which disclosure is

c

000015 EXHIBIT B
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-
made, and nol for any other purpose, including any other litigation or judicial proceedings, or

any business, competitive, governmental, commercial, or administrative purpose or function.

3. "Confidential Discovery Materials" Defined

a. For the purposes of this Order, "Confidential Discovery Materials"

shall mean any infonnation that the producing party in good faith believes is properly

protected under Alaska Rule of Civil Procedure 26(c)(7).

The tenns of this Order shall in no way affect the right of any person (a) to

withhold information on alleged grounds of immunity from discovery such as, for example,

attorney/client privilege, work product or privacy rights of such third parties as patients,

physicians, clinical investigators, or reporters of claimed adverse reactions; or (b) to withhold

information on alleged grounds that such information is neither relevant to any claim or

defense nor reasonably calculated to lead to the discovery of admissible evidence. If

information is redacted on the basis it is neither relevant nor reasonably calculated to lead to

the discovery of admissible evidence, the redacti~g party shall identify on a separate log that

identifies the document subject to redaction and the reason for such redaction.

Where large volumes of discovery material are provided to the requesting party's

counsel for preliminary inspection, and designation for production, and have not been

reviewed for confidentiality purposes, the producing party reserves the right to so designate

and redact appropriate discovery materials after they are designated by the requesting party

for production. During the preliminary inspection process, and before production, all

discovery materials reviewed by the requesting party's counsel shall be treated as

Confidential Discovery material.

4. Designation of Documents as "Confidential"

a. For the purposes of this Order, the term "document" means all tanoible

items, whether written, recorded or graphic, whether produced or created by a par~' or

Protective Order

Stafe ofAillska I'. Eli Lilly lind Company (Case No. 3AN-06-05630 CI)
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another person, whether produced pursuant to subpoena, to discovery request, by agreement,

or otherwise.

b. Any document which the producing party intends to designate as

Confidential shall be stamped (or otherwise have the legend recorded upon it in a way that

brings the legend to the attention of a reasonable examiner) with a notation substantially

similar to the following:

State of Alaska v. Eli Lilly and Company: Confidential-Subject to Protective Order

Such stamping or marking will take place prior to production by the producing

person, or subsequent to selection by the receiving party for copying. The stamp shall be

affixed in such a manner as not to obliterate or obscure any' written material.

c. A party may preliminarily designate as "Confidential" all documents

produced by a non-party entity employed by the party for the purposes of document

management, quality controlt production," reproduction, storage, scanning, or other such

purpose related to discovery; .by notifying counsel for the other party that all documents

being produced are to be accorded such proteclion. Once said documents are produced by

such third party vendor, the designating party will then review the documents and, as

appropriate, designate them 'as "Confidential" by stamping the document (or otherwise

having the legend recorded upon it in a way that brings its attention to a reasonable examiner)

as such.

S. Non-Disclosure of Confidential Discovery Materials

Except with the prior written consent of the party or other person originally

producing Confidential Discovery Materials, or as hereinafter provided under this Order, no

Confidential Discovery Materials, or any portion thereof, may be disclosed to any person,

including any plaintiff, except as set forth in section 6(d) below.

Protective Order
Stale ofAlaska v. Eli Lilly and Company (Case No. 3AN-06-0S630 CI)
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6. Permissible Disclosures of Confidential Discovery Material

Notwithstanding paragraphs, Confidential Discovery Materials may be disclosed to

and used only by:

a. counsel of record for the parties in this Action and to his/her partners,

associates, secretaries, legal assistants, and employees to the extent considered

reasonably necessary to render professional services in the Action;

b. inside counsel of the parties, to the extent reasonably necessary to

render professional services in the Action;

c. court officials involved in this Action (including court reporters,

persons operating video recording equipment at depositions, and any special

master appointed by the Court);

d. any person desigmited by the Court in the interest of justice, upon such

terms as the Court may deem proper;

e. where produced by a plaintiff, in addition to the persons described in

subsections (a) and (b) of this section, defendant's in-house paralegals and outside

counsel, including any attorneys employed by or retained by defendant's outside

counsel who are assisting in connection within this Action, and the paralegal,

clerical, secretarial, and other staff employed or retained by such outside counsel

or retained by the attorneys employed by or retained by defendant's outside

counsel.

f. where produced by defendant Eli Lilly and Company, in addition to the

persons described in subsections (a) and (b) of this section, plaintiffs attorneys in

other filed litigation alleging injuries or damages resulting from the use of

Zyprexa® including their paralegal, clerical, secretarial and other staff employed

or retained by such counsel, provided that such counsel have agreed to be governed

by the terms Of this Order and shall sign a copy of the order;

Protective Order

State 0/Alaska I'. Ell Lilly and Company (Case No. 3AN-06-0S630 CI)
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g. persons noticed for depositions or designated as trial witnesses, or

those who counsel of record in good faith expect to testify at deposition or tnal, to

the extent reasonably necessary in preparing to testify;

h. outside consultants or outside experts retained for the purpose of

assisting counsel in the Action;

i. employees of counsel involved solely in one or more aspects of

organizing) filing, coding, converting, storing~ o[ retrieving data or designating

programs for handling data connected with this action, including the performance

of such duties in relation to a computerized litigation support system;

j. employees of non-party contractors performing one or more of the

functions set forth in (i) above;

k. any employee of a party or"rormer e;;ployee of a party, but only to the

extent considered necessary fof th~ preparation and trial of this action; and any

other person, ifcol)sented to by the'producing party;

I. any'individual to whom disclosure is to be made under subparagraphs

(d) thr01:{gh (k) above, shall sign, prior to such disclosure, a copy of the
~..

Endorsement of Protective Order, attached as Exhibit A.

Counsel providing access to Confidential Discovery Materials shall retain copies of the

executed Endorsement(s) of Protective Order. Any party seeking a copy of an endorsement

may make a demand setting forth the reasons therefore to which the opposing party will

respond in writing if the dispute cannot be resolved the demanding party may move the Court

for an order compelling production upon a showing of good cause. For testifying experts, a

copy of the Endorsement of Protective Order executed by the testifying expert shall be

furnished to counsel for the party who produced the Confidential Discovery Materials to

which the expert has access, at the time, the expert's designation is served or at the time the

Confidential Discovery Materials are provided to the testifying expert, whichever is later.

Protective Order
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Before disclosing Confidential discovery materials to any person listed in subparagraphs (d)

through (k) who is a Customer or Competitor (or an employee of either) of the party that so

designated the discovery materials, but who is not an employee of a party, the party wishing

to make such disclosure shall give at least three business days advance notice in writing to
::..if'':3z:·,

the counsel who designated such discovery materials as ConJitleniial, stating that such

disclosure will be made, identifying by subject matter category:~ite, discovery material to be

disclosed, and stating the purposes of such disclosur):.." <'f-f, withi~~:u)eM three business day
"::~:::':):::" "" ":~'\::~

period, a motion is filed Objecting to the propose~ liE'cio§ure, disclos~;~::is.,not permissible
':X:'. ··~J.;·~:-f>' .

until the Court has denied such motion. As used in this paragraph, (a) the term .~~eustomer"
v' "\?'::...;. ':'*\" \:::-;:/

means any direct purchaser of products from Lilly}(o[ any'regular indirect" purchaser of
'\'}",,:

products [yom Lilly (such as a pharmacy generally purcq~sing through wholesale houses),

and does not include physicians; and (bflhe term "Compe~it6~". means any manufacturer or

seller of prescription medications.

The notice provision immedi~te.lY/ ab~·te:/·~p:plies to consultants andlor

independent contractors of C~i~petitors to thtextent the '~'~nsultants or contractors derive a
,", " .~.

substantial portion of the!r incomf; or spend a sS.b.s.,tantial portion of their time working for a

pharmaceutical company 'ihat . I~anufacturers)'~rescription medical products in the

neuroscience area.

7. producti()~:~!Co~fid~n:i;'al Materials by Non-Parties

An non-party who'is producing discovery materials in the Action may agree to and

obtain the benefits of the terms and protections of this Order by designating as "Confidential"

the discovery materials thatthe non-party is producing, as set forth on paragraph,

8, Inadvertent Disclosures

a, The parties agree that the inadvertent production of any discovery

materials that would be protected from disclosure pursuant to the attorney-client privilege,

the work product doctrine or any other relevant privilege or doctrine shall not constitute a

Protective Order
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waiver of the applicable privilege or doctrine. If any such discovery materials are

inadvertently produced, the recipient of the discovery materials agrees that, upon request

from the producing party, it will promptly return, the discovery materials and all copies of the

discovery materials in its possession, delete any versions of the discovery materials on any

database it maintains and make no use of the information contained as the discovery

materials; provided, however, that the party returning such discovery material shall have the

right to apply to the Court for an order that such discovery materials are not protected from

disclosure by any privilege. The person returning such material may not, however, assert as a

ground for such motion the factor circumstances of the inadvertent production.

b. The parties further agree that in the event that the producing party or

other person inadvertently fails to designate discovery materials as Confidential in this or any

other litigation, it may make such a designati?n subsequently by notifying all persons and

parties to whom such discovery materials' ~ere pr6du.c~d, in writing, as soon as practicable.

After receipt of such notififat.ion, the per;ons to w·~~m. pr~duction has been made shall

prospectively treat the designated discovery materials as Confidential, subject to their right to

dispute such designation in accordance with paragraph 9.

9. Declassification"

a. Nothing shall prevent disclosure beyond that limited by this Order if

the producing party consents in writing to such disclosure.

b. If at any time a party (or aggrieved entity permitted by the Court to

intervene for such purpose) wishes for any reason to dispute a designation of discovery

materials as Confidential made hereunder, such person shall notify the designating party of

such dispute in writing specifYing by exact Bates number(s) the discovery materials in

dispute. The designating party shall respond in writing within 20 days of receiving this
noti fication.

Protective Order
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c. If the parties are unable to amicably resolve the dispute, the proponent

of confidentiality may apply by motion to the Court for a ruling that discovery materials

stamped as Confidential are entitled to such status and protection under Rule 26 of the Alaska

Rules of Civil Procedure amI/this Order, provided that such motion is made within forty five

days from the date the challenger of the confidential designation challenges the designation

or such other time period and the parties may agree. The designating party shall have the,

burden of proof on such motion to establish the propriety of its Confidential designation.

If the time for filing a motion as provided in paragraph 9(<:) has expired without the filing of

any such motion, or ten business days (or such longer time as, ordered by this Court) have

elapsed alter the appeal period for an order of this Court that the discovery materials shall not

be entitled to Confidential status, the Confidential Discovery Material shall lose its

designation.

10. Confidential Discovery Materials'inDepositions

a. Counsel for any party may show Confidential Discovery Materials to a

deponent during deposition and' examine the deponent about the materials long as the

deponent already knows the Confidential information contained therein or if the provisions of

paragraph 6 are ,complied with.' The party noti'cing a deposition shall obtain each witness'

endorsement of the protective order in advance of the deposition and shall notify the

designating party at least ten days prior to the deposition if it has been unable to obtain that

endorsement. The designating party may then move the Court for an Order directing that the

witness abide by the terms of the protective order, and no confidential document shall be

shown to the deponent until the Court has ruled. Deponents shall not retain or copy portions

of the transcript of their depositions that contain Confidential information not provided by

them or the entities the represent unless they sign the form described, and otherwise comply

with the provisions in paragraph 6. A deponent who is not a party shall be furnished a copy

of this Order before being examined about potential Confidential Discovery Materials.

Protective Order
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While a deponent is being examined about any Confidential Discovery Materials or the

Confidential information contained therein, persons to whom disclosure is not authorized

under this Order shall be excluded from being present;

b, Parties (and deponents) may, within thirty days after receiving a

deposition, designate pages of the transcript (and exhibits thereto) as Confidential. Until

expiration of such thirty-day period the entire transcript, including exhibits, will be treated as

subject to Confidential protection under this Order. If~no party or deponent timely designates

a transcript as Confidential, then none of the transcript or its exhibits will be treated as

confidential.

II, Confidential Discovery Materials Offered as Evidence at Trial

Confidential Discovery Materials and the info,rlnation therein may be offered in

evidence at trial or any court hearing; :provided that the prQponent of the evidence gives

notice to counsel for the party or other "person that:designated "the discovery materials or
~ .-:-.".. ;:.:.> :. .'\

information a Confidential in accordance with the Alaska'Ryhis of Evidence or rulings in the

Action governing ide~tifi~~tidri"~n? use of exhibits at trial": Any party may move the Court

for an order that the evidence be 'received in camera or under other conditions to prevent,
/ .""

unnecessary disclosure. 1he Court ~iII' then "determine whether the proffered evidence

should continue t~ be' treated' as Confidential and, if so, what protection, if any, may be

afforded to such discovery'materials or information at trial.

12. Filing

Confidential Discovery Materials shall not be flied with the Clerk except when

required in connection with matters pending before the Court. If filed, they shall be filed in a

sealed envelope; clearly marked:

"THIS DOCUMENT CONTAINS CONFIDENTIAL
INFORMATION COVERED BY A PROTECTIVE ORDER OF
THE COURT AND IS SUBMITTED UNDER SEAL, PURSUANT
TO THAT PROTECTIVE ORDER. THE CONFIDENTIAL

Protective Order
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CONTENTS OF THIS DOCUMENT MAY NOT BE DISCLOSED
WITHOUT EXPRESS ORDER OF THE COURT"

and shall remain sealed while in the office of the Clerk as long as they retain their status as

Confidential Discovery Materials. Said Confidential Discovery Materials shall be kept under

seal until further order of the Court; however, said Confidential Discovery Materials and

other papers filed under seal shall be available to the Court~ to counsel of record, and to all

other persons entitled to receive, the Confidential information contained therein under the

terms of this Order.

13. Client Consultant

Nothing in this Order shall prevent or otherwise restrict counsel from rendering

advice to their clients in this Action and, in the course thereof, relying generally on

examination of Confidential Discovery Materials; provided, however, that in rendering such

advice and otherwise communicating with, such pl\ent, counsel shall not make specific

disclosure of any item so .designated except pursjlant to the pr~cedures of paragraph 6.

14. Subpoena by other Courts or Agencies

If another court or an administrative agency subpoenas or otherwise orders

production of Confidential Discovery Materials which a person has obtained under the terms

of this Order, the person"to whom the subpoena or other process is directed shall promptly

notify the designating party in writing of all of the following: (I) the discovery materials that

are requested for production in the subpoena; (2) the date on which compliance with the

subpoena is requested; (3) the location at which compliance with the subpoena is requested;

(4) the identity of the party serving the subpoena; and (5) the case name, jurisdiction and

index, docket, complaint, charge, civil action or-other identification number or other

designation identifying the litigation, administrative proceeding or other proceeding in which

the subpoena or other process has been issued. In no event shall confidential documents be

produced prior to the receipt of written notice by the designating party and a reasonable

Protective Order
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opportunity to object. Furtbennore, the person receiving the subpoena or other process shall

cooperate with the producing party in any proceeding related thereto.

15. Non-tennination

The provisions of this Order shall not tenninate at the conclusion of this Action.

Within ninety days after final conclusion of all aspects of this Action, counsel shall, at their

option return or destroy Confidential Discovery Materials and. all copies of same if counsel

elects to destroy Confidential Discovery Materials, they shall consult with counsel for the

producing party on the manner of destruction and obtain such party's consent to the method

and means of destruction. All Counsel of record shall make certification of compliance

herewith and shall deliver the same to counsel for the party who produced the discovery:

materials not mere than one hundred, twenty days after final tennination of this Action.

Outside counsel, however, shall not be required to return or destroy any pretrial or trial

records as are regularly maintained by that counsel.in the ordinar; course of business, which

records will continue to be maintained as confidential in c~nfonnity with this Order.

16. Modiffcation Permitted

Nothing in. this Order shall prevent any party or other person from seeking

modification of this Order or from objecting to discovery that it believes to be otherwise

improper.

17. Responsibility of Attorneys: Copies

The a!!orneys of record are responsible for employing reasonable measures to

control and record, consistent with this Order, duplication of, access to, and distribution of

Confidential Discovery Materials, including abstracts and summaries thereof.

No duplications of Confidential Discovery Materials shall be made except for

providing working copies and for filing in Court under seal; provided, however, that copies

may be made only by those persons specified in sections (a); (b) and (c) of paragraph 6

Proteclive Order
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above. Any copy provided to a person listed in paragraph 6 shall be returned to counsel of

record upon completion of the purpose for which such copy was provided. In the event of a

change in counsel, retiring counsel shall fully instruct new counsel of their responsibilities

under this Order and new counsel shall sign this Order.

18. No Waiver of Right or Implication of Discoverability

a. No disclosure pursuant, to any provision of this Order shall waive :any rights

or privileges of any party granted by this Order. "<. ,•..
'<

b. This Order shall not enlarge or affe6t the proper scope of discovery in this or
,i~::~ ~ ,.

any other litigation nor shall this order implY' that Confidertial Discover/Materials are

properly discoverable, relevant, or admissible in this or any other litigation. Each party

reserves the right to object to any disclosure of information or production of any documents

that the producing party designates as Confidential Discovery Materials on any other ground

it may deem appropriate. "t .,;~:{'; "":»",1 ,.
c. The entry ofthis Order shall be without prejudice to the rights of the parties,

or anyone of, them, or of al1y'non-party to. assert or apply for additional or different

protection. Nothing in this Order shall prev~nt ~ny party from seeking an appropriate

protective order to further gover!! the use'of Confidential Discovery Materials at trial.
• • N ~.

19. ImproPer DiscWi'slire of Confidential Discovery Material

Disclosure of discovery "'materials designated Confidential other than in

accordance with the terms of this Protective Order may subject the disclosing person to such

sanctions and remedies as the Court may deem appropriate.

ORDERED this __ day of April, 2007.
.,

009867.00381159071.1

The Honorable Mark Rindner
Judge of the Superior Court

Protective Order
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IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRICT AT ANCHORAGE

STATE OF ALASKA,

Plaintiff,

v.

ELI LILLY AND COMPANY,

Defendant.

Case No. 3AN-06-05630 CI

ENDORSEMENT OF
PROTECTIVE ORDER

I hereby attest to my understanding that information or documents designated

Confidential are provided to me ;4.bject to the Protective Order ("Order") dated
":. .... . ';;.:

, 2007, (the "Protecti~e Order"), in th~above-captioned litigation---------
("Action"); that I have been given a copy of~nd have reall the Order; and that I agree to be

bound by its terms. I also under,stand that my execution of this Endorsement of Protective

Order, indicating my agreement to be bound by}he Order, is a prerequisite to my review of

any information or. documents designated as Confidential pursuant to the Order.

I further agree that I shall not disclose to others, except in accord with the Order,

any Confidential Discovery Materials, in any form whatsoever, and that such Confidential

Discovery Materials and the information contained therein maybe used only for the purposes

authorized by the Order.

I further agree to return all copies of any Confidential Discovery Materials I have

received to counsel who provided them to me upon completion of the purpose for which they

were provided and no later than the conclusion of this Action.
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I further agree and attest to my understanding that my obligation to honor the

confidentiality of such discovery material will continue even after this Action concludes.

I further agree and attest to my understanding that, if I fail to abide by the terms of

the Order, I may be subject to sanctions, including contempt of court,. for such failure. I

agree to be subject to the jurisdiction of the Superior Court for the State of Alaska, Third

Judicial District at Anchorage, for the purposes of any proceedings relating to enforcement of

the Order.

009867.0038/159080.1

By: :.,......::

I further agree to be bound by and to comply with the terms of the Order as soon as

I sign this Agreement, regardless of whether the Order has been entered by, the Court.

Date: --,----".,.,--

Endorsement or Protective Order
State ojAlaska v. Eli Lilly and Company (Case No. 3AN.06-0S630 CI)
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UNITED STATES DlSTRlCfCOURT
EASTERN DISTRICf OF NEW YORK

._~~~

In re: zypRiDCA
PRODUCTS LIABILITY UTIGAnON

x

DOCKET & FILE

MJ.)L N.o. 1596
/

________---~-.----x.

. TIllS DOCUMENTREtATES TO: .
. ALI> ACflONS ..

MOVANT'S COUN6ElIS DIRECTED
TO SERVE A COPY OF THIS ORDER
ON AU.l'ARTIES UPONReCE!PT

.·--.-C.;;-:II:C~-:~:-~A~"""t(l'lt,J'\ --X:. . .

~rw II ORD.ER NO..3 lPROTEpTvEORDERl f/
T" exPl'dite ihe flow ofdisGovery materia~ facititate the prolD,Pt resolution of

disputes over ¢otd\dentiali\y, lldequateiy protect·confldentiaIDiaterial; and enSUre.that protection

is all'orde<J <Ji>ly Wmatorial so entitled, ·ilio··CcUlt enters thisProtective Order pursuant to Ruie 26

of the Foderal Rules ofCivil Procedlile.·

1. Discovery Material~:

This.Order aPplies to all products ·of discovery and·all infonnatioil d""ved

tJlerefrom,.iJici':ldingl but not-limited to, all d9cuments. olijeats or things, deposition testi~oriy

'and interrogatQI¥/requ~ f-or aQrniSsion resp()n~es. and any copies, exceIpts or su~aries

~ert;of, obtained by anY party pursuant to·the requirements of any co\lI! <>rder, .requests f"r

'production ofd~uinents. requ<:si$ for "admissions, inJ:errogatori~, or subpoena r'discovery

materials"). This Otder is -limited to the litigation or .api>fal ofany. action brOUght by or on

.behalfof plaintip's, alleging personal jnjuries or other damages. ;uisiJi~ frolIl plaintiffs' ingestion

ofolanzapin., commonly moWn as Zyprexa® ("Litiga!ioQj.and includes any state court ·alrtion

where counsel for the plaintiffhas agreed to be bound by this oroer.

1. Use of Dts,coverv Materials

With the exceptio~ ofd\>ClUllents 0; information that has become pUblicly

available without a breach oftbe terms ~fthis Or:der. aIJ.dO£Uinents, infonnati.()n or other
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disc~vexY materials prOduced o~ di~vered in tjUs Litigation and that have been desigmtted'

confidential shall'be used by the receiving party s.olely for the p.rosecUlion <;>r defense ofthis

Litigation, to the extent reasonably necessary to ae<;Omplish. the putpOs" for whkb disclosure is

made, and.not for any'other purpose, including any otheditigation or judicial proceedings,. or

any blisine5§, competitive. govemmen~IJ. co~mer-cial, or ad:m:i~istrative pwpose or function.

3. "Confidential Discovery Materials" Defined

For the pUtpOses of thi~Order,·"Confidential Discovery Materials" sball mean

any infortoation that the produc;;;g party in good' faith· believes ··is properly protected under

Federal Rule·ofCivil Procedure 26(c)(7).

The-tetins of!h1s Order s!)all. ii> noway affect the right ofany per.;on.(a) to

withhold'infotm;ition on '!llegeil grounds otiinmunity from djscpvery sucb as, for example,

attomey/e1ient privilege, work product orprivaq rights ofsUch Iliird parties as patlents,

·-physicia~. clirtic;al investigators'~ ar rep(}rte~'c.f claimed adverse reactions; or (b) lo withbotd··

informatjon on alleged groun~ that such:info.rination is- neither releva.ot to· any cl;tiI'n. or df;fense 1

nor reasonably calculated to lead to ,the disco,:eT-Y 'Qf ~dffiissibleevidence. Ifihfoimation ~s

redacted on the basis it is nOitherrelevant:nm-reasonably.calculatl"! to I~d to the discovery of

admiSsible evidence, lbe redacting PaItY.shaU identifY oB.a·sep·arate log that identifies !he

document subject"to re4action·:ind1lie reason for such nmaction.

Where large volumes ofdiocovery materi~lS are provided to' the requesting party~s

cowlser for preliminary. inspection ..and designation for pr~ction, and have not been revi~ed

for coIifidenti~ity purposes, the producillgparty reserves the righi to so designate and redact.

appropriate discovery materials after they.are deSignated by. the .requesting party for.production.

During the preli~na?: inspection process,~b~fore:production~ all discoveQr materials

reviewed by the requeSting party's counsel shall be Ireated as Confidential cisroverYmaterial.

4. D~ignation ofDoc'uments as "~oDfidential"

a. For the purposes ofthis Order, tbe term "document" means all

tangible it.ems, wheth~ written. recorded or graphi~7 whether produced or cr~ted by a party or

000030
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anothe~ person; whether produCed pursu;mt to_subpOen~ to dis~civeryrequeSt, by agreement, or­

otherwise.

b. Any document ';'hich the producing party intends to-designate ""

Confidential sha;\ be stamped (or otherwise have the legend recorded lipon it ina way that _brings

. the legend to the ~tteDtion ofa reason.able examiner) with a notation subshlI~tially"sjmilar.to the:

following:

Zyprer.dlIDL 1596: Confidential-Subject to-Protective Order_ -

Such stamping or marking will lake place prior lo-produotioil bY the producing­

person, or subsequent 10 selection by the [\:ceiving_party for -~pyirig. The stamp sballbe afliJ<ed

in such aroanner as'oot to o?literate.~r obscure any writt~ material.

c. Aparty may preliminarily dcs_ignate as :'Confidential~' all

documents produ,ed by a third party cntity employed by the party-for the purposes of document

management, ,quality· control, production. repr~uction~ storage, scanning;, or other.sucb.purpose

related to discovery; by notif'ying counsel for the other-party-tha~alLdocuments being produced

are to b'e aceord~ such protection; Once.said doc~ments are p~qdttced by su~h third party.

vendor. the designatingp~ will the~ review the d,ocumcnts and, as appropriate, designate'theni

as "Confidential" by stamping -the (jocumenl (or otherwise b~vin~ the legend recorded upon il in

a way thatp~~ its alt~ntion to a reasonable e~D~r) as ~ch.

5. Non,.Disciosure of C~nfide:ritiaJDiscovCry M-aterials
. . '.

Exrept with the.priorwritten consent oft~e party orother..pers·on origi~al1Y

produ~ing Gorifidentia) Discovery·Materials, or as hereiitafter pro~jde'd under thjs'Ord~r no
- -'

Confidential Discovery Materials, or any portion thereof, ID;ly be disClosed to any person,

including any plaintiff, except as-set forth in section 6(d) below.

-3-
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6. Permissible Disclosores ofCo8fldential Discovery Material

Notwith"';";ding.paragrapb5, Confidential DiscoverY Materials llJlIy be disclosed

to and used only by:

a. counsel ~f record for the parties iIi this Litigation 8I!d to·hislher .

partners, associates, secretaries, legal assi~tants, and .employees to the extent considered

reasonably neceSsary to render professional services in the Litigation,

b: inside tonnsel of-the parti!':8, to' the'extent reasonably necessary to

r~nderprofessional services·in the Litigation;

c. court officials involved in th~ Litigation (including court reporters,

persons openting video rec~rding equipment at depositions, and any special master appointed by

the Court);

d. any person designated 'by the Court in the interest ofjustice, upon.

·such terms as the CoUrt ~ay deem proper;·

e. ' where produced by a plaintiff, in.3cldition to the persons,described·

in subsections (ajand (b) 'of this section, a defendant's in-house paralegals and oiitsid. counsel,

staff employed or retained by such outside counselorretained by the a\lomeys employed by or
, .

',retained by defendant's outside counsei: To the exte~adefendant does not bave in~house

.coUnsel, it may designate two individuals employed by such defendant (in addition to outside

cowisel)'i" receive Confidential Discovery. Materials produced by pl.tintiff;

-f. where produced by defendant Eli Lilly and Company, in addition

to the pmons 'described in subsections <a) and (b) ofthis section, plaintiff'satto"';eys in other .

filed litigation. alleging iiljuries or damages .resulting from.the uSe of Zyprex.@ including their

paralega~clerical, ""cretarial and other staff employed or retained by such counsel, provided that
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such counsel have agreed to he governed by the telIDS {)fthis Order and sball sign a copy ofthe

order;

g. where prod~cedby any defendant, olitsidecotinsel for any other

.defertdant, including any attorneys employed by or retained by any other defendant's outside

cOut;lsel who are a~sting'in cOJUlection with this Litjgati~nJ and the paraleEal~ clerical,

secretarial, and others~ employed or retained by such outside counsel;

h. ~ons'no'ticed for deposition~ or design~ted as trial·witnesses, o~

those whocotinsd.of record in good fai·th expect io testifY at dep.osition or trial, to the extent

reas.onablynecessal)' in preparing to testify;

outside consultants Ot outside"experts re~ed for the purpose of

aSsisting counsel ~·thel.itigation;

j. employees of cOWlsel involved solely in one ',OT m.ore aspects of

organiu.ng) filip-g, eoding, converting. storing~ or r.etrieving data or designating programs fQf

handling data connected with this action, induding the penormanC¢·ofspch duties in relation t?

a computcrized.'·litigation support system;

k. employees of third-party ·c~>ntr;lctors petforming one or more of the

functions set forth·in·(j) abo"e;

I. any employee of a party or former employee ofa party,.but only to

the-extent considered necessary for the preparation and triai.?f tl)is ac;tio~; and

ni. any other person, if consentedto by the ~roduciilgPartr'
Any iIldividuaJto whom disclos~,is to·oe made·under subparagraphs (d):!hrough

(m) above, shal,j.sign.prior to such disclosure, a copy of the Enderse.ment ofProtectiv~ Order.

attached as Exhibit A. Counsel providing access .to Confidential Discovery Materials shall retain

·copies oftbe executed Endorsenie~t(s)ofProtective Order.··.Any.party seeki'!l! 3-COpy of an

endorsement may malie a demand setting forth lI1e reasons. therefor to which the. opposing p'lflY

will respond in.writing. If the dispute cannot he resolved the demanding party may move the

Collrt for an order compelling production upon ~ showing of goodcause. For testifyU;g experts,

-5-·
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a copy ofIbe EndofSl'menl ofProtective Order executed by ihe testijying expert shall be

. furnished to eounsel for Ibe party who produced Ibe Confidential Discovery Materials to whjch

the expert bas access, at th~ ~~.tbe expert"s designation is served,·or at the time the·

Confidential Discovery Materials are provided to Ibe ·testijying expet:t, whichc;ver is. later,

. Before.disclosing.Confidential discovery materials to any persol> lisied in

. Subparagrapbs (d) tbiougb (m) who. is a CUstomer or Competitor (or an employee ofeither) of

Ibe party. that·so d";ignated·the discovery materials, hut who is not an employee.ofa party, the

party wishing to make ~~h disclo.sure shall give atleastll!ree (3) business ·days advance notice

in writing to Ibe oonnsel who designated.such discovery materials as Confidential, stating that

such disclosure will be made, i~entifyingby· subject matter category Ibe·diseovery malerialto lie

disclosed, and stating· the pwposes.of such.disclosure. If, wiihin the.lIiree (3fbusiness day

pe.rjod, a· motioIl: is filed" obieeting'to. the pIGppsed disclosure, di~closure is not pennissible .until

Ibe Court has .denied such motion·.. As used ·in lhis p;!f3graph, (a) the term "·CUstomer:' means

any direct purchaser ofp~oduc.ts from, Lilly, or any regular -indirect purchaser·of products from

Lilly (sucl) as a·pbanilacy generally pU~h~sing through wholesale houses), anddo:es not·include

physicians; and (b) the term "Competitor" m~ans any mJrnufal'lUrer or seller ofPreseription

medications.

The notite provision ~ediately above applies to consultants ~d/or indepe~~t

contractprn of CoIbpe1it6~to the extent the consuJtants or contradors 'derive. a sub~tial

portion of their inco~e. or spend a substantial portion oftheir time w~rking for- a pharmaceutical

company .tha~ manufacturers-pres:cription medi.caJ products ~ the ne~sciente area.

7.. Productiob of Confidential Materials.by Non-Parties

AnY non-party who is producing discovery materials in the LitigatiQn may agree

to ·and obtain the benefits ofthe~ and protections of this·Order by designating ~s . .

"Confidential" the discoverY materials that the nori-partY is producing, as sel forth ih Paragraph

4.
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. 8. IlladverteniDiscJosuFes

The parti!'S agree that !:he iriadve~t production of any discovery

materials' that wouid be prote~ted from disClosure pursuant'to the attorney-client privilege, the

work product doctrine .or any other r¢levant privilege:.ordoctririe shall"not.constitute a w.aiver of .

the applicable privilege'or doctrine. Ifany such discovery·materials ar~ inad~ertentlyproduced,
. .

the recipient of the discovery materials agrees that, upon req~t from the producing party, it Win

promptlyret,um the disrove,y ';"terials an~ all ~pi~ofthe di~COV~rymaterials in i~
possession. delete any versio~ of the di~co.very materials OD'~y database" it.maintains and make

no u~e ofthe infonnatiol! eontained in ~e ~isc:o\!ery materials; provided) ho.w.ev.er. that the party

.retunJlng.sucli discovery 'materials shall have the-right'to apply t~.u.; Court f{lr an order. that'

sUGh discovery mateIja]s are n~t prot.ected frem disclosure .by ~y privilege.. The perscm

returning 'suc.h mate~'al'm'ay not, how.ever','assert as a·.gwUnd for suc}l m'otion the f~ct 'Of

'~iTcu~stanCesof the' in~dvettent production,

b. The parties further agre. that in the event that the prodiJcUig'~arty

or other PeISQ~ in·~dvertently fails ~o designate .d1~covety materials ~ Confide~tiaJ in this or any
.. . . .

other I,illgation, it.may make such a'designation .subsequently by notiry;ng aft persons andp~ .

. to whom 5Ucb .tli~ov~ materials were ptodu,ced~ in.~tin~, as soon a~'i)[acticaJ:>le. After

r:eceipt of such notification, lh~ ~~ODS to whbmproduetio~·has b"l'n made shall' prospectively

treat-the designated discovery matenals as CoimdClltial;,ifubjO\:t to their rightl<> dispute sUch

(fesignation in accordance wi~ P¥B~ph?.

9. De·ciassification

a. . Nothi~g shall'prevent disclosure·.~ondiliat iimited by this Order

if the prodU~Dg p~ consents in writing to.such disclosure.

-7-
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b. Ifat any tii,;e a party (oaggrie\>ed01\tity pqinitted,bytbe Collrt to

intervene for such purpose) wishes for'any reason to'dispute a designation ofdiscovery mat~ls

as Confidential'made hereunder, such Person shall notify the designating party of sti<;h dispule in

writing;specifying by exact Bales number(s) tl.>e discovery materlaIs in dispute. TIie" deSignating

party shall respond in writi1'g within 20 days of receiving this nOtification,

G. Ifthe parties are 'Inable 10 amicahly resolve the dispute, the

proponent ofconfidentialitY may apply hy motion 10 the Guill! for a ruiing thaI 'discOvery

uiateri~ls,stamped as Confidential are entitled to such status and proieGtion under Rule 26 of the

Federal.Rules of Civil P,~cedure and,tIlis Order, provid~ lliatsuch motion is made within forty

five (45),days from the date the challenger oflhe confidential desigJ>.tion challenges the

designation or such other time period as tho'parties mal' "glee:, TIle d'esignating party"han have

the, hurden ofproof on such 'motion to esl'ablish the p'9prie,ty of its Co~t<1';'tial'designation.

d. If the titne fOr filing a motion, as,provided in paragraph 9.c, bas

expired without-the filing of any suc~ motion, or ten (lO)business Pays (or such longer time as.

o~dered by, this Court) have elap,.-El afterthe appeal periOd for an,brder ofthis' Court thalthe

discovery material-shall not be entitled to Confidential,status, the Confidential' DisCoVery

Matedal shall lose its des,i~~tion_

to. Confiden~al.Disco:vel)' Materials in.Depositio~s

a. ,Counsel for any party may 'sh'ow Confidential'Discovery Materials

to a depon",:,t during'deposition and examine the· depo'nent aboul the materials,5O,long as the

deponent already knows the Confidential information contained'therein or ifthe provi~ionsof

paragraph 6 are complied with. The pi..rty noticing a depositio!' s\>all obtain eacb witness'

endorsement ofiIle protective order in advance of the deposition ind sball notity the designa~g

party atJeast ten (10) days prior 10 th~ deposition ifit has'bee~unable to obtain t1iat ~tness"

eodorsem!'Il1. The designating party may then move the Court for, an Order ciiTecling ihat the

witness abide by the terms of the pro!e¢tive order, and no confidential document shall be shown

10 the deponent until the Colirt.has ruled. Deponents shail not reiain or copy pOrtions ofthe

-8-
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transeript of their d~sitions that contain C~fidential informaiion not provided by them Ot. tJie

entities theY represent.unless they sign the fonn described, and oiherwise comply with the

provisions in paia~ph6. A deponent who is not ap~ shall be furnished a'oopy ofthis Order

hefore being e,,"";;ned about potentially Confidential DI~overyMaterials .. while ad~nent is

being examined about any Confidential DiScovery Materials or the Confidential infonnatiol1

..contained therein, persons to whom disclosure is nor authorized under this Order shaUbe

excluded from being present.

b. Parties (and deponents) may, within thirty 00) days after r~eiving
a deposition, designate pages ofllie transcript (and exhihits thereto) as Confi<lential: Until

expiration of such thirty (30) daYl'eriod, the entire rranscriJ:>t, including exhibits; will be lieated

as subject to Confidential proteetion under this Order. If nOl'arty or deponent timely designates

.a:~cript as Confidential, then none of the transcript or i~'exhibits 'will qe t:I"eated as

"confidential.

n. Confidential Discovery M'3terials Offered as Evidence: at Trial

Confidential Discovery Marerials and the iofotmation' ~erei~may be.o~ed in

evidence at trial or any court hearing, provided··that the proponent of the evidence gives notice to

counsel fonhe p~ity or other .person. that designated the discovery materi~or jdfoimari~nas

Confidential in accordance with the FederatR\des ofEvidence and any local roles, standing

ord~,or rulings. in the Litigation governing ideQtification and use of exhibits at tn3.l. Any party

may move·the CoUrt for an .order ·lJ?at tbe evidence be reCeived in camera-or under other

conditions to prevent.uonec!'Ssary disclosure.. The Co\lrt will then determine whether the

'proffered evidence sholJld continue to be treated as Confid~ntial, and, if so, what protection, if

any,. may be afforded to such discovery materials or infermation at trial.

12.. Filing

, Confidential Discovery Materials shall not be filed with.the·Oerk except when

required in connection with matters'pending before·the CoUrt. Iffiled, they shall be filed in a

sealed envelope; cleariy marked:

-9-
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"THIS DOCUMENT. CONTAINS CONFIPENTlAL
INFORMAT~ON COVERED BY A PROTECTIVE ORDER .

. OF rilE CQURT AND IS SUBMlTIlm UNDER SML .
PURSUANT· TO THAT PROTEctIVE ORDER. :THE
CONFIDENTIAL CONTENTS OF THIS DQCUMENT MAY ,
NOT BE DISCLOS1ID wITHOuT EXPRESS ORDER OF·
THE COURT"

and sbali remain sealed while in the office oftheClcrl<:SI' long as they retain their slalus as

Confidential DiscOvery Materials. Said Confidential Discovery Materials sball be kepi under

seal untii further order ofthe Court; however, said Confidential DiscOvery Materials and other ..

·papers filed under seal shall be 3VBllab1e to theComt, to COUJlselof~. and to all other

persons entitled. to reCeive. the Confidential iDformatio,n contained therein-undei the terms ofthis

:Order.

13. Client Consultation

Nothing in this Order sball prevent oriltherwise restrict counsel frOID. rendering

advice to their clients in thi:s Litigation and. in the coUrse thereof. relying .generally on

examination ofConfidential Dis.covcry Materials; ·provided, howeVer, that in ~deringsudt

advice and otherwise comn'nmicating with such client, counsel sball not make. specific disclosure

ilfany ·it"'1' so desi~ated except pursuant·to tIie proceiluIeS ofparagniph 6.

14. Subpoena by other Courts or. Agencies

If"another court or an administrativ~ agency subpoenas or-otherwise orders

production of Confidential Discovery Maienals which a perSOJ! b.ils·obtained;"'OO thet~ .of·

this Order, the person towhom th~ suhpoena or other process· is diJ:ecte'lshaD pro~y notify

. the designaling party in writing ;,rall"oflbe foliowirig: (I) the discovery materials \ba.t"';'

requested for production· in tbe subpOena; (2) the date. on which compliance ·with the subpoena is

requesied; (3) lbe locatioo at which ~mpliancewith the subpoena is requested; (4) the identity

oflbe parry serving the subpoena; and (5) the case DBlDe, jurisdiction and index, docket,

complaint,. cbarge, civil action·oriltber identification nuniber or ath": designation identifying the
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litigation, admiDiStrative'proceeding oroth';proceeding in wiucli, the'subpoena ~r otherpro<:ess

h3s been issue<t, In no event shall confidential 'documents be produced prior to the receipt of
wnlten nQlice by the designating p3r\Y and a reasonable,opportunity to object. Furthennore, the

, person receiving the subpoena or other process shall cooperate with the producing party in any

, proceeding related theteto.

IS: Non-termination

, The provisions-ofthis Order shall not terminate at the conclusion oflhis

Li)igation, Within ninety, (90) days after final conchision ofaU 3spects ofthis Litigation, l'OunseI

shall, at their option"retmn or deslroY'Confidential Discovery Materials and all copies of same.

Ifcounsel elects to destroy Confidential Discovery Materials, they sh3ll coilsull with counsel for

'the producing PMl¥ no the--m.;mer of destroe,tion and obtainsucb party's consent to 'lh~-method

and,means eYfdestruction. All'ooimsel of record ~hall make certification ofeompliance-lierewith

and shall deliver ihe same to counselTor the p3r\Y who produced the discovery materials not

mQre than one hupdred \wenly (J20).days after finanennination ofthls Litiga,tion, Outside

counsel, however, sha1l nol be, required to reium or destroy any pretrial or trial recqrds as are,

regularly maintained by that co1l!Isel in the 'ordinary COlmle ofbnsiness; which records will'

c.ontinue to be-maintaine(l as confidential mconformity with thi~ Order.

16. Modification Permitted

Nothing i~ this Ordersqatl prevent";y party or other'person fi'Om seeking'

modification ofibis Order or frOin objecting;o d~oovery t1lat it bdievest~be~'

improper.

, 17.. Responsibility 0.(Atto~eys; Copi~

The attomey,s ~frecord a;'" ,,;sponsible I'oremploying reasonable ~ures io

control arid reCord; consistent with this Oider; duplication'of, aneess to, and distribution of,'

'Confidential Discovery Materials, including abstracts and summaries thereof

No duplications ofConfidential DiSC'Overy Materials shall be 'made except for

providing working copies and for filing in COW1 under seal' piovided, b that.. . owever, copies may
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be ma!!c only by UIO~~ persons sp;"';fied in Seelio';' (a); (b) and (c) ofparapapb 6 above. Any

copy pro;ded to a peISon" listed in paIllgraph 6 shall be~ed to counsel ofrecotd upon

com~letlonofth~pmj>ose for which such copy was provided. In'the event ofa chaDge in
, , '

,counsel, retiring counsel shall fu)ly inSlJUct new counsel of'Ibeir responsibilities under Ibis Order

,and new cOU1lsel shall sign 'this Order.

18. , No Waiver of Rights OF Ilnplication of DiscoYerabiJitv

a. No <lisclo"";' pursuant to any ,provision ofthis Orner'shall Waive

any rights or priviieges of any party granted by this Order.

b. This Orde.,slJaIlnot enlarge Or affect !he proper scope of discovery

'in this or any olber litigation; nor shan: thi's order imply Ibat Confidential Discovery Materials are

c. The'entry ofthi. Order shall be without prejudice to the rights of '

1.l1e p~ies. 'or any one ofth~, or ofany non-part~ to assert .or. apply for additional ,or dif(erent

prot<;ction: Nothing in this Order shall prevent any party, from -seeking an appropriate protective

o[1lerto further govern the use of Confidential Discove'Y Materials at trial.

19. -Imprope.r Disclosure ~fConndentiaJ DiscOyert Material

Disclosure of discove,ry materialS designaled Confjdential other than in

accordance with the terms of this_Protectiv~Ordermay -subj~t the disclo~g person to such

S3?ctions and r,emc;dies ~. the Court may deem appropriate, .

-12-,
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Da\ed:~~,2004
Brooklyn, jlew York ...

-13-

OD. Jack B. Weinstein
Senior DistriLUdge .

Dated: S- ;>~ 2004
Brooklyn, Ne." Yorlc

000041 EXHIBIT~

PAGE-.£,L OF~



UNiTED STA'rES DISTRICT COURT
EASTERN DISTRICT OF NEW YORK

-~-x

· In re~ ZYPREXA
PRODUcrs LIABILITY UTlGATJON

------·-------,-'----.----x

TIllS DOCUMENT RELATES TO,

ALLACI10NS

x· .

MDL'No. 1596

ENDORSEMENT OF PROTECn'VE·ORDER

I \Jereby allestto my understandin~that infonn~tioh'or documents designated

Confiden·ti~l are ·provided to me subj.ed to the. Protective Order. ("Orde!'.') daied

,2004 (the "Protective 'Order"), in ihe .bove-.captiohe<Hitigation

(''Litigation''.); thatlliav.e been given a copy. ofand have read the Order; and.that·1 agree to be

b:<>,~nd by "its terms. 1aho undersbnd tbat ~y. execution of.t.hisEnddrs~menl ofP~otective{)rdeF)

indiCating my ag~eement to·be bound by the Or?er, is .a·~r.erequ~5jte 10 my review ofany

information or-doct1plents d~signated as ~onfid.ential pursuant 19 the Otder.

r further agree that·1 shaJl·nol disclose·to.others, exceptin accord with·the Order,

any, CQnfideptial D~scov~ ~.ateri~s, in any form what~oev~, al1:d·lha~ such ConfideIitjal

Discovery Materials and the information contained therein· may 11<: used only for·ilie puipoSes

authonzed by the Order.

I further agree to Iehim all ·copies ofany C~>nfidential Discovery Materials lhave

received to counsel who provided them to me upon comple,tioD ofthe p~ose'for~hicb they

were provided and no.-fater than the conclusion ofthis Litigation~

I furth~ agree and ahost to my understanding th:rt my obligation to honor the

confi~entiaJityof such discovery material will continue even ~~r this. ~itigation conCludes.

-14-

000042 EXHIBIT ~

PAGE.J.± OF ..l2-



! further agree and attest to my understanding that, if] fail to al:iide by the"terms of

the Order,! may be subject to sanctions; including cohtempt ofcOurt, for such f'lilurc. J agree to

be subject to the jurisdiction of the United Stated District Court, Eastern District ofNew York,

for the purposeS of any proceedings relating to enforcement ofthe Order.

I further agree tobe ho]lJld liy.and to comply-with the teit):ls ofthe Order as soob

as I sign !his Agreement, regardless ofwhether the Order has !>Cen entered by the Court.

Date:

By:

-15-
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Filed 04/ ,2006 Page 1 of 31
Case 1:04-md-01596-v W-RLM Documenl4

43

UNITED STATES DISTRICT COURT
EASTERN DISTRICT OF NEW YORK___________________________. ---x

In reo ZYPREXA
PRODUCTS LIABILITY LITIGATION_________________________________________----..---x

TIllS DOCUMENT RELATES TO:

ORDER
04-MD-1596

FILED
u.s. ;;~~;~RK'S OFFICE

,.T ,.. .... " ...... E.D.N,y.* , ..,
'··Ua *

r- ............... ,
. .... \':~ OFFICE

ALLACTlONS____________________________________________..x

Jack B. Weinstein, Senior Uniled States District Judge:

The following communication shall be sent to each slate court judge who has a case

related to Zyprexa (see AppendiX A, attached):

My dear Judge [Judge's namel,

Following up on my order of January 26, 2006, I have
issued two further orders in In re Zyprexa Product Liability

Litigation,04-MD-1596:

1. An order setting a fee schedule for attorneys
involved in the partial settlemcnt.

2. An order setting a date for a summary
judgment hearing and a trial date for cases filed
in the Eastern District of New York.

Very respectfully,
Jack B. Weinstein

EXHIBIT D
PAGE_I_ OF 5"000044

Dated: April 18,2006
Brooklyn, New York

Copies of these orders, as well as of the January 26,2006 order, are

attached to this letter.
As always, I would be pleased to cooperate with you in any

way you thmk useful.
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UNITED STATES DISTRICf COURT
EASTERN DISTRICf OF NEW YORK_________________• x

In reo ZYPREXA
PRODUCfS UABll.lTY LITIGATION

TillS DOCUMENT RELATES TO:

ALLACTlONS

Filed 0 ,212007 Page 1 of 4

FILED
IN etERK"S OFFICI!

u.s. DISTP.lCT coum. e.D.N.Y.

* JAN ~ :2 2007 *
BROOKLYN OFFICE

MEMORANDUM ON
COOPERATION BETWEEN
FEDERAL AND STATE

JUDGES

04-MD-1596 (JEW)

____________________________________________x

JACK B. WEINSTEIN, Senior United States District Judge:

Th: All state judges handling "Zyprexa-diabetes" cases
B&: Plaintiffs' Attomeys' Fees in "Zyprexa-diabetes" Cases

1. Before me are hundreds of cases against Eli Lilly & Company involving claims of

diabetes-related injuries allegedly arising from the use of the antipsychotic drug Zyprexa. These

cases were transferred to my court for discovery and other pretrial purposes by the federal

Judicial Panel on Multidistrict Litigation from federal district courts in all of the states. Some of

those cases were removed from state courts. There are motions to remand pending in this court.

A number of "Zyprexa-diabeles" cases are pending in state courts.

2. Federal MOL plaintiffs' steering committees have assembled large collections of

documents produced by Eli Lilly and conducted many depositions. These documents, deposition

exhibits, and deposition transcripts are maintained by the current plaintiffs' steering committee in

a depository in Mount Pleasant, South Carolina. In order to reduce transactional costs and the

burdens on stale courts, I have ruled that these materials shall be made available free of charge to

litigants in stale cases. See III re Zyprem Prods. Liab. Litig., No. 04-MD-1596, 2006 WL

3495667 *3 (B.D.N.Y. Dec. 5, 2006) ("All materials obtained by PSC I and PSC II in pretrial

discovery .... have been available free of charge to state and federal plaintiffs who agree to

adhere to the terms of the protective, case management, and other orders that have been issued by

000045 EXHIBIT D
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Case 1:04-md-01596-JJ.,-RLM Document 1086
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this court"). Many of the slate plaintiffs' attorneys have taken advantage of the federal

depository in preparing their state cases.

3. Plaintiffs' steering committees are presently being compensated for their work in

assembling documents and conducting depositions through mechanisms that to date do not

impose any costs fot this work on state plaintiffs or their attorneys. See id. at '8 ("The issue of

assessing state cases with the costs of a discovery process that benefits all cases, state and

federal, should, in the first instance, be left to state court judges.").

4. Some twenty thousand federal cases have been settled. The settlement agreements that

have been reached by Eli Lilly & Company and the federal plaintiffs' steering committees

include all or most of the state "Zyprexa-diabetes" cases.

5. Because of the enonnous savings in transaction costs due to work by the plaintiffs'

steering committees, and for other reasons, I have limited the fees available to plaintiffs'

attorneys in federal MDL cases. See In re Zyprexa Prods. Liab. Litig., 424 F. Supp. 2d 488

(E.D.N.Y. 2006) ("Limiting fees is particularly appropriate in the instant litigation since much of

the discovery work the attorneys would normally have done on a retail basis in individual cases

has been done at a reduced cost on a wholesale basis by the plaintiffs' steering committee.").

believe that those fee limits should, if possible, be applied in the state cases for a number of

reasons:

A) Much of the preparatory work in state cases has already been done on a

national basis, by the federal plaintiffs' steering committees, leaving less

justification for high fees in individual state cases.

EXHIBIT~
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B) As part of the process of settlement, extensive liens from Medicare and

Medicaid have been limited and controlled through national negotiations

in this coun involving the cooperation of all fifty states and the federal

•
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government. See In re Zyprexa Prods. Liab. Lirig., No. 04-MO-1596,

2006 WL3501263 (E.D.N.Y. Dec. 4, 2006) (''In compliance with this

court's instructions ... all fifty states as well as the federal government

have resolved their Medicare and Medicaid liens."); In re Zyprexa Prods.

Liab. Lirig., 451 F. Supp. 2d 458 (E.D.N.Y. 2006) (Memorandum Order &

Judgment Regarding Liens and Disbursement Procedures). These

negotiated lien settlements will probably accrue to the benefit of the state

plaintiffs without the need for individual negotiations by state attorneys.

C) The nature of the plaintiffs in these state and federal cases, who

allegedly are schizophrenics suffering from diabetes, places them in sad

and difficult situations. It is desirable that as much of the recovery as

practicable go to the plaintiffs themselves.

6. Despite my strong sense that similar fee limitations in state and federal cases is a fair

and equitable result for all Zyprexa-diabetes plaintiffs and their attorneys, I have decided not to

impose any fee limitations in state cases. I leave this question to your esteemed discretion.

8. Fees have bccn capped at 35%, though they can be varied upward to a maximum of

37.5% and downward to 30% in individual cases on the basis of special circumstances. In re

Zyprexa, 424 F. Supp. 2d at 491. When individual matrices were provided by type of case, fccs

7. I believe that the relevant fee decisions have been furnished to you, but in case you do

not have copies on hand I am attaching them to this memorandum. You will note that in the

Memorandum & Order on Common Benefit Fund and Continuing Applicability of Orders of

Coun and Special Masters of December 5,2006, the suggestion is made that the MOL court in

this case can limit fccs in some, if not all, cases pending in slate courts. In re Zyprexa, 2006 WL

3495667 at *13-15. A cooperative arrangement among stale and federal judges limiting fccs

would be desirable.
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were limited to 20% in certain small, lump-sum claims. [d.
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9. I believe that a reasonable solution to the fee problem can be arranged for cases that

have been and will be settled by negotiation among counsel with the supervision and consent of

the concerned state and federal judges.

10. Evidentiary hearings at the state and national level may be desirable.

11. I should very much appreciate your views. 1 would be happy to visit with you by a

telephone conference, at your convenience.

12. This memorandum is being filed and dockcted so that judges, parties. and attorneys

can respond.

Dated: January 18,2007
Brooklyn, New York
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IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRICT AT ANCHORAGE

STATE OF ALASKA,

Plaintiff,

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

ELI LILLY AND COMPANY,

Defendant.

This Court having considered the parties' Stipulation for Extension ofTime,

IT IS HEREBY ORDERED that Defendant Eli Lilly and Company shall have an

extension of time until April 25, 2007, to file its response to Plaintiffs Memorandum

Describing Its Claims and Proofs.

ORDERED this :20 day OfMarChJ~7.

The Honorable Mark Rindner

Admlnldrlltive Anlstlll"lt

...
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IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DlSTRJCT AT ANCHORAGE

STATE OF ALASKA,

Plaintiff,

vs.

ELI LILLY AND COMPANY,

Defendant.

)
)
)
)
)
)
)
)
)
)

Case No. 3AN-06-5630 CIV

LAW OFFICES
FEtoMAN oRLANSKY &

SANDERS
500 LSTREET

FOURTH FLOOR
"oNCHORAGE, AK 99501

l'EL:907.272.3S38
FAX: 907.274.0819

ORDER GRANTING PERMISSION FOR NON-RESIDENT ATTORNEY
MATTHEW LEE GARRETSON TO APPEAR AND PARTICIPATE

IT IS HEREBY ORDERED that the Motion and Application of Non-Resident

Attorney Matthew Lee Garretson for Pennission to Appear and Participate as co-counsel

for plaintiff State of Alaska in the above-referenced case is GRANTED.

DATED this£ day of (t1t«ci-.. ,2007.

BY THE COURT

Mark Rindner
Superior Court Judge

",rt;ly th.t on t!)Q:!.i::f-L.6.01.2000 7
.f th~ ...b""e W!l' mailed to each of th. follo ....klg

.heir addre~$ of record:

8aVldeY5 JaWlIt:SoV)

c
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IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRJCT AT ANCHORAGE

STATE OF ALASKA,

Plaintiff,

vs.

ELI LILLY AND COMPANY,

Defendant.

)
)
)
)
)
)
)
)
)
)

Case No. 3AN-06-5630 eIV

, 10

~
co
N

LAW OFFICES
FELDMAN OR1.ANSKY &

SANDERS
SOOLSTREET

FOURTH FLOOR
-\~CHOitAGE. A!( 99501

TEL: 907.272.3538
FAx: 907.274.0819

ORDER GRANTING PERMISSION FOR NON-RESIDENT ATTORNEY
JOSEPH W. STEELE TO APPEAR AND PARTICIPATE

IT IS HEREBY ORDERED that the Motion and Application of Non-Resident

Attorney Joseph W. Steele for Permission to Appear and Participate as co-counsel for

plaintiff State of Alaska in the above-referenced case is GRANTED.

DATED this 2D day of r11~2007.

BY THE COURT

Mark Rindner
Superior Court Judge

~rt'fy 'h., "" }.1.(lxch 3DI Z001
Jf1h~.love wn m

.helr addr.,~, of record:
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fN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTR.lCT AT ANCHORAGE

STATE OF ALASKA,

Plaintiff,

vs.

ELI LILLY A D COMPANY,

Defendant.

Case No. 3AN-06-5630 CIY

LAW OFFICES
FE1.DMAN ORLAASKY &

SANDERS

500 lSTREET
FOURTH FLOOR

:u«:HORAQE, AK 99501
T-.cl.:907.272.3538
>:A,X: 907.274.0819

ORDER GRAJ"<TING PERMISSION FOR NON-RESIDENT ATTORNEY
MITCHELL R. JENSI~N TO APPEAR AND PARTICIPATE

IT IS HEREBY ORDERED that the Motion and Application of Non-Resident

Attomey Mitchell R. Jensen for Permission \0 Appear and Participate as co-counsel for

plaintiff State of Alaska in the above-referenced case is GRANTED.

DATED this~ day of II~ ,2007.

BY THE COURT

Mark Rindner
Superior Court Judge

"'"ifY''''''on.l1o.VCh 30,ZO07
r th. "'~_O\lft W,U

holt eddreu~ of reCOrd:

..:sanders ram ieson
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IN THE SUPERIOR COURT FOR THE STATE OF ALAS\-;/ -9...0 ~":~
;. "J- "'.,'

THIRD JUDICIAL DISTRICT AT ANCHORAGE ("c t.?~
~ ~, :9
1:. -J.STATE OF ALASKA, /).

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

v.

ELI LILLY AND COMPANY,

Defendant.

LILLY'S MEMORANDUM IN
ADVANCE OF STATUS HEARING

(APRIL, 6, 2007, 2:00 P.M.)

COMES NOW, Eli Lilly and Company ("Lilly"), and provides this Memorandum in

advance of the Status Hearing currently scheduled for April 6, 2007 at 2 p.m. This

Memorandum is intended to assist the Court in understanding the issues to be addressed at

that Status Hearing.

I. BACKGROUND

Following the Scheduling Hearing with Court on January 8, 2007, the parties

conferred in good faith regarding a supplemental scheduling order and, to a large extent,

agreed on the terms of that order. Attached hereto as Exhibit A is a draft Stipulated

Supplemental Scheduling Order prepared by Lilly; attached as Exhibit B is Lilly's proposed

draft Protective Order. Although plaintiff and Lilly agree on most of the tenns of the

Supplemental Scheduling Order, what follows is a list of the disputed items. Lilly urges the

Court to place a high value on the importance of federal-state coordination, which is critical

to conserving the resources of the Court and the parties. Such coordination is a guiding

principle of the federal multidistrict litigation, In re Zyprexa Product Liability Litigation,

MOL 1596 (E.D.N.Y.) ("Zyprexa MOL"). Coordination among the federal and state courts

has enabled the parties to conduct a staggering amount of discovery-with nearly 15 million

pages of documents produced by Lilly alone-and to resolve more than 28,000 individual
claims before trial.

000053
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C. Paragraph IlICC)CS). Plaintiff objects to this paragraph, which Lilly

considers essential to continued coordination and avoidance of duplication in these cases.

D. Paragraph IWD)(4). Plaintiff objects to the sentence authorizing

communications between the Alaska Discovery Master and Peter H. Woodin, who has been

appointed as Special Master by Judge Weinstein in the Zyprexa MDL. Special Master

Woodin has been instrumental in assisting Judge Weinstein in coordinating state and federal

Accordingly, Lilly urges this Court to use many of the same tools employed by the

Honorable Jack B. Weinstein in the Zyprexa MDL to assist in the resolution of this litigation.

II.. SPECIFIC AREAS OF DISPUTE

A. Paragraph mCA). The parties disagree only over one question: whether Case

Management Order No.3 ("CMO-3") of the Zyprexa MDL or an Alaska-specific protective

order modeled on CMO-3 should govern. Lilly understands that plaintiff prefers that CMO-3

cover this case. Attached as Exhibit C is a copy of CMO-3. A review of this order, as well

as the draft Alaska-specific order, demonstrates why CMO-3 cannot and should not function

as the protective order in this case. CMO-3 governs documents produced in the MDL, not

state court. Moreover, Lilly will be producing documents in this litigation that were not

produced in the MDL and have no relevance there. Lilly does not believe that those

documents should come under the umbrella of CMO-3 and generally be available to all

plaintiffs in all cases.

B. Paragraph IlICC)C4). This paragraph encourages coordination between state

and federal courts, and plaintiff objects to its inclusion. We urge the court to coordinate

discovery in this case with the many other Zyprexa cases that are pending around the country.

Judge Weinstein has set the standard for this. Attached as exhibit D are two of his orders in

which he encourages federal-state coordination. The results, summarized above, support

continued coordination.

Page 200
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....

discovery. The draft submitted by Lilly simply authorizes the Discovery Master to

communicate with Mr. Woodin, again to ensure continued federal-state coordination.

Lilly looks forward to addressing and resolving these issues at the upcoming Status

Hearing.

DATED this 29th day of March, 2007.

LANE POWELL LLC
.Attome)'s for Defendant

I cenify Ihal ~n March 29. 2007, a copy
orthe foregolng ....'aS served by hand on:

Lilly's Memorandum in Advance of Status H' .
Stat' ofAlaska v. Eli Lilly alld Co (C 'arong (Aprol6, 2007)

"'polly as, Nn. 3AN-06-05630 CI)

c
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IN THE SUPERlOR COURT FOR THE STATE OF ALASKA

STATE OF ALASKA,

v.

ELI LILLY AND COMPANY,

Plaintiff,

Defendant.

Case No. 3AN-06-05630 CI

STIPULATION FOR
EXTENSION OF TIME

COME NOW the parties, by and through counsel, and stipulate that defendant shall

have an extension of time until April 25, 2007, to file its response to Plaintiffs Memorandum

Describing Its Claims and Proofs.

FELDMAN ORLANSKY & SANDERS
Attorneys for Plaintiff

By
E""r::Cic=-T"""".,}a""n:"d.,...er-s,-A..SmB"A......--N..,.0-...7-5~10~0"'0=8-5--
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IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRICT AT ANCHORAGE

STATE OF ALASKA,

Plaintiff,

vs.

ELI LILLY AND COMPANY,

Defendant.

)
)
)
)
)
)
)
)
)
)

Case No. 3AN-06-5630 CIV

LAW OFFICES
FELDMAN ORl.ANSKY &

SANDERS
500 lSTREET

FOURTI/ FLOOR
'\NCtlORAGE. AK 9950 I

TEl.: 907.272.3538
FAX: 907.274.0819

MOTION AND APPLICATION OF NON-RESIDENT ATTORNEY
MATTHEW LEE GARRETSON FOR PERMISSION TO APPEAR AND

PARTICIPATE

Pursuant to Alaska Rule of Civil Procedure 81 (a)(2), attorney Matthew Lee

Garretson of the law liml of Garretson & Steele, LLC, whose mailing address is 9545

Kenwood Road, Suite 304, Cincinnati, Ohio 45242 (Telephone: (513) 794-0400), applies

for pennission to appear and palticipate as co-counsel for plaintiff State of Alaska in this

action.

Mr. Gan'etson will associate with the undersigned, Eric T. Sanders, a member of

the Bar of this Court, who maintains an office at a place within the district, with whom

the Coun and opposing counsel may readily communicate regarding this case. My

Consent of Local Counsel in support of this motion is filed herein.

~otion and Applic~l.iol~ or Non-Resident Attorney Matthew Garretson
State ofAlaska v. 1:.1, L,lIy alld Company, Case No. 3AN-06-5630 CIV
Page I of}

000057



Mr. Garretson is a member in good standing of the Bar of the State of Ohio. A

copy of his Certificate of Good Standing with the Bar of the State of Ohio is attached as

Exhibit A. Proof of payment of the required fee to the Alaska Bar Association is also

attached as Exhibit B.

DATED this l ~day of March, 2007.

FELDMAN ORLANSKY & SANDERS
Attorneys for State of Alaska

~~By_--:::-c"---:::'---::----:---------
Eric T. Sanders
Alaska Bar No. 7510085

CONSENT OF LOCAL COUNSEL

The undersigned consents and moves for the granting of the application of

Matthew Lee GalTetson to appear and participate as co-counsel in this action on behalf of

FELDMA ORLANSKY & SANDERS

plaintiff State of Alaska. The undersigned is authorized to practice law in the State of

•

0LLBY:---;E:=r:-1ic-\;T~.<;S;-an----;-de-r-s---------
Alaska Bar o. 7510085
500 L Street, Suite 400
Anchorage, Alaska 99501
Telephone: (907) 272-3538
Facsimile: (907) 274-0819

000058

Mot~on and ~pplic~l.io~ of Non-Resident Altomcy Matlhew Garretson
Slale ofAl",ka v. Eb Lilly "lid Compally, Case No. 3AN-06-5630 crv
Page 2 01 3

Alaska and is admitted to the Superior CouI1 for the Third Judicial District at Anchorage.

Daled this-ll day of March, 2007.

L\WOFFICES
FaoMA.~ORlANSKY &

SA....OERS
500LSTREET

FOURTH FLOOR
A.......rnORAGE, AK 99501

TEL: 907.272.3538
FAX: 907.274.0819



L\WOFFICES
FELDMAN ORUJ\SKY &

SANDERS
500 LSTREET

FOURTH Fl..OOR
,$.NCHORAGE, AK 99501

TEL: 907.272.3538
FAX: 907.274 0819

Certificate of Service
I hereby certi fy that a true and correct copy of the
foregoing Motion and Application ofNon-Resident
Attorney Matthew Lee Garretson for Perrnissi;:.o;,;n==_
Appear and Palticipate was served by mail! essenger 0

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

BY~,g~
Date~/,,2p;/n 7

Malian and Applit.:alion or Non-Resident A
Stale ofAlaska v t:1i Lilly and C CltOnley Matlhcw Garretson
Page 3 of3' ompany. ase No. 3AN-06-5630 crv
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m:be ~upreme QCourt of Q&bio

I, RICHARD A. DOVE, Director of the Attorney Services Division of the Supreme Court
of Ohio, do hereby certify that I am the custodian of the records of the Office of Attorney
Registration & CLE of the Supreme Court and that the Attorney Services Division is responsible
for reviewing Court records to detelmine the status of Ohio attorneys. I further certify that,
having fulfilled all of the requirements for admission to the practice oflaw in Ohio,

Matthew Lee Garretson

was admitted to the practice oflaw in Ohio on November 09, 1998; has registered as an active
attomey pursuant to the Supreme Court Rules for the Government of the Bar of Ohio; is in good
standing with the Supreme Court of Ohio; and is entitled to practice law in tllis state.

Exhibit A, Motion to
Participate - Garretson
Case No. 3AN-06-5630 Civ

000060

Attorney egls/ratloll Assistant

IN TESTIMONY WHEREOF, I have subscribed my
name and affixed the seal of the Supreme Court, this
12th day of March, 2007.

Director, Allorney Services Division
RICHARD A. DOVE

A. ..



ALASKA BAR ASSOCIATION
p.o. Box 100279, Anchorage, Alaska 9951 0-0279

(907) 272-7469

Phone No

O\.{~lAe"\J 6~.Id\>OV\ IVl
0.. <;$.0<.. '--VI fv ,c S. V\ d....,

'/S-( 0085

o.se. ~ )A,1\I- 0 6-5(;;.0 i
I

C"'.Cc\( t\ 100&1 I

Customer's Order No.

029104 hem-G3R,,­
~CdTotffw1~

000061 Exhibit B. Motion to
Participate - Garretson
Case No. JAN-06-5630 Ciy



Plaintiff,

STATE OF ALASKA,

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRICT AT ANCHORAGE

Case No. 3AN-06-5630 CIV

vs.

ELI LILLY AND COMPANY,

Defendant.

MOTION AND APPLICATION OF NON-RESIDENT ATTORNEY
MITCHELL R. JENSEN FOR PERMISSION TO APPEAR AND PARTICIPATE

Pursuant to Alaska Rule of Civil Procedure 81 (a)(2), attorney Mitchell R. Jensen

of d,e law fim) of Siegfried & Jensen. whose mailing address is 5664 South Green Street,

Munay, Utah 84123 (Telephone: (80 I) 266-0999), applies for permission to appear and

participate as co-counsel for plaintiff State of Alaska in this action.

Mr. Jensen will associate with the undersigned, Eric T. Sanders, a member of the

Bar of this Court, who maintains an office at a place within the district, with whom the

Court and opposing counsel may readily communicate regarding this case. My Consent

of Local Counsel in suppOli of this motion is filed herein.

LAW OFFICES
FELDMAN ORLANSKY &

SANDERS

500 LSnEET
FOURTH FlOOR

.o\NCHOi!.AGE, AK 99501
TEt.: 907.272.3538
FAX: 907214.0819

Mr. Jensen is a member in good standing of the Bar of the State of Utah. A copy

of his Ce'iificate of Good Standing with the Bar of the State of Utah is attached as

Motion and Application of Non-Rcsidclll Anomey - Mitchell R. Jensen
SUIte oj Alaska v. Eli Lilly olld CompolIY. Case No. 3AN-06-5630 elV
Page I or3
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Exhibit A. Proof of payment of the required fee to the Alaska Bar Association is also

attached as Exhibit B.

DATED this~y of March, 2007.

FELDMA ORLANSKY & SANDERS
Attollleys for State of Alaska

By ~f1.1
Eric . Sanders
Alaska Bar No. 7510085

CONSENT OF LOCAL COUNSEL

The undersigned consents and moves for the granting of the application of

Mitchell R. Jensen to appear and participate as co-counsel in this action on behalf of

plaintiff State of Alaska. The undersigned is authorized to practice law in the State of

Alaska and is admitted to the Superior Court for the Third Judicial District at Anchorage.

Dated this~ day of March, 2007.

FELDMAN ORLANSKY & SANDERS

MOIion and Applicat.ion of Non~RcsidclltAttomcy Mitchell R. Jens
Stare ofA.'aska v. Eft Lilly lind Cumptmy. Case No. 3A -06-5630 CI~n
Page 2 01 3

BY:~{Y~ _
Eric T. Sanders
Alaska Bar No. 7510085
500 L Street, Suite 400
Anchorage, Alaska 9950 I
Telephone: (907) 272-3538
Facsimile: (907) 274-0819

000063
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LAW OFFICES
FaDMA-" ORU....SKY &

SA."OERS
500 LSTREET

FOURTH FLOOR
......('HORAGE, AK 99501

TEL·lX)7.272.3538
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LAW OFFICES
fELDMA.'10RLANSKY &

SA.>"'OERS
500 LSTUET

FOURTH FLOOR
A.'CHORAGE,AK 99501

TEL: 907.272.3538
FAX: 907.274.0819

Certificate of Service
I hereby certify that a true and COlTCCt copy of the
foregoing Motion and Application of Non-Resident
Attorney Mitchell R. Jensen for Pennission~.
Appear and Participate was served bymail~:

Brewster H. Jamieson
Lane Powell LLC
30 I West orthern Lights Boulevard, Suite 30 I

::ch0B;;99503~

Date&-~/07

~ot10n and Application of Non-Residenl AHorney Mitchell R J
lale oj Alaska v, Eli Lilly and lampan) C'lSC No 3AN-06 563'OeCnIV

sen
Page 3 of 3 " , -
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645 South 200 East, Suite 310· Salt Lake City, Utah 84111-3834
Telephone: 801-531-g0n· Fax: 801-531-0660

Utah State Bar

JohnC. Balclwfl
&;eculiYeDireelDl'

March 16.2007

To Whom It May Concern:

This is to certify that Mitchell R. Jensen. Utah State Bar No. 03724. was admitted
to practice law in Utah on October 6, 1982 and is an active member of the Utah
State Bar in good standing. "Good standing" is defined as a lawyer who is current
in the payment of all Bar licensing fees. has met mandatory continuing legal
education requirements. if applicable, and is not disbarred. presently on probation.
suspended. or has not resigned with discipline pending. from the practice of law in

this state.

Board of Commissioners

Augustus G. Chin...-
V. Lowry Snow-­NaIhanAlde<

Steven R. Burt, AlA
Christian W. Clinger
YvelteD. DIaz
Mary Kay Griffin, CPA
Rober1L.Jeffs

Curtis M. Jensen
FetshawKing

LoriW.Nelson

HermO!sen

Slephen W. Owens

SCott R. Sabey
Rodney G. Snow

No public disciplinary action involving professional misconduct has been taken
against the license of Mitchell R. Jensen to practice law.

~a~
General Counsel
Utah State Bar

If)

\.D
Cl
Cl
Cl
Cl

Celebratlllg Seventy-jive ]~ars ofService

www.utahbarorg
ExhibilA
Molion to Participate-Jensen
Case No. 3AN-06-5630 Civ



ALASKA BAR ASSOCIATION
P.O. Box 100279, Anchorage, Alaska 99510-0279

(907) 272-7469

0>.'5')0(. '-JI [./'.'c So-~Ju,>

I~I ooll'S:

I
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029103
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Motion to Participat<hJ
Case No. 3AN-Q6.56~~~
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IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDlCIAL DISTRICT AT ANCHORAGE

STATE OF ALASKA,

Plaintiff,

vs.

ELI LILLY AND COMPANY,

Defendant.

L<\WOFFICES
FELDMAN ORLANSKY &

SAlI.'DERS
500 lSTREET

FOURTH FLOOR

"'""CHOIlAGE, AK 99501
TEl.: 907.272.3538
FAX: 907.274.0819

y

MOTION AND APPLICATION OF NON-RESIDENT ATTORNEY
JOSEPH W. STEELE FOR PERMISSION TO APPEAR AND PARTICIPATE

Pursuant to Alaska Rule of Civil Procedure 81 (a)(2), attorney Joseph W. Steele of

the law finn of Siegfried & Jensen, whose mailing address is 5664 South Green Street,

Murray, Utah 84123 (Tcfephone: (80 I) 266-0999), applies for pennission to appear and

participate as co-counsel for plaintiff State of Alaska in this action.

Mr. Steele will associate with the undersigned, Eric T. Sanders, a member of the

Bar of this Court, who maintains an office at a place within the district, with whom the

Court and opposing counsel may readily communicate regarding this case. My Consent

of Local Counsel in sUppOl1 of Ihis motion is filed herein.

Mr. Steele is a member in good standing of the Bar of the State of Utah. A copy

of his Certificate of Good Standing with the Bar of the State of Utah is attached as

Motion and Applic~t.iOI~of NOll-Resident Attorney - Joseph W. Steele
Stale oj tl.'aska v. til LIlly (/m/ Company, Case No. 3AN.06-5630 elY
Page I 01 3
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l-4.WOFFICES
fElDMA.~ ORU..~SKY&

SANDERS
500 LSTREET

FOURTH FlOOR

J\NCHORAGE,AK99501
TEL 907.272.3538
fAX: 907.274.08!9

Exhibit A. Proof of paymcnt of thc required fee to the Alaska Bar Association is also

attached as Exhibit B.

DATED this 'l1';;ay of March, 2007.

FELDMAN ORLANSKY & SANDERS
Attorneys for State of Alaska

By--JA;n-d-e-rs---------­

Alaska BarNo. 7510085

CONSENT OF LOCAL COUNSEL

The undersigned consents and moves for the granting of the application of Joseph

W. Steele to appear and pal1icipate as co-counsel in this action on behalf of plaintiff State

of Alaska. The undersigned is authorized to practice law in the State of Alaska and is

admitted to the Supcrior Coun for the Third Judicial District at Anchorage.

Dated this 1- Y day of March, 2007.

rELDMAN ORLANSKY & SANDERS

By:--::-:-l£1lI-±-J-/e- _
Eric 1'. Sanders
Alaska Bar No. 7510085
500 L Street, Suite 400
Anchorage, Alaska 99501
Telephone: (907) 272-3538
Facsimile: (907) 274-0819

Motion ancl Application of Non-Rcsicll;nl Altomcy Joseph W 5t I,
Stare ojAla;ka v. Eli Lilly and Compm,y, Case No. 3A -06-5630 ~~~
Page 2 of3
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LAW OFFICES
ELOMA.."l'ORLA.~SKY &

SANDERS
SOOLSTREET

FOURrn FLOOR
"-"'CHORAGE, AK 99501

TEL: 907.272.3538
FAX: 907.274.0819

Certi ficate of Service
1hereby cel1ify that a true and correct copy of the
foregoing Motion and Application of Non-Resident
Attol11ey Joseph W. Steele for Permission,t~
Appear and Pal1icipate was served bymai~':

Brewster H. Jamieson
Lane Powell LLC
30 I West Northern Lights Boulevard, Suite 301

An:&::a 99503-2648

~~te ~3ti;~

~olion/nd Application of N0n~Rcsi(h.:nt l\.nonlr.:y - Joseph W St I
rare OJ Alaska v. Eli /.illy amI CompuflV Case No 3AN 06 56'30 C

ee
c

Page 3 013 .. - - IV
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645 South 200 East, Suite 310· Salt Lake City, Utah 84111-3834
Telephone: 801-531-9077' Fax: 801-531-0660

Utah State Bar

JohnC. Baldwin

-""""

March 16, 2007

To Whom It May Concern:

This is to certify that Joseph W. Steele V, Utah State Bar No. 09697, was
admitted to practice law in Utah on May 19, 2003 and is an active member of the
Utah State Bar in good standing. "Good standing" is defined as a lawyer who is
current in the payment of all Bar licensing fees, has met mandatory continuing
legal education requirements, if applicable, and is not disbarred, presently on
probation, suspended. or has not resigned with discipline pending, from the

practice of law in this state.

No public disciplinary action involving professional misconduct has been taken
against the license of Joseph W. Steele V to practice law.

Board 01 Commissioners
Augustus G. COO

""""""v. Lowry Snow
Pl'esidenI-EIed

Nathan""""
Stev8fl R. Burt, AlA
Christian W. Ginger
YvetleD.Diaz
Mary Kay Grilflll, CPA

Robert LJens
Curtis M.Jensen
FeishawKing

Lori W. Nelson
HermOlsen
Stephen W. Owens
Scott A. Sabey
Rodney G. Snow

~·a.//
Katherine A. Fox r
General Counsel
Utah State Bar

Cl
r-­
Cl
Cl
Cl
Cl

CeIe:br«tiI19 Sevcnty-fluc l~ars o/Servlce

wwwulahbar.org

.ExhibitA
Motion to Participate - Steele
Case No. 3AN·06·5630 Civ
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ALASKA BAR ASSOCIATION
P.o. Box 100279, Anchorage, Alaska 99510-0279

(907) 272-7469
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Exhibit B
Motion to Participate - Steele
Case No. 3AN-06-5630 Civ



IN THE SUPERIOR COURT FOR THE STATE OF ALASKA
r '3

THIRD JUDICIAL DISTRICT AT ANCHORA!?'E 'r --
:-" .....;~

~
\

STATE OF ALASKA, ) '."
) -<1

-..;
Plaintiff, ) r:.

) :.
'") S ,..,

vs. ..<:
)

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

Defendant. )
)

MOTION AND APPLICATION OF NON-RESIDENT ATTORNEY
D. BLAIR HAHN FOR PERMISSION TO APPEAR AND PARTICIPATE

Pursuant to Alaska Rule of Civil Procedure 81(a)(2), attorney H. Blair Hahn of the

law firm of Richardson, Patrick, Westbrook & Brickman, LLC, whose mailing address is

P.O. Box 1007, Mt. Pleasant, South Carolina 29465 (Telephone: (843) 727-6500),

applies for permission to appear and participate as co-counsel for plaintiff State of Alaska

in this action.

Mr. Hahn will associate with the undersigned, Eric T. Sanders, a member of the

Bar of this Court, who maintains an office at a place within the district, with whom the

LAW OFFICES
FELDMA.~ ORJ..AI'olSKY &

SA.'"DERS
SOOLSTREET

FOURTH FLOOR
o\NCHORAGE,. AK 99501

TEl.:907.272.3538
FAX: 907.274.0819

Court and opposing counsel may readily communicate regarding this case. My Consent

of Local Counsel in support of this motion is filed herein.

Mr. Hahn is a member in good standing of the Bar of the State of South Carolina.

A copy of his Certificate of Good Standing with the Bar of the State of South Carolina is

Motion and Application of Non-Resident AUomey - H. Blair Hahn
Slale ofAlaska v. Eli Lilly and Company. Case No. 3AN-06-5630 CIY
Page 1 of3
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LAWOFFICFS
FELoMAN OIU..A.NSKY &

SA."lDERS
500 LSTREET

FOURrn flOOR
ANCHORAGE, AK 9950 I

TEl..: 907272.3538
FAX: 907274.0819

attached as Exhibit A. Proof of payment of the required fee to the Alaska Bar

Association is also attached as Exhibit B.

DATED this1-day of March, 2007.

FELDMAN ORLANSKY & SANDERS
Attorneys for State of Alaska

By fJV
Eric T. Sanders
Alaska Bar No. 7510085

CONSENT OF LOCAL COUNSEL

The undersigned consents and moves for the granting of the application of H. Blair

Hahn to appear and participate as co-counsel in this action on behalf of plaintiff State of

Alaska. The undersigned is authorized to practice law in the State of Alaska and is

admitted to the Superior Court for the Third Judicial District at Anchorage.

Dated this L day of March, 2007.

FELDMAN ORLANSKY & SANDERS

BY:--;:E::-r~::-ic--:T:;;-.--:s;;-a-n-d::-e-rs--------­
Alaska Bar No. 7510085
500 L Street, Suite 400
Anchorage, Alaska 9950 I
Telephone: (907) 272-3538
Facsimile: (907) 274-0819

Motion and Application of Non-Resident Attorney _ H. Blair Hahn
Slare ofAlaska v. Eli Lilly and Company, Case No. 3AN-06-5630 ClY
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LAW OFFICES
FELDMAN ORLANSKY &

SANDERS
500 lSTREET

FOURTH FLOOR
ANCHORAGE. AK 99501

TEL: 907272.3538
FAX:907.274.0819

Certificate of Service
I hereby certify that a true and correct copy of the
foregoing Motion and Application of Non-Resident
Attorney H. Blair Hahn for Pennission to Appear
and Participate was served by mail (messenger on:

Brewster H. Jamieson - 1>'\5 5 ,/­

Lane Powell LLC
30 I West NOIthern Lights Boulevard, Suite 301
Anchorage, Alaska 99503-2648

Andrew R. Rogoff _ ...."'i I
Pepper Hamilton LLP
3000 Two Logan Square
Philadelphia, PelIDsylvania 19103-2799

~otion and Application of Non-Resident Attorney - H Bla H hn
p~~: fa11;ska v. Eli Lilly and Company, Case No. 3AN-06:~63aO CIY
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CERTIFICATE OF GOOD STANDING

UNITED STATES OF AMERICA

DISTRICT OF SOUTH CAROLINA

I, Larry W. Propes, Clerk of the United States District Court, District of

South Carolina,

DO HEREBY CERTIFY That H. Blair Hahn, ID# 5717, was duly admitted

to practice in said Court on December 23, 1992, and is in good standing as a

member of the bar of said Court.

Dated at Charleston, South Carolina

on February 8, 2007.

Larry W. Propes, Clerk
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TN THE SUPERIOR COURT FOR THE STATE OF ALASKA

Case No, 3AN-06-5630 CIY

)
)
)
)
)
)
)
)
)
)

Plaintiff,

Defendant.

THIRD JUDICIAL DISTRICT AT ANCHORA<¥ ~ ~~
\ . -:
~ '-"

",
" ~
.-,
",-0

S
..t.'

vs.

ELI LILLY AND COMPANY,

STATE OF ALASKA,

MOTION AND APPLICATION OF NON-RESIDENT ATTORNEY
DAVlD L. SUGGS FOR PERMISSION TO APPEAR AND PARTICIPATE

Pursuant to Alaska Rule of Civil Procedure 81 (a)(2), attorney David L. Suggs of

the law finn of Richardson, Patrick, Westbrook & Brickman, LLC, whose mailing

address is 27995 Boulder Circle, Shorewood, Minnesota 55331 (Telephone: (952) 401-

4377), applies for pennission to appear and participate as co-counsel for plaintiff State of

Alaska in this action.

Mr. Suggs will associate with the undersigned, Eric T. Sanders, a member of the

Bar of this Court, who maintains an office at a place within the district, with whom the

Court and opposing counsel may readily communicate regarding this case. My Consent

of Local Counsel in support of this motion is filed herein.

LAW OFFICES
FEW~AN ORl..AJ'.:SKY &

SANDERS
500 LSTREET

FOURTIl FLooR
ANCHORAGE. AK 99501

TEL: 907.272.3538
FAX: 907.274.0819

Mr. Suggs is a member in good standing of the Bar of the State of Minnesota. A

copy of his Certificate of Good Standing with the Bar of the State of Minnesota is

Motion and Application of Non-Resident Attorney _ David L. Suggs
State 0/Alaska v. Eli Lilly and Company, Case No. 3AN-06-5630 ClV
Page 1 of3
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attached as Exhibit A. Proof of payment

Association is also attached as Exhibit B.

DATED this L day of March, 2007.

LAW OFFICES
FELDMAN OIU.ANSKY &

SA.1I/DEltS
500LS11tEET

FOURTlI FLooR

ANCHORAGE, AK 99501
TEL: 9072n.3538
FAX: 907.274.0819

FELDMAN ORLANSKY & SANDERS
Attorneys for State of Alaska

BY__V~:",-_-,---- _
Eric T. Sanders
Alaska Bar No. 7510085

CONSENT OF LOCAL COUNSEL

The undersigned consents and moves for the grantin", 'If the application of David

L. Suggs to appear and participate as co-counsel in this action on behalf of plaintiff State

of Alaska. The undersigned is authorized to practice law in the State of Alaska and is

admitted to the Superior Court for the Third Judicial District at Anchorage.

Dated this L day of March, 2007.

FELDMAN ORLANSKY & SANDERS

By:_;::-:-.~--±-''-=---:- _
Ene T. Sanders
Alaska Bar No. 7510085
500 L Street, Suite 400
Anchorage, Alaska 9950 I
Telephone: (907) 272-3538
Facsimile: (907) 274-0819

Motion and Applicat.io~ arNon-Resident Attorney - David L. Suggs
Srare ofAlaska v. Eft Lrlly and Company, Case No. 3AN-06-5630 ClY
Page 2 of3
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LAW OFFICES
FELDMAN ORLANSKY &

SANDERS
500 LSTRfET

FOURnl FLOOR
ANCHORAGE, AK 99501

TEL: 907.272.3538
FAX: 907.274.0819

Certificate of Service
1hereby certify that a true and correct copy of the
foregoing Motion and Application of Non-Resident
Attorney David L. Suggs for Pennission to ar
and Participate was served by mai essenger

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

Andrew R. Rogoff - mt:\.; \
Pepper Hamilton LLP
3000 Two Logan Square
Philadelphia, Pennsylvania 19103-2799

B'~~~Date ' 790

~olion and Application of Non-Resident Attorney _ David L S
p:a~: ~~11;Ska v. £/i Lilly and Company. Case No. 3AN-06-563~g~':v
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UNITED STATES DISTRICT COURT-=-------,---- - - - - --

FebNlu)' 12. 2001' AO 136 (Rev. 9198) C~ificate ofGood Standing

District of Minnesota

CERTIFICATE OF
GOOD STANDING

I, Richard D. Sletten, Clerk of this Court, certify that

David L. Suggs, Bar # 147485, was duly admitted

to practice in this Court on March 7, 1984, and is in

good standiIig as a member of the Bar of this Court.

Dated at Minneapolis, Minnesota, on February 12,2007.

RlCHARD D. SLETIEN, CLERK

(By)
Cl
co
Cl
Cl
c::
Cl

Exhibit A
Motion to Participale - Suggs
Case No. 3AN-06-5630 Civ



District of Minnesota

CERTIFICATE OF
GOOD STANDING

I, Richard D. Sletten, Clerk of this Court, certify that

David L. Suggs, Bar # 147485, was duly admitted

to practice in this Court on March 7, 1984, and is in

good standiIig as a member of the Bar of this Court.

Dated at Minneapolis, Minnesota, on February 12,2007.

RICHARD D. SLETTEN, CLERK.

(By)
C>
co
C>
C>
a
C>

c

Exhibit A
Motion to Participate - Suggs
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ALASKA BAR ASSOCIATION
p.o. Box 100279, Anchorage, Alaska 99510-0279
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STATE OF ALASKA,

Plaintiff,

vs.

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRICT AT ANCHORAgp f c::'l

\ \ ~~~

J1 ;:
~-..,~ ~

~ c:. ~
-:(.t

,','.

LAW OFFICES
FELDMAN ORLA"ISKY &

SANDERS
500 LSTREET

FOURTH FLOOR
ANCHORAGE, AX. 99501

TEL: 907272.3538
FAX: 907274.0819

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

Defendant.

MOTION AND APPLICATION OF NON-RESIDENT ATTORNEY
CHRISTIAAN MARCUM FOR PERMISSION TO APPEAR AND PARTICIPATE

Pursuant to Alaska Rule of Civil Procedure 81 (a)(2), attorney Christiaan Marcum

of the law fiml of Richardson, Patrick, Westbrook & Brickman, LLC, whose mailing

address is P.O. Box 1007, Mt. Pleasant, South Carolina 29465 (Telephone: (843) 727-

6500), applies for pennission to appear and participate as co-counsel for plaintiff State of

Alaska in this action.

Mr. Marcum will associate with the undersigned, Eric T. Sanders, a member of the

Bar of this Court, who maintains an office at a place within the district, with whom the

Court and opposing counsel may readily communicate regarding this case. My Consent

of Local Counsel in support of this motion is filed herein.

Mr. Marcum is a member in good standing of the Bar of the State of South

Carolina. A copy of his Certificate of Good Standing with the Bar of the State of South

Motion and Application of Non~ResidenlAttorney - Christiaan Marcum
State ofAlaska v. Eli Lilly and Company, Case No. 3AN-06-5630 CN
Page I of3
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LAW OFFICES
FELD~iAl'" OR1.Al"SKY &

SA'\'OERS
SOO LSTREET

FOURTtl FLOOR
ANCHORAGE, AK 9950 I

TEL:907.272.3S38
FAX: 907.274.0819

Carolina is attached as Exhibit A. Proof of payment of the required fee to the Alaska Bar

Association is also attached as Exhibit B.

DATED this X day of March, 2007.

FELDMAN ORLANSKY & SANDERS
Attorneys for State of Alaska

By ~rs
Alaska Bar No. 7510085

CONSENT OF LOCAL COUNSEL

The undersigned consents and moves for the granting of the application of

Christiaan Marcum to appear and participate as co-counsel in this action on behalf of

plaintiff State of Alaska. The undersigned is authorized to practice law in the State of

Alaska and is admitted to the Superior Court for the Third Judicial District at Anchorage.

Dated this1 day of March, 2007.

FELDMAN ORLANSKY & SANDERS

BY:--;:E;-r"-i~--;T:;;-.'-:s;;-a-n-d;-e-rs--------­
Alaska Bar No. 7510085
500 L Street, Suite 400
Anchorage, Alaska 9950 I
Telephone: (907) 272-3538
Facsimile: (907) 274-0819

Motion and Applicat.iOl~ of Non-Resident Attorney - Christiaan Marcum
S,ate ofAlaska v. £h Lilly and Company, Case No. 3AN-06-5630 Ctv
Page 2 of3
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LAW OFFICES
FELDMAN ORlA"-SKY &

SANDERS
500 LSTREET

FOURTH FLOOR
ANCHORAGE, AK 99501

T'El.: 907272.3538
FAX: 907274.0819

Certificate of Service
I hereby certify that a true and correct copy of the
foregoing Motion and Application of Non-Resident
Attorney Christiaan Marcum for Pennission to Appear
and Participate was served by mail/messenger on:

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

Andrew R. Rogoff -""""; \
Pepper Hamilton LLP
3000 Two Logan Square
Pllliadelphia, Pennsylvania 19103-2799

Motion and Application of Non-Resident Alto . .
~~~: ~~1/~lSlw v. Eli Lilly and Company. Casem~~ 3;:~~~~~5a~3~~~m
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CERTIFICATE OF GOOD STANDING

UNITED STATES OF AMERICA

DISTRICT OF SOUTH CAROLINA

I, Larry W. Propes, Clerk of the United States District Court, District of

South Carolina,

DO HEREBY CERTIFY That Christiaan Marcum, ID# 7556, was duly

admitted to practice in said Court on October 16,2000, and is in good standing as

a member of the bar of said Court.

Dated at Charleston, South Carolina

on February 8, 2007.

Larry W. Propes, Clerk

BY~~'
Deputy Clerk

Exhibit A
Motion to Participate - Marcum
Case No. 3AN·06-5630 Civ
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IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRICT AT ANCHORAGE Of

STATE OF ALASKA,

Plaintiff,

vs.

ELI LILLY AND COMPANY,

Defendant.

)
)
)
)
)
)
)
)
)
)

Case No. 3AN-06-5630 CIV

u..WOFFICES
FELDMAN ORLAl'~SKY &

SANDERS
5OOLSTR£ET

FOURTIi FLOOR
ANCHORAGE., AK 99501

TEL: 9072n.3538
FAX: 901274.0819

PLAINTIFF'S MEMORANDUM
DESCRIBING ITS CLAIMS AND PROOFS

I. INTRODUCTION

The State of Alaska ("the State") filed this civil action on its own behalf against

drug manufacturer Eli Lilly & Co. ("Lilly") for damages proximately caused to the State

by Lilly's introduction of the defective drug Zyprexa into the State's Medicaid

population. The State alleges that it has been and in the future will pay additional

expenses for the medical care of Alaska's Medicaid population because Medicaid

recipients developed diabetes and diabetes-'related illnesses as a direct result of ingesting

Zyprexa. The State also seeks civil penalties for Lilly's deceptive Zyprexa marketing

practices.

Plaintiff's Memorandum Describing Its Claims and Proofs
Stale ofAlasko v. Eli Lilly and Company, Case No. 3AN-06-5630 CIY
Page 1 of32
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LAW OFFICES
FE1.DMAN ORl.A.~SKY &

SA':DERS
500LSTREET

FOURTH FLOOR
.v.CHORAGE, AK 9950 I

TEL: 907272.3538
FAX: 907.274.0819

The State's complaint asserts five claims for relief: (I) violations of Alaska's

Unfair Trade Practices and Consumer Protection Act (AS 45.50.471 et seq.); (2) strict

products liability (failure to warn); (3) strict products liability (design defect); (4)

negligence; and (5) fraud and negligent misrepresentation.

The court requested a brief recitation of the State's prima facie causes of action,

and an outline of the proof that the State expects to produce to satisfy each element. Lilly

has argued that, in order to prove its case, the State must present a large number of the

affected Medicaid recipients and their prescribing physicians. This memorandum

demonstrates that such proof is not necessary, and that the State may prove its claims

using aggregate data and statistical, epidemiological, and endocrinological analyses.

The State did not file this action on behalf of a class of individuals or as an action

in subrogation; it filed this lawsuit to recover its own monetary damages. Thus, the State

need not rely upon evidence of injury to specific persons. Rather, the State can and will

prove its own case through expert testimony based on scientifically derived statistical

evidence of Zyprexa's effect upon the State's Medicaid population and the damages the

State has sustained as a result of Lilly's actions.

II. BACKGROUND

In 1996, Lilly began marketing the prescription pharmaceutical drug Zyprexa as a

supposedly safer alternative to older, conventional antipsychotic drugs such as

Plainlifrs Memorandum Describing Its Claims and Proofs
Stale ofAlaska v. Eli Lilly and Campany, Case No. 3AN-06-5630 CIV
Page 2 of32
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haloperidol and thorazine. Other companies developed similar drugs, and as a group

these newer medications are often referred to as "atypical antipsychotics." During

clinical trials it became apparent that Zyprexa (more so than the other atypical

antipsychotics) caused patients to experience significant weight gain, which led to

hyperglycemia and diabetes. When Lilly sought approval of Zyprexa from the FDA,

Lilly failed to disclose fully the hyperglycemic and diabetic side effects it had observed.

Ignorant of these dangerous side effects, the FDA approved Zyprexa for the treatment of

schizophrenia, and later also approved it for the treatment of bipolar disorder. These are

the only two indications for which Zyprexa ever received FDA approval.

Lilly initially marketed Zyprexa with no warnings or precautions regarding

hyperglycemia or diabetes, choosing instead to bury any reference to those side effects by

inaccurately characterizing them as "infrequent" events observed in clinical trials. Once

on the market, however, many patients taking Zyprexa experienced significant weight

gain and then developed diabetes and diabetes-related conditions, causing death in

extreme cases. Though post-marketing adverse event reports of these conditions

mounted, at no time did Lilly choose to warn physicians of them, or even mention them

in the post-marketing events section ofZyprexa's label.

000089

Plaintiff's Memorandum Describing Its Claims and Proofs
Stale ofAlaska v. Eli Lilly and Company. Case No. 3AN-06-5630 ClY
Page 3 of 32

While outwardly denying any connection between Zyprexa and diabetes, Lilly's

Own doctors and executives internally acknowledged the link. Lilly's documents show

..A
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FAX: 907274.0819



LAW OFFICES
FEWMA."Il ORLANSKY &

SANDERS
SOOLSTREET

FOURTIl FLOOR
ANCHORAGE., AK 99501

TEl.: 907272.3538
FAX: 907274.0819

that, rather than warning physicians of the problem, Lilly instead focused on devising

ways to broaden the market for Zyprexa and to evade any safety concerns the medical or

regulatory community might have.

In 2000, Lilly launched a marketing campaign for the drug entitled "Viva

Zyprexa." "Viva Zyprexa" revolved around marketing Zyprexa to primary care

physicians and family doctors who generally do not treat the serious psychiatric

conditions for which Zyprexa is approved. Thus, instead of marketing Zyprexa to these

physicians as a treatment for schizophrenia and bipolar disorder (the only conditions for

which Zyprexa legally could be marketed), Lilly falsely touted the drug as "safe" and

"efficacious" for a variety of symptoms and disorders, such as geriatric dementia and

general malaise, the kind of symptoms that primary care physicians are more likely to see

in their patients. As part of its marketing campaign, Lilly developed a number of

fictional patient exemplars to illustrate to primary care physicians the type of nebulous

and ill-defined off-label conditions it claimed Zyprexa could treat effectively. "Donna"

was one such patient:

Donna is a single mom in her mid-30s, appearing in your office in drab
clothing and seeming somewhat ill at ease. Her chief complaint is, "I feel
so anxIOUS and Imtable lately." Today, she says she's been sleeping more
than usual and has trouble concentrating at work and at home. I

Taken from Lilly's promotional materials.

Plaintifrs Memorandum Describing Its Claims and Proofs
State 01Alaska v. Eli Lilly and Campany. Case No. 3AN-06-5630 ClY
Page 4 of 32
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LAWQFFICES
FELDMAN ORLANSKY &

SANDERS
500 lSTREET

FOURTH FLooR
ANClIOIlACiE, AK 99501

TEl.: 907272.3538
FAX: 907274.0819

Regarding Zyprexa's safety profile, Lilly told physicians that weight gain on

Zyprexa was a "therapeutic benefit." (The FDA later cited Lilly for misleading

physicians and ordered Lilly to delete the claim that weight gain is a benefit.) Lilly also

referred to weight gain on Zyprexa as "manageable" when it knew it was not. With

regard to diabetes, Lilly avoided the issue altogether with physicians if possible. Lilly

instructed its drug representatives that, if asked a direct question, they should provide

answers that Lilly knew were false and tell physicians that there is no link between

Zyprexa and diabetes, that diabetes occurs at comparable rates among all atypical

anti psychotics, and that diabetes occurred at rates comparable to placebo in clinical trials.

As a result of Lilly's aggressive overpromotion of Zyprexa, prescriptions rose,

along with Lilly's revenues. As the number of persons taking Zyprexa went up, so did

the number of patients who suffered extreme weight gain, hyperglycemia, diabetes, and

diabetes-related conditions. In September 2003, the FDA mandated that Zyprexa and all

other atypical antipsychotic drugs include warnings regarding hyperglycemia and

diabetes and recommendations for baseline and periodic blood glucose testing. Lilly

finally communicated these warnings and recommendations to physicians in March 2004.

III. PROVING THE STATE'S DIRECT CLAIMS AGAINST LILLY: AN OVERVIEW

A significant portion of the Alaska residents who took Zyprexa for both approved

and non-approved uses are recipients of the State's Medicaid program; thus, the State

Plaintiff's Memorandum Describing Its Claims and Proofs
Stale ojAlaska v. Eli Lilly and Company, Case No. 3AN-06-5630 CIV
Page) of32
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-
f d fi t· dru Moreover, as a result ofpaid for thousands of prescriptions 0 a e ec Ive g.

Zyprexa's defect, namely that it causes people to develop diabetes and diabetes-related

conditions, the State must now provide life-long care to many Medicaid recipients who

suffer these problems because they took Zyprexa. Thus, Lilly's misleading marketing

proximately caused the State significant monetary damages. Under state law, the State of

Alaska is authorized -- and indeed required -- to bring suit to recover its damages, and

accordingly the State filed this action on its own behalf.

[n order to prove its case and recover its damages, the State must prove only

Lilly's liability for the State's own damages, not those of individual Medicaid recipients.

The State's claim does not rest in the experience of the many individual Zyprexa users,

but in the aggregate effect upon the State's Medicaid program. This effect can most

easily and accurately be seen and measured through examination of the State's Medicaid

data.

The State of Alaska maintains an immense database of information on the benefits

it provides through its Medicaid program. This database contains basic infonnation

l..AWOFFICES
FElDMAN ORlANSKY &

SANDERS
500 LSTREET

FOURTH FLOOR
ANCHORAGE. AI< 99501

TEL: 907.272.3538
FAX: 907274.0819

concerning the diagnosis and treatment of all recipients, consisting of reports made by

doctors under state and federal law. Each doctor is required to indicate by code

(International Classification of Diseases, Ninth Revision, or ICD-9) the reason for each

Plaintifrs Mcmorandwn Describing Its Claims and Proofs
Slale ofAloska v. Eli Lilly ond Company, Case No. 3AN-06-5630 ClY
Page 6 of 32
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SA.....'OERS
5QOLSTR£ET

FOlJRTB FlOOR
A....CHORAGE. AX. 99501

TEL: 9072723538
FAX: 907.274.0819

-
patient visit for which Medicaid is billed. The records in the database establish each

recipient's diagnoses, what treatment was provided, and how much Medicaid paid.

By examining the database, the State can identify every Medicaid recipient who

took Zyprexa, whether it was prescribed to treat an approved or off-label condition, and

how much was paid to treat each condition. By comparing the group of Medicaid

recipients who took Zyprexa against similar, properly controlled groups who did not take

Zyprexa, the State can measure the increased incidence of diabetes in users of the drug,

and thereby prove the number of diabetes cases within the Medicaid population that are

directly attributable to Zyprexa. From its records, the State also can accurately calculate

the increased costs it already has incurred to provide care for Zyprexa-related diabetes,

and it can project the extra costs it will incur in the future to provide care for Medicaid

recipients who developed diabetes and diabetic complications as a result of consuming

Zyprexa.

Lilly may argue that the State must prove which specific cases of diabetes were

caused by Zyprexa, but this is incorrect. For example, the State expects analysis of

Alaska's Medicaid database to demonstrate that Zyprexa users are more than three times

more likely to develop diabetes than a control group of non-users. This would be

comparable to the scientifically and statistically sound data from other states that

establish that Zyprexa use was directly responsible for a 370 percent increase in diabetes

Plainlifrs Memorandum Describing Its Claims and proors
State aJAlaska v. Eli Lilly and Campany, Case No. 3AN-06-5630 CIY
Page 7 of 32
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LAW OFFICES
FaoMAN ORUNSKY &

SANDERS
500 LSTREET

FOURTH FLooR
ANCHORAGE, AK 99501

TEL: 907272.3538
FAX: 907274.0819

cases in patients taking Zyprexa within those states' Medicaid populations.
2

In this case,

because individual patients are not seeking reimbursement, there is no need to prove

which individuals within the Medicaid population comprise those who would not have

developed diabetes without taking Zyprexa, as distinct from those who would have

developed diabetes even without taking the drug. The State is responsible for all

Medicaid patients who developed diabetes; it paid the extra costs for those whose

diabetes is Zyprexa-related, and it can recover those costs by proving the total extra costs

it incurred as a result of Lilly's marketing a defective drug.

A key point in this case, from the State's perspective, is understanding the

difference between generic and specific causation. Generic causation refers to proof that

an agent, for example a pharmaceutical drug, can or does cause a particular injury or

condition in a population of individuals. Specific causation refers to proof that the agent

proximately caused an injury or condition in a specific individual. As pointed out above,

because the State seeks compensation for increased costs incurred within a population,

the State's burden in this case is to establish generic causation in that population (i.e., the

rate by which Alaska Medicaid recipients who took Zyprexa show an increased incidence

2 See Exhibit A, Risk of Diabetes Mellitus Associated with Atypical Antipsychotic
Use among Medlcmd PatIents with Bipolar Disorder: A Nested Case-Control Study
PHARMACOTHERAPY (Vol. 27 No. I January 2007) at page I, Measurements and Ma~
Results.
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of diabetes compared to the background rate of the disease in matched controls); the State

does not need to prove specific causation in any particular individual in this population.

Use of statistical data to study the incidence and progression of disease within a

particular population is known as epidemiology. Epidemiological data are routinely used

to prove generic causation of injuries in tort litigation. In fact, there is likely no more

widely used science in the courtroom than epidemiology, particular in toxic tort and

products liability cases] Epidemiologic evidence is often relied upon to establish or

dispute whether exposure to a particular agent causes harm or disease.
4

Generally,

See Exhibit B, MICHAEL D. GREEN, D. MICHAEL FREEDMAN, & LEON GORDIS,
REFERENCE GUIDE ON EPIDEMIOLOGY, in REFERENCE MANUAL ON SCIENTIFIC EVIDENCE
(2000) [hereafter "REFERENCE GUIDE"] at 335.

000095

See, e.g., Siharath v. Sandoz Pharm. Corp., 131 F. Supp. 2d 1347, 1356 (N.D. Ga.
2001) ("epidemiological studies provide the primary generally accepted methodology for
demonstrating a causal relation between a chemical compound and a set of symptoms or
disease" (internal quotation omitted)); see generally Exhibit B, REFERENCE GUIDE at 335
n.5 (citing additional cases). In a case involving the ingestion of aspirin in the
development of Reye's Syndrome, the Court in Tyler v. Sterling Drug, Inc., 19 F. Supp.
2d 1239, 1242-43 (N.D. Okla. 1998), relied upon six factors set out in General Electric
Co. v. Joiner, 522 U.S. 136, (1997), for determining when reliance on epidemiological
evidence is sufficient to prove causation: (1) the studies must be relevant and reliable; (2)
the subject of the studies must be similar to the case on trial; (3) the authors of the study
must be able to draw conclusions from the statistics; (4) the studies should suggest a link
between the increase of the incidence of illness and exposure to the product at issue; (5)
the studies should involve the product at issue; and (6) the studies should not show
exposure to more than one potentially toxic product as a cause of the illness. Further
"the studies shoul?, not hav.e too great an analytical gap between the data and the expe~
0p'fUon proffered. Applymg these standards, the Court found that the epidemiological
studies rehed upon demonstrated a connection between aspirin and Reye's Syndrome.
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epidemiology that proves a relative risk of 2.0 or greater is acceptable evidence of

generic causation and, even in some cases, specific causation.
5

The use of epidemiology to analyze a state's Medicaid data to detennine an

increase in the incidence of diabetes in Zyprexa users is not novel. The methodology that

the State will use in this case is comparable to that reported in a recently published study,

Risk of Diabetes Mellitus Associated with Atypical Antipsychotic Use Among Medicaid

Patients with Bipolar Disorder: A Nested Case-Control Study, PHARMACOTHERAPY (Vol.

27 No. I January 2007).6 The authors analyzed a database of 45 million individuals from

the Medicaid populations of seven states, compiling the ICD-9 codes of those recipients

who took Zyprexa. Using the ICD-9 diagnosis codes, the authors identified patients who

were prescribed atypical antipsychotics such as Zyprexa and who subsequently developed

diabetes, and a control group that did not receive these drugs. The authors refmed the

data by controlling for confounding variables such as age, sex, psychiatric and medical

comorbidities, and concomitant drugs that increase a patient's risk for diabetes. Based on

The State's evidence will satisfy these standards.

See Exhi?it B,. REFERENCE GUIDE at 384 (stating that a "relative risk greater than
2.0 would penrut an mference that an individual plaintiffs disease was more likely than
not caused by the unphcated agent" and that a "substantial number of courts" accept this
reasorung); see also id. at nn.39-40 (citing cases).

A copy of this study is provided as Exhibit A.
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standard statistical analyses, the authors demonstrated that there is a statistically

significant increased risk of diabetes in patients treated with Zyprexa
7

Similar studies

involving other drugs have been conducted upon the Medicaid population ofCalifornia.
8

The State has retained the necessary experts to examine the Medicaid database and

to conduct a similar, Alaskan study, using the same epidemiological methods to

detennine Zyprexa's effect on Alaska's Medicaid population. This study will show the

extent to which diabetes and diabetes-related illnesses increased among Zyprexa users in

Alaska's Medicaid population. It is expected that the results of this study will be similar

to all previous studies -- a marked increase in diabetes among Zyprexa users.

To quantify its damages, the State will use the science of endocrinology, which

studies the long-term effects of diabetes and its related diseases. The progression of

diabetes is well-studied. For example, based upon numerous studies of diabetes, if a

population of 1000 diabetics is tracked statistically, it is a medical fact that a certain

percentage of that group will eventually suffer from blindness as a consequence of the

diabetes, a certain percentage will suffer a heart attack as a result of diabetes, etc.

'. The authors determined a "Hazard Ratio" of 3.7, meaning a Zyprexa user is 3.7
tunes more Itkely to develop treatment emergent diabetic complications. See Exhibit A.

See B.L. Lambert, C.H. Chou, K.Y. Chang, E. Tafese, & W. Carson, Antipsychotic
exposure and type 2 dlObetes among patients with schizophrenia: a matched case-colltrol
study olCali/orllla Medicaid claims, PHARMACOEPIDEMIOL DRUG SAF 2005, 14:417-25.
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., . tify' g these effects in the Zyprexa-Endocrinological analysis will assist the State In quan In

diabetic population9

. d I . tifically derived whichFinally, the State will rely upon an economIc mo e, sClen I ,

calculates the increase in costs related to diabetes and diabetic complications for the

given population. Together, the endocrinological and economic analyses will prove the

State's monetary damages due to the increase in diabetes among Medicaid patients who

addressed in tum in the following sections.

000098
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Some examples of epidemiological studies involving endocrinology include T.L.
Gary, L.R. Bone, M.N. Hill, D.M. Levine, M. McGuire, C. Saudek, & F.L. Brancati,
Randomized controlled trial of the effects of nurse case manager and community health
worker interventions on risk factors for diabetes-related complications in urban Aji-ican
Americans, PMlD:12799126; A. Adeniyi, A.R. Folsom, F.L. Brancati, M. Desvorieux,
J.S. Pankow, & H. Taylor, Incidence and risk factors for cardiovascular disease in
Aji-ican Americans with diabetes: the Atherosclerosis Risk in Communities (ARIC) study,
J. NAT'L MED. Assoc. 94(12): 1025-35 (Dec. 2002). Plaintiff will use the same methods
relied upon by these peer-reviewed articles.

•

took Zyprexa.

IV. PROVING THE STATE'S CLAIMS AGAINST LILLY: A CLAIM-BY-CLAIM

ANALYSIS

The State's complaint alleges claims for strict products liability for design defect;

strict liability for failure to warn; violations of the Alaska Unfair Trade Practices Act;

negligence; and fraud. These causes of action and the State's intended proof are
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A. Strict Products Liability -- Design Defect

Under Alaska law, if Lilly marketed a defectively designed drug, it may be held

strictly liable for the damages suffered by the State, regardless of Lilly's intent or the

source of the drug's defects.

The focus of attention in strict liability cases is not on the conduct of the
defendant, but rather on the existence of the defective product which causes
injuries. Liability is attached, as a matter of policy, on the basis of the
existence of a defect raUler than on the basis of Ule defendant's negligent
conductiO

"A manufacturer is strictly liable in tort when an article he places on the market, knowing

that it is to be used wiUlOut inspection for defects, proves to have a defect that causes

injury to a human being."" Thus, upon a demonstration that Zyprexa was defective in

design and that the defect is the proximate cause of the State's damages, Lilly must be

held strictly liable for those damages.

In its case, the State will prove that Zyprexa is defective in design, in that it causes

Shanks v. The Upjohn Co., 835 P.2d 1189, 1199 (Alaska 1992).
10

..
000099

prescribed and ingested as reconunended by Lilly, Zyprexa causes significant side effects

that imperil Ule health of users and increase the State's costs for these patients' treatment.

As a result of the design defect, the State has suffered damages and will continue to

serious injuries when used for its intended purpose. In other words, when Zyprexa is

" CiCIlY v. Fijih Ave. C/lIysler Center. 454 P.2d 244, 247 (Alaska 1969).
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suffer damages sterrulling from the extra cost of medical care required by Alaska

Medicaid recipients who used Zyprexa.

The preceding section of tltis memorandum outlined tile way tile State will prove

causation and damages. The following sections outline tile two ways in which the State

will prove that Zyprexa was defectively designed. The Alaska Supreme Court has

recognized two ways to establish a design defect in a drug.
12

These prongs are

independent; only one need be proved to establish design defect. The State is prepared to

prove both.

1. Zyprexa failed to perform as safely as an ordinary doctor would
expect when used by patients in an intended and reasonably
foreseeable manner.

Under Alaska law, if a prescription drug does not perfonn as safely as an ordinary

drug is by law "defective," and the manufacturer of the drug is strictly liable for any

expectation" is an objective standard. Just as courts do not expect testimony from the

See Shanks, 835 P.2d at 1194-95.

See id. at 1195.

12

14

000100

doctor" would expect it to perform when used by his patients in the intended manner, the

damages proximately caused by such use of the drug. 14 Tbe "ordinary doctor's

" The Shanks Court. explained that when dealing with prescription drugs, it is tile
expectatIOn of the prescnbmg physIcian -- and not the patient -- that must be considered
III tlllS test. See id.
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man on the street to discover the views of a "reasonable man," so the State will not offer

(and the court should not allow defendants to offer) testimony from individual "ordinary

physicians." Rather, the State will rely on expert testimony and documentary evidence to

prove that the "ordinary doctor" would expect a drug that was marketed for the safe

treatment of an illness to treat that illness safely (both for approved conditions and for

off-label conditions for which the drug was promoted). In this case, the evidence will

establish that ordinary doctors did not expect that Zyprexa had side effects that placed

patients at risk of developing lifelong debilitating illnesses. Documentary evidence will

corroborate the expert testimony by showing that, when Zyprexa's problems were

revealed, fewer doctors prescribed it.

The State's evidence that Zyprexa did not perform as safely as expected when

used by patients in the intended and reasonably foreseeable manner will include:

I) Scientific, epidemiological evidence that Zyprexa carries a
significant risk of diabetes, several times that of the normal
population, which was unexpected by the ordinary doctor;

2) Statistical evidence from Japan showing that new prescriptions went
down by approximately 75 percent after Lilly was forced to issue
full warnings of the drug's risk;

3) Epidemiological evidence showing that once adequate warnings
were. glv~n 10 the Untted States regarding Zyprexa's risks,
physIcians prescnbmg practices changed and the number of
prescnptlOns went down;

Plaintiff's Memorandum Describing ILs Claims and Proofs
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4)

5)

6)

7)

Evidence from Lilly's own documents demonstrating that when the
link between Zyprexa and diabetes became known, or. ":hen
adequate warnings were given, the number of prescnpuons

decreased;

Internal Lilly documents discussing the fact that, if the connection
between Zyprexa and diabetes were known, physicians would
generally not prescribe the drug off-label, because they would be
required to subject their patients to regular blood-glucose
monitoring;

Lilly marketing materials instructing the sales force to avoid the
diabetes issue, thereby actively seeking to eliminate the risk of
diabetes from the "ordinary doctor's" risk-benefit analysis; and

Expert testimony about the reasonable expectation of the ordinary
doctor with regard to safe perfonnance of a drug that is
unaccompanied by adequate warnings.
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This evidence will be more than ample to establish that the medical community

did not expect Zyprexa's side effects, and will more than adequately satisfy the standard

of proving a defective drug as set forth by the Alaska Supreme Court in the first test in

Shanks.

2. Zyprexa's defect, the increased risk of diabetes, proximately
caused the State's damages, and on balance the benefits of
Zyprexa's design do not outweigh its inherent risk of danger.

The second method of proving phannaceutical design defect under Shanks is to

show that the design of the drug proximately caused the plaintiffs damages, and the

Plaintiff's Memorandum Describing Its Claims and Proofs
State afAlaska v. Eli Lilly and Campany, Case No. 3AN-06-5630 CN
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defendant fails to prove that the benefits of the mug outweigh the inherent risks of its

design. IS

In Shanks, the Alaska Supreme Court alticulated a multi-factored test for the trier

of fact to consider when deciding whether a mug's benefits outweigh its risks. Those

factors are:

The seriousness of the side effect;

The likelihood that the side effect will occur;

The feasibility of an alternative design that would eliminate or
reduce the side effect without reducing efficacy;

The harm of an alternative design in reduced efficacy or new side
effects; and

balance. The evidence will include:

The State's evidence, much of it already developed in the Multi-District Litigation

I) Epidemiological and endocrinological evidence addressing the
seriousness of Zyprexa's side effects, including that the use of
Zyprexa requires constant monitoring and carries significant risks of
hyperglycemia, diabetes, and diabetic complications such as
blindness, amputation, and death;

See id.

See id. at 1196-97.

The seriousness of the condition for which the drug is indicated. 16

000103
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16

15
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2)

3)

4)

Epidemiological evidence showing that the likelihood of the side
effect __ developing diabetes as a result of taking Zyprexa -- IS high,
with studies indicating that Zyprexa users are three to four limes
more likely to develop the disease than non-users;

Expert testimony that alternative drugs effectively. treat
schizophrenia and bipolar disorder and do not carry nsks Similar to
Zyprexa; and

Expert testimony that alternative drugs effectively treat the off-label
uses for which Zyprexa was marketed and do not carry the same
serious side effects.
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That the risklbenefit balance did not justify marketing Zyprexa will be particularly

easy for the State to show with respect to the off-label uses for which Lilly promoted

Zyprexa. For the many individuals who were prescribed Zyprexa for treatment of

depression, anxiety, geriatric dementia, general malaise, and countless other maladies as

a result of Lilly's "Viva Zyprexa" marketing campaign, the drug carried no benefit

whatsoever. There are many other efficacious alternative drugs that have been approved

for these conditions and they do not carry the serious diabetes-related side effects.

As the above sections show, under either prong of the Shanks test, the State's proof

of Lilly's liability for damages caused by a design defect does not require the testimony

of nwnerous patients or physicians.

B. Strict Products Liability -- Failure to Warn

The Alaska Supreme Court explained the basis for a strict liability claim for

failure to warn as follows:

Plaintifrs Memorandum Describing Its Claims and Proofs
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Under a strict liability failure to warn theory, if the plaintiff proves. the
product as marketed posed a risk of injury to one who uses the product In a
reasonable and foreseeable manner and the product is marketed WIthout
adequate warnings of the risk, the product is defective. If such a defect is
the proximate cause of the plaintiff's injuries, the manufacturer IS strictly
liable unless the defendant manufacturer can prove the nsk was
scientifically unknowable at the time the product was distributed to the

plaintiff. 17

In evaluating the effectiveness of a warning, adequacy is generally evaluated with

the following factors in mind: (I) whether the scope of risk or danger posed by the

product is clearly indicated; (2) whether the extent or seriousness of hann resulting from

the risk or danger is reasonably communicated; and (3) whether the warning is conveyed

in a manner likely to alert a reasonably prudent physician. 18 In the context of prescription

drugs, the warning should be sufficient to put an ordinary physician on notice of the

000105

nature and extent of any scientifically knowable risks or dangers inherent in the use of the

drug. 19 The State will present evidence that clearly demonstrates Lilly was well aware of

the risk of that serious hazard from day one. It should be undisputed that Lilly did not

provide these warnings until forced to do so by the FDA.

Id. at 1200.

See id.

17

18

19

Zyprexa's association with hyperglycemia and diabetes and its related complications

before the drug was introduced to the market, and thus Li IIy should have warned about

See id. (citing Polley v. Ciba-Geigy Corp., 658 F. Supp. 420 (D. Alaska 1987».
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-
The State's proof for this cause of action is much the same as already outlined

I)

above for otller claims:

The State will prove tile product poses a risk of severe hann by using
Lilly's own documents that establish Lilly knew that, when used as
recommended by Lilly, Zyprexa causes weight gam and IS

associated with diabetes and diabetic conditions;

2) The State will show the lack of adequate warning through expert
testimony and by demonstrating the 75 percent drop in new
prescriptions when proper warnings were given in Japan, as well as
tile drop-off in prescriptions in the United States after warnings were
provided;

3) The State will prove that the defects in Zyprexa proximately caused
the State's injuries using epidemiological data for Alaska's Medicaid
population, which should align with other studies that establish a
three- to four-fold increase in diabetes among Zyprexa users as
compared to a control group;

C. Violation of Alaska's Unfair Trade Practices Act

The State will quantify its damages through endocrinological and
economic models, as discussed above.

The State will show that the risk of diabetes was not only
scientifically knowable but was actually known by Lilly, using
intemal documents in which Lilly executives discussed the diabetes
problem; and

5)

4)

000106

B

Again, the State can meet its burden of proof on all elements of a prima facie case

without relying on testimony from individual physicians or patients.

The State must prove two primary elements to establish a prima facie case of

unfair or deceptive acts or practices under the Act: (I) that the defendant is engaged in
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committed an unfair or deceptive act. 20 Neither intent to deceive nor actual injury is

trade or commerce; and (2) that in the conduct of trade or commerce, the defendant

-•

required: "All that is required is a showing that the acts and practices were capable of

heing interpreted in a misleading way.,,21 Further, the act or practice need not necessarily

be deceptive to be "unfair" for purposes of this Act. A defendant's conduct may be

unfair and violative of the Act if it offends public policy as it has been established by

statutes, the common law, or otherwise; it is immoral, unethical, oppressive, or

unscrupulous; or it causes substantial injury to consumers or competitors or oilier

businesses22

Here, there should be no dispute that Lilly was engaged in trade or commerce.

000107

20 State v. Grogan, 628 P.2d 570, 573 (Alaska 1981); State v. O'Neil/Investigations
Inc., 609 P.2d 520, 534 (Alaska 1980). '

c

O'Neil/Investigations, 609 P.2d at 535.

Seeid.

21

22

The State intends to prove that Lilly's conduct violated at least five different provisions

of the Unfair Trade Practices Act23 Specifically, the State alleges that Lilly comm.itted

the following acts in violation of the statute:

23
" ~. ASd4~.50.47l (b) provides that the specifically enumerated acts are examples of
i:~ ~lr an t ;,ceptIve acts,': but conduct may violate the Unfair Trade Practices Act even

oes no It precisely within one of the listed categories.
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I)

2)

3)

4)

5)

-
Lilly represented Zyprexa to have characteristics, uses, benefits
and/or qualities that it did not have, violating AS 45.50.471 (b)(4).
The State will prove this violation with evidence that Lilly through
its representatives marketed Zyprexa as safe and effective, both for
uses for which it was approved by the FDA and for many uses that
were not approved. Lilly knew that the drug was not safe for any of
these uses.

Lilly represented that Zyprexa was of a particular standard, quality,
and grade suitable for consumption when in fact it was not, violating
AS 45.50.471 (b)(6). The proof of this violation is essentially the
same as in the previous paragraph.

Lilly engaged in conduct creating a likelihood of confusion or
misunderstanding, which misled or damaged purchasers of Zyprexa,
violating AS 45.50.471(b)(II). With a prescription drug, the focus
is on whether the prescribing physician was misled. The discussion
above outlines how the State will prove through expert testimony
that Lilly's campaign to promote the drug for unapproved uses
would mislead doctors.

Lilly used misrepresentations or omissions of material facts with the
intent that others rely on them in connection with the sale of
Zyprexa, violating AS 45.50.471(b)(12). Lilly's own documents
will prove that Lilly made intentional misrepresentations and
omissions of fact with respect to weight gain and diabetes, with the
mtent that physicians rely on these misstatements.

Lilly violated the labeling and advertising provisions of AS 17.20
which is a violation of AS 45.50.47 I(b)(48). The evidence for thi~
violation is that Lilly marketed Zyprexa for uses for which it was not
approved.

000108



If successful in proving any of these violations, the State may collect three times

its actual damages." As discussed in preceding sections, the State will prove its actual

damages by showing that, due to Lilly's misrepresentations and other unfair acts,

physicians prescribed Zyprexa in situations where they othelWise would not have

prescribed the drug, and, without the misrepresentations, the incidence of diabetes in

Medicaid patients would have been much less. Further, there would have been less direct

cost to the State, as the drug would have been used only for the very limited indications

for which it is approved. Through epidemiological and endocrinoligical studies, and

statistical and aggregate data about the Medicaid population, the State can quantify its

actual damages. Once again, testimony about any individual consumer of the drug is not

required to meet any portion of the State's burden of proof under this cause of action.

D. Negligence
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See, e.g., Mulvihill v. Union Oil Co., 859 P.2d 1310, 1314 n.4 (Alaska 1993).

•

26

See AS 45.50.53I(a).

25 See, e.g., Lyons v. Midnight Sun Transp. Servs., Inc., 928 P.2d 1202, 1204 (Alaska
1996).

24

The tort of negligence consists of four distinct elements: (I) duty, (2) breach of

duty, (3) causation, and (4) damages." The existence and extent of a duty is a question

of law.'6 "The concept of 'duty' in negligence encompasses a broad range of policy
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-
considerations underlying the detennination when, and to what extent, an individual

should bear the costs of a given activity.,,27 In general, the duty of care runs to all who

mjght foreseeably be injured by an actor's conduct.'8

The State's negligence claim is based on the unremarkable proposition that Lilly

had a duty to manufacture and distribute only drugs that would perfoml as intended, and

that, if marketed as safe, would in fact be safe when ingested in a reasonably foreseeable

manner. This duty was owed not only to consumers but to the State, whom Lilly

recognized as the financially responsible party.

The State will show with documentary evidence and testimony that Lilly marketed

a drug that it knew causes significant weight gain and increased risk of hyperglycemia

and diabetes, and that Lilly deliberately marketed the drug without adequate warnings of

the known risks and for uses well beyond its approved indications. By this conduct, Lilly

breached its duty to the State because it knew or should have known Zyprexa would

cause serious health injuries to Medicaid patients and knew or should have known that

the State would be injured by having to bear the financial costs of treating those illnesses.

000 I 10

Maddox v. River & Sea Marine, Inc., 925 P.2d 1033, 1036 (Alaska 1996).
27

28

..

See Lynden Inc. v. Walker, 30 P.3d 609, 614 (Alaska 2001).
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A defendant's negligent conduct "may be the legal or proximate cause of the

plaintiff's injury if the negligent act was more likely than not a substantial factor in
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bringing about the injwy.,,29 As discussed above, the State will prove that Lilly's

negligence was the proximate cause of its injuries through expert testimony and

epidemiological evidence. For the reasons discussed above, the State only needs to prove

the extent of damages caused by Zyprexa to the group of Alaska Medicaid patients as a

whole, and need not identify each individual patient who developed diabetes as a result of

taking Zyprexa. The State will prove its claim by showing that, as a direct result of

Lilly's failure to include warnings of Zyprexa's side effects in the United States, Alaska

Medicaid recipients suffered numerous injuries for which the State has been and will be

financially responsible. The expert testimony and epidemiological evidence are more

than sufficient to demonstrate that Lilly's conduct was a substantial contributing factor in

bringing about the State's damages. The State's damages, as discussed above, are the

E. Fraud

Zyprexa.

000 I' ,

29
P. G. v. State, 4 P.3d 326, 334 (Alaska 2000).
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conditions who would not have developed these conditions had they not been prescribed

In Alaska, "[t]he elements for a cause of action for knowing misrepresentation or

deceit include: a false representation of fact, scienter, intention to induce reliance,

past, present and future costs of treating Medicaid recipients with diabetes and diabetic
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justifiable reliance, and damages.,,30 Scienter means that the defendant knows the falsity

of the representation31 Specific intent to deceive is not required; rather, it is sufficient

that the defendant have reason to expect that its false statement will influence the other's

conduct32

To prove its fraud claim, the State will present evidence to show that Lilly

represented Zyprexa as safe and effective for a variety of conditions, knowing that it was

not safe and expecting and intending that others would rely on that false representation.

As outlined above, the State will show that Lilly's fraudulent misrepresentations about

Zyprexa and its side effects were the proximate cause of damages to the State and its

Medicaid program. Key evidence on the fraud claim will include:

32

1I

2) Lilly's internal documents showing that Lilly was aware of
Zyprexa's risks and side effects at the time it was issuing misleading
marketing materials to physicians, and knew that the marketing
materials were misleading in nature, thus satisfying the scienter
requirement;

Barber v. National Bank ojAlaska, 8 I5 P.2d 857, 862 (Alaska 199 I).

See City ojFairbanks v. Amoco, 952 P.2d I 173, 1176 n.4 (Alaska 1998).

See Lightle v. State Real Estate Comm 'n, 146 P.3d 980, 984 (Alaska 2006).
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•

I) Lilly's own internal documents and marketing materials showing
that its marketing campaign to doctors -- including Alaska doctors -­
contained false representations about Zyprexa's design, risks, and
side effects;

30
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l
( 3) Lilly's internal documents and ma:keting materials that i~tructed its

sales representatives to shun d,scussIOn of Zyprexa s dlabetes­
related side effects and to misrepresent that connectIOn so as to
induce physicians to rely on Lilly's positive pmmotion~ and to
prescribe Zyprexa to their patients, demonstratmg the mtent to
induce reliance;

4) Expert testimony that physicians justifiably relied upon Lilly's
misrepresentations as the drug manufacturer;

5) Statistical evidence, including Lilly's own internal documents,
showing that when the misrepresentations were made, prescriptions
went up, yet when Lilly began to issue adequate warnings,
prescriptions decreased, demonstrating that physicians as a whole
relied upon the misrepresentations, and altered their prescribing
practices once those misrepresentations were revealed; and

Lilly well knew, when it instructed its drug representatives to make fraudulent

misrepresentations to Alaska physicians, that the State was by fa: the la:gest purchaser of

proximate cause of the State's monetary damages.

Damages in the form of increased costs of medical ca:e for the
affected Medicaid population, as described throughout this brief.

6)

000 I 13

through the purchase of Zyprexa for Medicaid patients. These facts establish that Lilly

foresaw the harm to the State and that Lilly's fraudulent misrepresentations are the

misrepresentations were inevitably going to damage the State's Medicaid department

patients who developed diabetes after using Zyprexa. Lilly also knew that its

Zyprexa, as well as the purchaser of much of the medical care that would be required by
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The preceding sections of this brief touch frequently on the nature of the State's

damages, and how it intends to prove these damages; this section offers a few comments

V. NATURE AND E>"'TENT OF THE STATE'S DAMAGES AND INJURIES

As with each other cause of action, the State does not need testimony from

individual physicians or patients to prove any element of this claim. The statistical,

expert, and documentary evidence that the State will present amply addresses the

question of justifiable reliance on Lilly's misrepresentations within the medical

community. Statistical and expert testimony will prove the State's damages.

l
(

(
(

000\ 14

See Pluid v. B.K., 948 P.2d 981, 985 (Alaska 1997).

See Lyndon fllc. v. Walker, 30 P.3d 609 (Alaska 2001).
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J3

plaintiff will sustain in order to enable it to make an intelligent determination of the

extent of the loss.,,34 That there may be some uncertainty or difficulty in measuring the

damage does not bar plaintiffs damage claim. It is necessary for the State to prove the

fact of damages. However, "[0}nce the fact of damages has been proven to a reasonable

basis upon which ... [to} estimate with a fair degree of certainty the probable loss which

damages, which it can do by producing evidence that gives the jury "some reasonable

It must establish with "reasonable probability" the nature and extent of any future

specifically focused on proving damages.

As plaintiff, the State must prove it damages by a preponderance of the evidence?3
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Pluid, 948 P.2d at 985.

Thus, the State will specify the annual and recurring resources associated with
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J5

mellitus, pancreatitis, and other serious acute diabetic events as well as secondary injuries

such as heart attack, stroke, blindness, and amputation. While medical experts may

identify the complete "standard of care" for each type of complication, Medicaid only

covers a portion of the tests, procedures, and resources needed in the standard continuum

good medical practice to diagnose, treat, and manage patients with type-2 diabetes

needed as a patient progresses from diabetic complication to diabetic complication.

complications. Diabetes is a progressive disease. Experts will describe the care that is

and expert testimony the percentage of diabetics who go on to develop specific

expected once a patient develops diabetes. The State will prove through clinical literature

endocrinolgical testimony, the State will demonstrate the medical sequelae which may be

the amount of care occasioned by the increase in diabetes. Through the use of expert

literature, and treatnJent guidelines (introduced through expert witnesses) to demonstrate

of diabetes related to Zyprexa use, the State will rely upon endocrinology, clinical

the item of damage.,,35

After demonstrating through epidemiological studies an increase in the incidence

probability, the amount of such damages, on the other hand, need only be proven to such

a degree as to allow the finder of fact to reasonably estimate the amount to be allowed for
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(

of care. The State will seek compensation only for its actual costs. Billing and coding

experts, therefore, will testify about the codes that identify procedures covered under

Alaska's Medicaid program, and they will identify the rates that Medicaid pays to health

care providers for the covered medical services.

Proving past damages is relatively straightforward. To prove future damages,

actuaries and statisticians will testify from the State's records about the amount of time

the average Medicaid recipient with the specific complications remains on the Medicaid

rolls. Thus, the State will be able to calculate with reasonable certainty the amount of

damages the State will suffer in the future as a result of the introduction of Zyprexa into

VI. CONCLUSION

Alaska's Medicaid population, it need only prove the amount of damages to such a

..
000 I 16
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The evidence produced in the MDL proves the defectiveness of Zyprexa. Similar

and additional evidence will be developed through discovery in this case.

Epidemiological evidence proves the relationship between the established defect and the

degree as to allow the jury to reasonably estimate the amount to award. Yet again, the

proof will be through expert witnesses and aggregate data. The State can prove its

damages claim without presenting testimony by individual physicians or patients.

that it has suffered and will suffer damages as a result of Zyprexa's introduction into

the State Medicaid population. Once the State proves by a preponderance of the evidence
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damages suffered. Endocrinological evidence provides an explanation for the causal

relationship between Zyprexa and weight gain, diabetes, and diabetic-related conditions.

Furtber, experts in endocrinology explain the course and treatment of persons who

contract diabetes as a result of taking Zyprexa. Thus, Alaska has more than ample

evidence to prove its case in chief, and there is no need to take testimony from numerous

doctors or Medicaid Recipients.
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pTimary agents used to treat bipolar disorder.
Although conventional antipsychotics also have

jell]. Guo. Ph.D.. Paul E. Keck.jr.• M.D.. Patricia K. Corey-Lisle. Ph.D.• HongU. Ph.D..
Dongmingjiang. Ph.D.• Raymondj.ng. ph.D.• and Gilbert]. Utalien. Sc.D.

Study Objective. To quantiEy the risk of diabetes mellitus associated with
atypical antipsychotiCS compared with conventional antipsychotics in

managed care Medi.caid patients with bipolar disorder.
Design. Retrospective nested case-control study.
Data SouTce. lntegrated seven-state Medicaid managed care claims database

[romjanuary 1. 1998-December 31. 2002.
Patients. Two hundred eighty-three patients with diabetes (cases) and 1134

contrOlS matched by age, sex, and the index date on which bipolar disorder

was diagnosed.
Measurements and Main Results. Cases were defined as those having an

International Classification of Dtseases, Ninth Revision diagnosls or di.abetes
or those receiving treatment with antidiabetic drugs. Both case and contTol
patients had 3l1easl a 3_month exposure to either conventional or atypical
antipsychotic agents or three filled prescriptions related to treatment for
bipolar disorder. Of the 2B3 cases, 139 (49%) received atypical
antipsychotics (olanzapine, risperidone, quetiaptne.. ziprasidone. and
dozapine) and 133 (47%) were prescribed conventional anlipsychoncs. To
compare the risk for new~Ot1Set diabetes associated with atypical versus
conventional antipsychotics, we conducted a Cox pro,?ortional haz.ard
regression, in which we controlled for age; sex; duration 'o[ bipolar disorder
{allow-up; use of lithium, anticonvulsants, antidepressants. and other
drugs; and psychiatric and medical comorbidities. Compared with patients
receiving conventional antipsychotiCS, the risk of diabetes was greatest
among patients taking nsperidone (hazard ratio IHRl 3.B, 95% confidence
intervallCI) 2.7-5.3), olanzapine (3.7, 95% Cl 2.5-5.3). and quetiapine
(2.5.95% Cl 1.4-4.3). The risk for developing diabetes was also associated
with weight gain (HR 2.5. 95% Cl1.9-3.4). hypertension (HR 1.6,95% Cl
1.2-2.2). and substance abuse (RR 1.5. 95% Cl1.Q.-2.2).

Conclusion. Olanzapine, risperidone, and quetiapine are. aU associated with
d~velopment or exacerbation of diabeteS mellitus in patients with bipolar
dlSord~..When prescribing therapy for this patient population. metabolic
comphcanons such as diabetes. weight gain. and hypertension need to be

considered.
Kei.t..:~~;'~~. diabetes. bipolar disorder. atypical antipsychotics. managed care.

(Pharmacotherapy 2007;27(1):27-35)

Traditionally, mood stabilizers such as lithium
divalproex. and carbaroazepine have been th~

Risk of Diabetes Mellitus Associated with
Atypical Antipsychotic Use Among Medicaid Patients
with Bipolar Disorder: A Nested Case-Control Study
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MeLhods

Data Source

Our data source was a multistate managed care
claims database (PharMemcs, Watertown, MA).
The database covered over 45 million individuals
enrolled In managed care organizations with 70
health plans, including seven state Medicaid
managed care programs, in (our U.S. regions;
Midwest (34.1%), East (15.6%), South (23.9%),
and West (26.4%).1) The database included each
pa[i~nt's dar~ of enrollment and pharmacy,
medical, and mstitutlonal claims. Each medical
clai~ was recorded with accompanying diag­
nosuc codes from the International Classljkation
of Di"",,,, Ninth Reviston OeD-9) that justified

PHARMACOnlERAPY Volume 27, Number 1, 2007

for diabetes of 4,7_5.8.)4·25 An analysis based on
the World Health Organization'S adverse drug
reaction database found that these agents had an
HR for diabetes as high as 10.22.26 Several cases
of diabetic ketoacidosis and diabetes associated
with atypical antipsychotics have bee~ repor~ed'
among adultl1 and pedi8triclS•

29 panenrs wtth
bipolar disorder. Although atypical antipS~~

choties are widely used to treat mania, thelT
association with diabetes onset has not been
adequately quantified in patients with bipolar
disorder. lO

Not only is the Medicaid program the
dominant payer for mental health services in the
United States,'l but the number of MedicBid
enrollees in managed care or§anizations has
increased since the mid-1990s.J Studies using
Iowa and California Medicaid claims dalabases
have found lhat patients with schizophrenia
exposed to clozapine or olanzaplne were at
increased risk for type 2 diabele5.13• 11 Yet, very
little information exists about the risk of diabetes
associated with antipsychotic drug use among
patients with bipolar disorder in the managed
care Medicaid population.

We hypothesized that atypical antipsychotics
would present a different risk for diabetes than
conventional antipsychotics. Our objectives were
to investigate the association between atypical
antipsychotics and diabetes mellitus in patientS
with bipolar disorder in the managed care
Medicaid population and compare it with the
association between conventional anripsychotics
and diabetes in the same patient population. In
assessing the risk for diabetes, we cOnlTOlled for
key covanates such as age, sex, and psychiatric
and medical comorbidities, as well as concomitant
drugs that affect patientS' risk for hyperglycemia.

From the College or Pharmacy, University of Cincinnati
Medical Cenler, Onclnnad. Ohio (Drs. Guo and Jang); the
Institute for Health Policy and Health Services Research,
University of Cincinnad, Cincinnati. Ohio (Dr. Guo); the
Department of Psychi;ltl)\ University or Cincinnati College
of Medicine. Cincinnati, Ohio (Dr. Keck); the Mental Health
Care LIne Rnd General Oinical Research Center, Cincinnati
Vetel"2Tl.5 Affairs Medical Center. Cinclnnnti, Ohio (Dr.
Keck); Br!stol-Myers Squibb Pharmaceutical Research
InstltUt~, Wallingford, Connecticut (Drs. Corey-Lisle. li,
and Litalien); and (he BioslatiSlics Division
Gbuco$rnlthKline Pharmaceuticlll, Philadelphia:
Pennsylvania (Dr. Jiang).

Presenlcd al the Intcrnntiom.1 Conference or
i~~acoepidem\Ology,Bordeaux. France, August 2G-25,

Supported by a grant from the BrlSlol-Myers SqUibb
~~:c~~:~.tlcal Research lnstitule, Wallingford.

Address reprint req,ueslS to Jeff J. Guo, Ph.D., University
o~ c.lncl~nal1 Medical Center, 3225 Eden Avenue,
C.ncmmu.OH .qS267-OOOi; e-mail;jeff.gu~c.edu.
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been prescribed to treat acute mania, long-term
maintenance use of these agents is limited due to
their intolerable adverse events, including
akalhisia, extrapyramidal symptoms, and tardive
dyskinesia. Atypical antipsychotics (aripiprazole,
dozapine, olanzapine, quedapine, risperidone,
and ziprasidone) are generally regarded as having
lower risk for causing extrapyramidal symptoms
than conventional antipsychotics; they have been
used with increasing frequency in the treatment
of bipolar disorder since the mid-1990s.1-f This
trend may renect the antimanic or mood­
stabilizing properries of atypical antipsychotics
and their favorable tolerability profiles compared
with convmtional agents.5-1 Recent clinical trials
suggest that antipsychotic augmentation might
be efficacious for treatment of bipolar depres­
sion.1-9 Unforrunately, atypical antipsychotics are
associated with metabolic complications that
place patients at risk for weight gain, altered
glucose metabolism. dyslipidemia, myocarditis,
and cardiornyopathy.lo-D

The increased risk for diabetes associated with
atypical antips)'chotics may reflect direct effects
of these drugs on l3-cell function and insulin
action. 1o. II Several published srudies, including a
number of retrospective cohort studies, have
shown associations between the development of
diabetes or glucose intolerance and the atypical
anripsychotics clozapine, olanzapine, and
tisperidone in patients with schizophrenia. l 4-U A
research group reponed hazard ratios (HRs) for
diabetes risk of 1.1-1.2 in Veterans Affairs
patients who received atypical antipsychotics.H

Two groups in the United Kingdom found that
atypical antipsycbotics were associated with HRs
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Figure 1. Patient [low diagram of incident cases or diabetes
mellilUS and controls (TOm patients with bipo tar disorder in
the United Stat~s managed care Medicaid population,
1998-2002. 'Inodent case.s or diabeteS were identified by
either earliest diagnosis of rnurnatlonal cta.ssiJkatlon oJ
DistlUtS, Ninth R£Vtslon nCD~9) code l~O.xx or \reatroent
for diabetes. ~Eigh[}'-nine case panents with fcwer th~n five
rmtched controls were included tn ,he analysts.

DlABETES RISK IN MEDICAID PATIENTS WITH BI1'OLAR DISORDER Guo <t al 29
incident cases of diabetes, we checked ~edic~l
and prescription claim records fOT any dia~os\S
or treatment of diabetes before the diabetes mdex
date. Patients wert rejected as cases if they had a
prescription for oral antidiabetic agen~ before
the diabetes index date. The oral anudlabetic
agents identified were suUonyl,urea dTU~S (ac~to­
hexamlde, glipizide, glybunde), ". b,guanlde
(meLforrnin). thiazolidinediones (p\oghlaZone.
rosigliw:one), a_glucosidase inhibitors (acarbose,
miglilol). and the new drugs repaglinide and

na~~~~d:~x date of bipolar diagnosis was the
first date of diagnosis indicated by designated
ICD-9 codes for bipolar disorder during the
study period. For each case. ~e matc~ed fi~e
controls according to age at bIpolar diagnOSIS

index date (standard deviation of :s yrs), sex, and
the month and year of diagnosis of bipolar
disorder. Controls meeting the matching criteria
were selected at random using SAS, version 8.0
(SAS Institule Inc., Cary, NC), so[tware. Controls
were selected (rom a population of patients who
had been diagnosed with bipolar disorder but
were not diagnosed with or treated for diabetes at
any time during the soody period. Because the

Study Cohon ldentification
As shown in Figure 1, from 1998-2002 a total

of 48,965 managed care Medicaid patients had at
least one diagnosis of an affective disorder (lCD­
9 code 296.xx) or cyeto.lhymia (lCD-9 code
301.13). We excluded 4841 patients with
schizophrenia (295.xx), 30.624 patients with
depression only (296.2x and/or 296.3x), and 29
patients aged 6S years or greater during the study
period. These exclusions enabled us to assess
patients with bipolar disorder while avoiding
confounding due to patients who had schizo~
phrenia and/or depression or who were eligible
for both Medicare and Medicaid. The final
cohort consisted of 13,471 patients with bipolar
disorder indicated by any of the following lCD~9
codes: 296.0, 296.1, and 296.4-296.8. Because
less than 0.1% of the study group had cyclothymia,
patients with that disorder were not categorized
separately.

In keeping with other published retrospective
cohort studies,I)-l) we selected a cohort of
patients who had a minimum of 3 months of
exposure to atypical or conventional antipsy­
choticS or at least three filled prescriptions
related to treatment of bipolar disorder dUring
the study period. Incident cases of diabetes were
identified by either the earliest diagnosis of lCD­
geode 2SD.xx or treatment (or diabetes after the
first identified use of antipsychotics. The date for
the first diabetes diagnosis or first use of
antidiabetic drugs was defined as the diabetes
index date. To ensure that we were ideOlifying

Study Design
We used a retrospective nested case~control

Cpopulation.based case-control) design. Claims
da.. rromJanuary I, 1998--December 31, 2002 (5
calendar years) were reviewed. To protect patient
confidentiality. we deleted patient names,
insurance plan identification numbers, and other
pati.ent identifiers from the claims. dat~b~se,
Randomized patient numbers and panents blrth
yearS were used for identification and calculation
of age. The research project was approved by the
University of Cincinnati Medlcal Center's
institutional revi.ew board.

the medical service. This geographically ~iver­
sified claims database provides a large quan~l)' ~f
health in{ormation perUl.ining to the Medlcald
population. The use of Medicaid o.r m~nage.d
care claimS databases for pharmacoe~dem101og'lc
studies has been well documented. I". ,H.:».:H
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Results

Table 1 summarizes the characteristics of the.
study population. During the 5-year study
period (1998-2002), of the 13,471 managed care
Medicaid patients with bipolar disorder, 1730
(13%) had at least one presCription for atypical
antipsychotics, 1918 (14%) had prescriptions for
convenlional antipsychotics, 1048 (8%) for
lithium, 3013 (22%) for anticonvulsants, and
4011 (30%) for antideoressants.

The first cohorts we selected consisted of 323
case patients who developed diabetes arter the
bipolar index date and after their firsl
antipsychotic drug exposure and 12,432 control
patients who had bipolar disorder but not
diabetes during the study period. We then
excluded eight case patients who received insulin
for type 1 diabeles and 32 case patients who were
unmatched with contTols. This resulted in 283
cases of diabetes and matched 1134 connols.
Eighty-nine cases that had fewer than five
controls/case were kept for the study. Most of
those cases were adullS older than 50 years. The
age and sex of these cases and controls were
similar.

As shown in Table 1, treatment with atypical
antipsychotics, conventional antipsychotics,
lithium, anticonvulsant drugs, and antidepressant
drugs was more prevalent among cases than
controls. or the 283 cases, 133 (47%) received
conventional antipsychotics, and 139 (49%)
r~ceived.atypical antipsychotics. Because only
five pauems « 2%) received more than one
atyp~cal antipsychotic during the study period,
we did not categorize this patient group.

~orn.pare~ wit.~ patients receiving conventional
antipsychoucs, the risk ror diabetes was sueatest
among patients taking risperidone (HR 3~8, 95%
Cl 2,7-5.3), olanzapine (HR 3.7, 95% Cl
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Statistical Analysis

All analyses were perfonned with SAS, version
8.0. Descriptive statistics were used to expl,ore
patient demographics and drug use categones.
The age of each patient was si.mply the age at
bipolar diagnosis. We conducted the C,ox
proportional hazard regression to assess the nsk
for diabetes associated with antipsychotic drugs
due to the consideration of time-to-event with
censoring and covariates. We determined hazard
ratIOs for each risk factor with 95% confidence
intervals. Patients taking conventional
antipsychotics weTe: the referent group in our
comparison of diabetes risk among patients.

30

month and year of bipolar diagnosis were pa~l of
the matching criteria, the calendar tIme
distributions of the bipolar index date were the
same ror both cases and controls.

Drug Use and Covariates

We classified antipsychotiCS as either conven­
tional or atypica1. The atypical <tntipsychotics
were olanzapine, risperidone, quetiapine,
ziprasidone, and clozapine. Aripiprazole was not
included in this analysis as it was not available
during the study period. The conventional
antipsychotics were haloperidol, chlorpromazine,
Uuphenazine, loxapine, molindone, perphenazine,
thioridazine, trifluoperazine, thiothixene, and
pimo2ide. Other anti psychotics, such as thioxan­
thenes (nupenthL'Xol, zuclopenthixol), pipotiazine,
and methorrtmeprazine were not included in this
study because they were not available in the
United SUltCS.

Published reports indicate that some drugs
elevate blood glucose levels in some patierHS.
Thus, om analysis incorporated data on adminis­
tration of any of the follOwing drugs during lhe
sludy period: a.-blockers (e.g., doxa1.osin,
prazosin. lerazosin), I)·blockers (e.g., atenolol,
betaxolol, bisoprolol), thiazide diuretics (e.g.,
chlorothiazide, chlonhalidone, poly thiazide),
corticosteroids (e.g., methylprednisolone,
hydrocortisone), phenytoin, oral conuaceptivcs
containing norgesierol, and va\proic acid.lll.J6.l7

For bOlh cases and controls, all prescription
drug claims for treaunent of bipolar disorder and
diabetes were abstracted and reviewed. The
follow-up period began with each patient's first
bipolar diagnosis date and ended with the index
dene oi diabetes, the end or the srudy period, or
the end of the patient's enrollment in the
managed care Medicaid program, whichever
came nrst. We used dichotomous variables to
indicate whether a patient had received
concomitant drugs known to be associated wil.h
diabetes or hyperglycemia. All drug claims were
identified by national drug codes.

In addition 10 drugs known to affect the risk of
diabetes, we adjusted the analysis for psychiatric
cOLUorbidities (alcohol abuse, substance abuse
disoTder, personality disorder, anxiety disorder,
and impu!se·conlrol disorder) and medical
eomo.r?tditles (hypertension, weight gain,
anhnll~, cerebral vascular disease, chronic
obstrucuve pulmonary disease, dyslipide.mia, and
coronary heart disease. The ICD-9 codes were
used to identify comorbid condilions rrom either
hospital or clinical enCOUnters.



31

b
I Characteristic

Ca5e:s Controls
(n_183) (n-1131)

"Somepatien15 rueived more thlln one drug.
'Ar:ticonvulnn[$ WCft dlvallllOQ and CIIrb~m.zepine.

"Some patients wen diagnosed wtth more than one «Imorbld condino:\.

Discussion

This multistate, population-based, nested case­
control study examined the risk of diabetes
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addition, patients whose bipolar disorder was
coupled wi Ih substance abuse, hypenenston,
and/or weight gain had a significantly higher risk
for di.abetes than their counterparts.
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139 (.9.l2)

51 (lB.02)
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129<'15.5B)
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Age (yrs)
S 12
13-11
18--34
3>-49
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Sa
Female
Male:

psychoL~e:ra:peulic drugs'
Lithium
Anticonvulsantsb
Acypics\ anlipsychotics

Olanzapine
Queti2pine
Risperidone
Ziprasidone
Clozaplm:

AntidepttSsants
Convenli.onalontipsychoncs

Other concomitant drugs'
13·Blcx:kers
ex-Blockers
Corticosteroids
Thiazide diuretics
Oral contraceptives
VaJprokacid
PhenYloin

Psychlamc comorbldilles'
Alcohol abuse
Substanceabll5c
A01I:ietydisorder
lmplllse-conlrol disorder
Personalirydisorder

M«lical comorbidlrtesc

Hypertension
weight gain
Arthritis
Chronic obstrucLive

pulmonluy diSelist
Cere-oral YlIScular dis~
Coronary heart disuse
Dyslipidemia

2.5-5.3), quoti.pine (HR 2.5. 95% CI 1.4-4.3),
and the anticonvulsants divalproex and
carbamazepine (HR 1.6, 95% Cl 1.2-2.1; Table
2). These data were obtained in a process that
controlled for the covariates of age, sex, and
duration of follow-up; use of lithium, anti­
convulsants, and antidepressants; concomitant
drugs (not related to bipolar disorder); and
psychiatric and medical comorbidities. In
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received either dozapine or ziprasidone. Long­
term data from large, randomized, controlled
trials are needed to more explicitly examine the
association between diabetes and various atypical
antipsychotic drugs.

As shown in Table 2, in addition to
antipsychotic use, diabetes risk is also associated
with weight gain and hypertension. As the
literature indicates, olanzapine, clozapine, and
risperldone aTe associated with weight gain,IJ,045,046
hyperlipidemia, and hypenriglyceridemia, all of
which are independent risk [actors [or heart
disease. I... H, i8 Our findings of elevated 1-fRs for
weight gain and hypertension make it likely that
the incident cases of diabetes we identified were
associated with metabolic syndrome. Our data
also show that patients with substance abuse
have a heightened risk for diabetes. It is possible
that these patients might have less healthy
lifestyles, poorer drug compliance, or poorer
access to health care services than patients
withoUl substance abuse."9 . '0 'Poor drug
compliance might lead to drug overdose, which
could increase the risk for diabetes in this
population.:»

Our study had several limilations. Children.
women, and low-income populations are
overrepresented in the Medicaid population.
Thus, our findings might not be indicative of the
general population. We inferred drug use from
automated pharmacy claims data. Although
baseline drug use differed between cases and
controls, we tried to adjust for these differences
with the Cox proportional hazard model.
Because of the. retrospective nature o[ a claims
database review, we could not assess individual
patients with regard to severity o[ bipolar
dis~rder, socioeconomic class, lipid profiles,
fasnng glucose concentrations, or changes in
body mass index related to weight gain.
~o.reover, data on patients' ethnicity were

mlssmg when PharMetrics (data vendor)
collected medical claims information [rom
participating managed care organizations.
Another concern is that clinicians may have
prescribed one drug versus another based on
patients' specific symptoms. We attempted to
re~uc~ this potential confounding bias by
adJustlr;tg. ~or known concomitant drugs and
comOrbldltles. We also included dyslipidemia
a,nd co[on~ry heart disease as comorbidities, as
t~ese proV1~e a rough proxy [or patienrs at high
rIsk for. diabetes. It is possible that we
underesumated the prevalence of diabetes due to
our study's limited time window, changes in
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associaled with use of antipsychotics in Medicaid
patients with bipolar disorder. After controlling
for personal risk [actors and concomitant drug
use, we found that patients receiving atypical
antipsychotics for bipolar disorder are at
increased risk for diabetes. Our findings add to
the body of observational evidence indicating
that certain atypical anti psychotics may be
associated with an increased risk for diabetes
among patients with bipolar disorder. 11

-
19

It is
unclear, however, whether the diabetes in the
study population is due to the use o[ atypical
antipsychotics versus the underlying condiLion of
bipolar disorder versus characteristics or the
Medicaid population, such as low socioeconomic
status, poor overall physical health, unhealthy
lifestyles. and poor access to health care services.

Atypical anti.ps)'chotics are genernLly regarded
as having less potential for causing extrapyra­
midal symptoms emd a higber serotonin:dopamine
receptor affinity compared with conventional
antipsychotics.11. 12 Recent literature indicates
that clozapine, olanzapine, and rispendone are
mOTe likely to be associated with diabetes
(indicall~d by diabetic ketoacidosis and an
atheroS!:enic Hpid profile) than other atypical
agents.I". 111, 29, 38. YJ One possible mechanism for
hyperglycemia is impairment of insulin
resistance, which may occm because of weight
gain or a change in body fal distribution or by a
direct effect on insulin-sensitive target tissues.2.IO.ll

Our findings are comparable to data from
published pharmacoepidemiologic studies of
patients with schizophrenia.I"t, ~u For ex.ample,
reponed HRs for diabetes in patients with
schizophrenia were 1.2-5.8 for olanzapine and
1.1-2.2 for nsperidone.l"t. H-~.:» These values
can be compared with the HRs we obtained for
the same drugs in patients with bipolar disorder:
HR 3 7 (95% CI 2.5-5.3) [or oJanzapine and 3.8
(95% C1 2.7-5.3) [or risperidone (Table 2). Aher
controlling for comorbidities, personal risk
factors, and concomitant drugs, we also found
that quetiapine increases the risk for diabetes in
patients with bipolar disorder (HR 2.5, 95% Cl
1.+-4.4). Although quetiapine has been linked
to diabetes in case. repons,"t(l..."t) earlier studies
have failed to confirm this associat1on?J This
may be due to their small sample sizes or lack of
control for confounding variables.~~ The HRs
associated with clozaptne (HR 2.9, 95% Cl
0.9-9.6) .and ziprasidone (HR 4.3. 95% C1
l.O-]8.~).m our srudy were large, but they were
not statlsucally significant. This might be due to
the small number of patienrs in our study who

o
I
iO
I:>
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Table 2. Hanni Ratios rOT Diabetes Risk
'hri.lble Ha:.aro lUno' 9S%CI

1.636
2.516
0.920

0,623
1.491
1.257
O.'t99
1.096

1.329
0.669
I.DiB
1.251
1.766
0.359
0.428

1.000
3.664
2.476
3.771
4.297
2.672
1.016
1.571
1.138

0.960-1.839
0.23~1.907

O.77~1.117

0.807-1.947
0.829-3.761
0.0'19-2.640
0.161-1.098

0.865-1.921
0.702-2.129
0.'88-2.188
O.8U...4.182

0.390-0.996
1.033-2.1:52
0.963-1.640
0.183-1.360
0.673-1.783

L:!08-2.216
1.876-3.375
0.535-1.582

1.000
2.'42-5.161
1.427-4.296
2.699-5.269
0.976-18.923
0.862.-9.575
O.729-1.i16
U53-2.140
0.842-1.538

Pyschothtnp~ticdrugs
COn....entional antipsychotic
Glanzapine
Quedaplnc
Risperidone
Ziprasidone
Clozap\ne
Lithium
Anticonvulsantb

Antidepressam
Othcr concomitant drugs

f>.Blocker
Cl-Blocker
Corticosteroid
Thiazide diurt:tic
Ora! contnccplive
Valprolcadd
Phenytoin

Psychiatric ccmorbldilles
A1cohol.busc.
Substance abuse
Anxiety disorder
tmpulse-c.onrrol disorder
Personalitydtsorder

Medical c:omorhiditles
Hypencn...ion
Weighlgaln
Arthritis
Chronlcohsfnlctive

pulmonary disease 1.289
Cerebral vascular dl.sease 1.223
Coronury heart disease 1.134
Dyslipidcmia 1.8+'1

I

~

CJ_tQnftde.llteinterval.
'Ml)d~ for age, sex, bipolar foUow-up months, use of dT'llgs, psydtl:UrlC and medical
eo:noro:dltles.
'Antltonvu\sl.n1.$ wert; d1v:dproex and Clrbamattpln~

managed care enrollment, and the. fact that some.
mental services may not have been billed to
partents' managed care organizations. Finally, we
identified comorbid conditions by diagnostic
codes without considering the contribution of
drugs to weight gain, hypertension, cerebral
vl'\scular disease, and other disorders.

Despite the above limitations, our study adds
to the limited literature about diabetes risk in
patients with bipolar disorder in managed caTe
Medicaid programs. h provides useful information
on disease management strategies in terms of
selection of mood stabilizers and consideratlon of
relc~am comorbidities for patients with bipolar
disorder, especially the managed care Medicaid
population. Atypical amipsychotics provide
great benefit to a wide variery of individuals with
psychiatric disorders; nevenheless, they have a

c

constellation of adverse effects related to
increased risk [or weight gain, diabetes, and
dyslipidemia.lo. u

Conclusion

The atypical antipsychotics olanzapine,
risperidone, and quetiapine are consistently
associated with increased risk for diabetes in
patlentS with bipolar disorder after adjustment
[or relevant risk factors. Metabollc complications
are a clinically important issue for patients
receiving antipsychotic therapy. The choke of
olanzapine, risperidone, or quetiapine for a
specific patient with bipolar disorder should
involve consideration of each agent's risks and
be.nefits, with attention to comorbid conditions
rele.vant to the patieTIl's risk for diabetes. Thus,
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the propensity of an antipsychotic agent to
induce or exacerbate diabetes is a critical
consideration in the selection of an agent to [Teat
bipolar disorder.
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1. Introduction
Epidemiology is the field of public health and medicine tha~ srudies the inci­
dence, distribution, and etiology ofdis~se in human popub.ttons. The pUlpose

ofepidemiology is to better undeo:t'2nd disease causatio~ and t,O preve~t~
in groups of individuals. Epidemiology assumes that diseaJc IS not distributed
nndomly in a group of individuals and that identifiable subgroups, including
those exposed to certain agents. are at increased risk of contracting particular
diseases. 1 .

Judges and ju~es increasingly arc presented with epidemiologic evidence as
the basis ofan expert's opinion on causation.2 In the courtroom, epide~oJogic
research findings) are offered [0 establish or dispute whether exposure to an
agent· <;allsed a humful effect or disease. s Epidemiologic evidence identifies

1. Although rpidmtiolog:i3D may condur:t studies ofbend'tcial ~Ho:nb due prevent or t'~ diseau;
or other medial condiriolU, this rcfen!nco: guide men exclusively to outcomes IllI diseues, because they
an: lhe monnl ou[~mes in moujlldieW proceedings In which epidemiology is involved.

2. Epidemiologic srudi~ h.ave:: b«n weD received by court5 trying mass IOTt wilS, Well-'OIldlll;ted
INdies are uniformly admitted. 2 Modem Sd=ti!ic Evidence: The~w and Science of Expert Testi_
mony § 28-1.1. at 302-<13 (David L, Falg:mw C( a!. eds... 1997) (herciruJia Modem Scienlific: Evi­
dmee). It is imj)OCUnl to nOle that often me c:xpm totifying bJore the COlJrt it not the Kirnt»t who

conducted the.muiyorlcrioofltUdio. 5«, e.g., Od.UQ v.MendDow Phamu.., Inc., 911 F.2d 941,
953 (.xl Cir. 1990) (poediaoie pharmacologist e:.cpcr"~ crcdentialJ sufficient punuant to FC'd. R. Evid.
702 t,o interprct cpidcmlalosJc nudies md render an opioitmlwcd thereon); if. Landrigan v. Cddtcx
Corp.• 605 A.2d 1079, 1088 (NJ. 1992) (epidemiologist pcnniaed co testift to both Ql!ncnJ t=UJlltion
mdJP~fie a1usztion);Loud~ v. Dow Chern. Co., 863 F.2d 566, 569 (8th Cir. 1988) (toxicologiJt
peJ111itted to ltitify that ch.emieal caused decedent's d~[b).

3. An o:pidc:miolog.kJNdy, whichofml b published ina mediaJjtlwnal orotherscicntificjOllnul.
it hearsay. An epidemiologic study dat;, performed by the governmcnt, JUch IS one perfonncd by the
Cerllcn for'Disc::ue Cootrol (CDC), may be admiSJ,l"b1c based on the t1~y ex.=eption for govcmment
reconk C'OIltainc:d in Fed. R. bid. 803(8)(C). S« Elli, v, International Pbytex, Inc" 745 F.2d 292,
300-01 (41h CiJ. 1984); Kelun v. PnJctc:r llr C:amble Co., 580 F. Supp. 890, 899 (N.D. lo~ 1982),
tsffd Jlib 110M. Kehm v. Proclc:r llr C:amblc Mrg. Co., n4 F.2d 613 (BUl Clr. 1983)./\ ltudy th:ac is noc
<:onduC1cd by the governmenr might qll.ilify for the lamed treatise exception to the bu.n.3)' rule. Fed.
R. EvKl.. 803(18), ot: pouibly the l;:ICdWI ellccptions. Fed. R. Evld. 803(24) llr 804(5). .5ft ETUJ, 745
F.2d :at30S, J06llr n.18.

In any cue, an epidemiologie ltudy miglR be part tlflhe basis ofan cxpert', opinion:and need not be
independently admiuible PUmlatlt to Fed. R. Evid, 703. Sft: In It "Agent Onnge" Prod. Li:ab. Litig.,
611 F. Sllpp. 1ZZJ, 1240 (E.O.N.Y. 19115), <tff'd, 818 F.2d 187 (2d CU, 1987), «11. tlrl1icl(487 U.S.
1~4 (l~8);.if. CnuiI v.Jo~~viDeCorp., 591 ....2d671, 676 (NJ. Super. Ct. App, Div. 1991)

~:~':~I~~~i~~;~3,.,denee to lupport expert't opinion under NewJcncy e:videnriuy rule

4. We ule "lC'ltlo refer [0 any JUbrbncc extem.aJ to the hurnan body th~tpocentWfycausesdi~
01' omu hc:aJth effe.etJ. TIn.ll, druB', devic;es, ehemic;W., ndiulon, and minerals (c.g., aJb~~) are all
agents WhDiC IOxi~ty VI epidemio/opt might explore.... Jingk :agent or:a number of iDdcpendent
:agenu may CIIUC disc:ase. or the eombined presence of two or more :agents m:ay br nc<:ctAry for rhe
development of the dise:au;. Epidc:rniologilts :aho tondlla studies of iQdividu:aJ eh:ane:terittiel, lu,h ll:l

blood p~o~re ~d ~c:t, ~hich might pDie rUb, but motc studies are r3fC1y of interest in Judicial

=~~~a:~:~:t;.mlY aha eonduct ltudies of dnlgt ~d oilier phumauutiul prodaa. to

5. OeLIlClv, Mcrrc1l DowPh:amu., Inc., 911 F.2d 941, 945--48, 953-59 (3d Cir. 1990) (Iitis:ation
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~gents that &1'1: assodated with ;10 ino:eased risk ofdisease in groups ofindividu­
als. quantifies me amount of excess disease that is associated with an agen~. and
provides a profile of the type of individual who is likely to coomet a disease
after being exposed to an agent. Epidemiology focuses on the question ofgen­
eral causation (i,e., is the agent capable of causing disease?) nt,her than that of
specific.causation (i.e.• did it cause disease in a p,uticular individua1?).6 For ex­
ample, in the 19SOS Doll and Hill and others published articles about the in­
creased risk oflung cancer in cigarette smoken. Doll and Hill's studies showed
that smokers who smoked ten to twenty cigarettes a day had a lung 'cancer
mort:ility f2te tharwas about ten times higher than that for nonsmokers.' These
studies identified 2I1 association between smoking cigarettes and death from
lung cancer, which contributed to the determination th:lt smoking causes lung
cancer.

However, it should be emphasized that "n lUSociation is not eIluivaJ,nl 10 caUSQ~

tion.' An association identified in an epidemiologic study mayor may Qot be
causal.v• AsseS3ing whether:m association is causal requires an undersanding of

over momingsidcnCSl drug. B~dectin); Cook v. United States., 5045 f. Supp. 306. JD7-16 (ND. Cal.
1982) (swine ftu vaccinc a1I~ to mvc,c:;owtd plaintiff'_ GuUbin-&ITC diKuc); Allen v. Uniccd
SQta. 588 F. Supp. 247. 41~25 (0. Ubh 1984) (midents nur atOmic;. to( .iu cbi,aud exposun: to

radption ~medleukcminndotberesnee",).mo" "" "1I,,,rl"'*"lU. B16 F.2d 1417 (10th Cir. 1987). em.
'~Iird, '1B4 U.S. 1004 (1988); lH ~ "Agent Onngc" Prod, Liab. Lirigo, 597 F. Supp. 740, 780-90
(E.D.N.Y. 1984) (Viel~m veterans cxpo:Ied to Agr:nt Oranrand dioxin contaminant brought.uit for
various disease:!' and binh dd"e«3 in lheir-of&pring). '.f!", 818 F.2d 145 (2d Cir. 1987); Chriltophcntn
v. Amcd-Signal Corp .. 939 F.2d 1106, 1115 (51h Cir. 1991) (a.oc:Cf alleged to have retulted from
exposure 10 nickd-<:admium filma). '01. drmnl, SO~ U.S. 912 (1992), Kc:hm v. Prockr&: Gamble Co.,
S80 F. Supp. 890, 8911-902 (ND. Iowa 1982) (trude moc:k syndromc:aLJ~ to n-sull from UJeofRely
wnpom), #ff'~ mom,,,. Kehrn v. Procter&: Gunblc Mfg. Co" 724 F.'ld 613 (Bth Cit". 1983).

6. Thi, tenninology and th~ distinction bttWec:n gencnl causation and 'pecific causalion U widety
:ecogni.:.ed in court ~niofU. Sa, e.,., K~Dey v. Ammc:an Hcycr.Scbll1tc Corp., 957 F. Supp. 873.
875-76 (W.O. Ta. 1997) (n:cognizingthc dilT~t concepti of~nmal causation~ ,peclfic c.IUS;I­

tion), IIppral dimtwcJ, 139 F.3d B99 (5th Cir. 1998); Cav~o v. Star Enler., 892 F. SUPP' 756, 771 nj4
(ED. V•. 1995), '.f!'dlnp<Jrfmdm>'ditt".,,,, JOS Fjd 1150 (4th Cit. 1996), U1f. dtllicJl, 522 U.s. 1044
(1998); Casey v. Ohio Med. ProdI.. 877 F. Supp. 1380. 1382 (N.D. Cal. 1995). For, ~uion of
'pecific a~on, 5« infra SVII.

7. RiebaniOoU&A. BndfocdHiD,L.f\fC.ana:rllndQMrGnIJCJ"'DuthjrrRf/atiott""~2
Bril. Med.J. 1071 (1956). . •

. ~. Scr KdJey v. AmeriCUl. H~Cf-Schulce Cmp.• 957 F. Supp 873. 878 (WD. TClt- 1997). IIJ'PtIlI
dlSffJll#d, 139 F.3d 899 (5th CIT. 1998). Anociarion is more fully diacwse:d iJifi. § HI. The tmn i:s used
t~dcscribc thenbdonship between two events (e.g.., o:xposu.re ro~ chemical _getlt lnd devdopmenr of
diJe.ue) t~ OCC\ll more ~ucntly logctbQ thul ono would expect by ch~nce. Assocbtion doc:I nol
ncceu;rrily unply a esUJ,ai effect. Caw.arion is wed to deJeribc the awxiation between rwo events when
ooe. "cnt is a.Dcccuary link in ;I elvin ofeveDD lhat raulu in cbc: effect. Of course. a.lternative ca.wa1
clmm may CX~t tNl do nol incl~c the agent but that result in tbe lame effecl. Epidcmiologjc methods
c:lJlJlO{ dcdUetlvdy ptovc ea~on: indeed. all cmpUi~y hued .cience cannot UJinmtivdy prove a
QwaJ reb.tjon. Src, f.g., Stephan F. W~, nr u,lr ..rc..usllllrifftC~fIn Medidn.:, irt CaIUa.l Infereoce

~~~=;:;·~fe~~~8~. HOWf'Yer. epidemiologic evidence unjtutift an infcn:nce tbatao

9. ~r;rifrIlSIV.
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the strengths and weameucs of the study's design and iinplementation, as wen
as a judgment about how the study findings fit with other scientific knowledge•
It is imporcmt to emplwiu .that most studies Nve flaws. '0 Some flaws arc
inevitable given the limiD oftechnoJogy and resources. In cv:l1uating epidemio.­
logic evidence, the: key qUC5tiOIU, then, are the extent to which a study's Ibws
compromise its findings and wheth¢r the effect of the BaWi can be ~HCJ$Cd and

taken into account in making inferences.
A fInal' caveat is that employing the results of group-based studies of risk. to

make a cauw determination for an individu.al plaintiff is beyond the limits of
epidemiology, Nevertheless, a substantial body oflega! precedent has developed
that addresses the use ofepidemiologic evidence to prove ausation for an indi­
vidual litigant through probabilistic means, and these cases are discusscd liter in
this reference guide."

The following sections of this reference guide address a number of critical
u$ues that arise in considering the admissibiliry of, and weight to be accorded to,
epidemiologic research findings, Over the past couple of decades, courb fre­
quently have confronted the use of epid~miologicstudies as evidence and rec­
ognized their utility in proving causation. As the Third Circuit observed in
Dtuca v. Merrell Dow PnarmaeeutirMs, Inc.: 'The reliability of expert teUimony
founded on reasoning from epidemiological data is ·generally ~ fit subject for
judicial notice; epidemiology is a well-established bnnch ofscience and medi­
cine, and epidemiological mdeDce has .been accepted in numeroas cases."'2

Three basic issues arise when epidemiology is used in legal disputes and the
methodological soundness of a study and its implications for resolution of the
question of Cilusation mwt be iUSC:SSed:

1. Do the results of an epidemiologic study reveal an association I>etween an
Agent iIlld disease?

2. Wh~t sources oferror in the study may have contributed to an inaccunte
result?

3. If the agent is associated with dise~, is the re12tionship cawaJ?

Section II explains the differentJcinds ofepidemiologic studies, and section III
addresses the meaning of their outcomes. Section N examines concerns about
the methodological validity of:l study, including the problem ofsampling er-

10. Ser III R' Orthoped.ic Bone Saew Prods..l.iab. LititJ.. MDt No. 1~1., 1997 U.S. DiA. LEXIS
~1 ...t'*26-*27.(E..D.Pa. Mey S, 1997) (holding tNt da.pite potential fOr5IWenJ b~t5 in IIt\,ldy that

may .. -. rendttilli c;;onclusiom mKl;\lnte," the~wasw8icimtlyreliable to be adrrtinibk);J h
L. Ganwirth'1!4trnra Gil/de"" SlIM)' lWeotdo, 36}urimetriaJ. 181, 185 (1996) (rniew em ) {'~Iil
C2n1~~~~;:IS~~totaltjaJ&w in 11tatisric:al analyW.;. Y

12. 9t1 F.2d 941, 954 (J~ ~ir. 1990); 1«.~Smith v. Oltho Phum. Corp.• no F. Supp. 1561.

~~~~Dliti~~~:t) (expb.i.ning Incnued reliance or courts on epidemiologic: evidence in loJtic
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R.if«na Cltitk Oft EpCJ-Jolozy

Far more courts have confronted the role that epidemiology ~laYJ with~
gard to the $ufficiency of the evidence and the ~u.rden ofprodUC7bon. -r:e ~viI
burden of proof is dC3Cribed most often ~ reqwnng the: f2ct finder to ..::1ieve
that what i1 sought to be proved, , , is more likely trUe than not true, The
'reJ:ative risk. from epidemiologic studies can be adapted to this 50% plus standard
to yield a probability or likelihood that an agent caused an individual's dis­
ease.l36 An important C3veat is oecesSilry. however. The discussion below speaks
in tenns of the ffi2gtlitude of the relative risk or association found in a study.
However, before an association or rdative risk is used to make 2 statement
about the pro~biliryofindividual causation. the inferential judgment, described
in section V, that the association is truly.causal rather than spuriow is·required:
"{AJe agent alnnot be comidered to Quse the illness .of a specific penon unless
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concluded dut UI uaoQltion be~omwnpon Il'e and meruuuaUy re~ted TSS ltoxic!hock ~dtomeJ
eaie5 exi$U:1, a.ff" mb I"'''''. Kehm v, Procur & Gamble Mfg. Co., 724 F.2d 613 (Bth Cir. 1984).

HotW-y ooncems [Ny limit the independent Idmiuibili~of the study (.1ft' n,p" note 3). but the
RUdy could be relied on by an expert in fonningan opinion and may be Idrniu.ible paDu"nt to Fed. R.
Evid. 703 u part of the underly{ng raetl CIt dna relied on by the expert.

In Ellii It. IJlUm,lill",,1 Pfll}'f~, ['1(" 745 F.2d 292, J03 (4th Cir. 1984), the court concluded tNt
cenain epM!emiologie S1udies were ldmiJsible detpite aiticism of the methodology used in the JlUdies.
The CQun Ildd !hat the clainu of bits went to me swdies' weight ~lher th;1n their admiuibility, Cj.
ChrinQphc:nenv. t\llied-SignaJ Corp.. 939 F2d 1106, 1109 (5th Cir. 1991) rlu I pen! rule, qUQ­

tiom rehting to the ~ea and 1QW"Cei of an expert', oplniQn aff'm the weight to be asaigned that
opinion ~ther dun its Idmiuibility .... 1, mt. JDlitJ, S03 U.S. 912 (1992).

134. Evc:n if evidence ii rel~nt, it may be c:xdu~d if ill probative value if substlntWIy out­
weighed by prejudice, conf\nion, or inefficiency. Fed. R.. Evid. 403. However. exc:huion ofan other­
wiae tdevmt epidc:miQlogic study on Rule 403 grounds is untikdy.

In D~lbBf 1'. Mtndl~ PMmtllCtHliarlt, "1(.• 509 U.S. 579, 591 (1993), tne Court invoked th.
eooeept of "fit.,"which addtcuc:l the re~tiomhiporan expert', lCimtifie opinion to the facta ofme ease
and the issues in dlipute;ln a roxie subltance cue in which cause In act ia dilputed, an epidemiologic
ltUdy orthesame agurt tQ which iliepbintilf_ exPOled mu exunined the i.s.\oci.ttiQll with the lime
diaease from which the pbinliffsuffers would undoubtedly hive IUfficient "fi~ to be a part ofthe basis
ofIn expert'. opiniQn. The Coun'J concept of"fit," borrowed &om U"ittd SlMes- .... ~"l, 753 F.2d
1224,1242 (3d Cir. 1985), IPP~ equiv&lmt to dll' mOJ't Wnitiu eYidmtiuy ccoup' ofprobative
value:, albeil one requiring auaunrnt of the scientifien:uotUllg the expe:tt UICd in dn:wmg infetenl;CS
from mttbodolQg')' or data to opinion...

135. 2 EdwanlJ. Devitt & Owlc:a IBbamu, Federal Jury Pru:tice and ImtructiOl'l S71.13 (3d
cd. 1977); Set ,!ill United Sptes v. Fatko, 458 F. Supp. 388, <403 (EDN.Y. 1978) rQu~ed, the
~~~~~~(~d would be 50%+ probabk.'1. 4'd, 603 F.2d 1053 (2d Cit. 1979), Ulr. kItkJI,.

136. An adherent of the &equcnti:11 Khool of .tatistiCi would reWt dUs adaptation, which may
explain v.:hy 10~y e.p~oIogim and toxi~logUa aha raiat it. To take the step identified in the
tCXI.ofIISltIgur epideauologlc study outcome to detenninc the probability ofspccific causation rtquiJc:a
a ,hili from:a &equmcht approach, .....hidl involvc:a s.ampling or trequency data &om an empirical Lest, [
a sUbj.ective pr~bility about a discrele event. ~u" a fi~uc:nrist might wen• .tier cooduetins :
AIJ1pting teu, 11m &m ofthe b~ i:n an opaque conuiner ue bllle. The same frequc:ntilC would res.ist
the ~ell\en: "The pr~~Ui~ that a single ball rmloved from the box and bidden behind. screen is
~ue IS~. The.ball ....ather blue or not, and no fi~uentistdata would permit the bnet mltment.
f1.1b~e u ~ JlIlPcilly ngoroua defitUti<>n ofwhat a slUemc:nt of pro}labUity mea.oa with reference to

In lQd.ividlDllmtancc. .." Lee Loevinger, On u,R/(lItId .5Od"lllgy, 32JurimetriaJ. 527, 530 (1992); xc:

. ,~.
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A. .. c

~t MlfJIucl 0l'I ScimJifi€ E»idnta

it is recognized as a cause archae disease in gener.l.1. ••1J7 The following discussion
should be: read with this caveat in mind. llI

The threshold for concluding that "aD agent W3.5 mo~ likely than not tbe
cause of an individu:tl', disease is a rebtive risk greater than 2.0. Recall that a
relative riSk ofl.O means due the agent has no effect on the incidence ofdisease.
When the relative risk [eOlches 2.0, the agent is responsible for an equal number
of cases of dise::a.se as all other background causes. Thus, a relative risk of 2.0
(with certain qualifications noted below) implies a 50% likelihood that an ex­
posed individual's disease ~as caused by the agent. A relative risk greater th:m
2.0 would permit an inference that 'an individua.l plaintiffs tii3i~se was more
likely than not caused by the implicated agent.1)9 A substantial number ofcourts

in a varie~ of coxic subsbnces cases have accepted this reasoning. l40

<lGo Slcn Gold, Nott. CnlJ<ltll1ff in Tcmc Torts: 8lmfou gf PrNj. SIMIJ.rds gf PtnwuilHl Imrl Sl4I;slit.'
EviMll't, 96 Yale 1..]. )76. J82-92 (t986), Subjective prob3bil.iti~about discrete eventl are the product
ofJdhertnts to !byes Theorem, S« IU~. Ill!"" oote 67, at 54-62; David H. Ka~ & David A. freed­
nun, R..efc:rmce Guide on Slal'istia SIV.D, in Ibis TTUJlual.

1J7. Cole, SUp'" nolC' SJ,:n 10284.
138. We empha.ri:e lhi:I OYc:at, both beause it is nOf intuitive and because lome ,aura h.1ve f;ailecl

10 apprecDte the dtffe:rcnee between an ~bon and a c:a\U:ll. I't:btionship. &or, c.z., Forsyth Y. Eli
Lilly & Co.. Civ. No. 95-00185 ACK. 1998 U.S. Dist. LEXIS Sit, at1t26--"31 (0. Haw.Jan. 5, 1998).
BIll J« Berry v. CSX Tr:ln.p.• Inc" 709 So. 2d S52, 568 (Aa. DUt. Cr. App. 1998) ("From cpMkmio­
logiOllllodin demoJUtf;lling an ~ociation, an epidcmioJogist mayor may not infer that i C2usaJ rc~~
tioluhipex:lus.').

139, Sn: Oavjes v. Daupoint Corp., No. 94-56--P-DMC,'1995 U.S. Disl. LEXIS 21739, al *32­
'*)5 (0, Me. Oct. J I, 1995) (holding that epidelluologin couk! testify about ipccific ow:nion, basing
such Icstimony on the probabilities derivod from epidemiologic evidence).
'. 140. SceOeLun v. Mcrrdl Dow Pharr",., Inc., 911 F.2d 94t, 958-59 (3d Cir. 1990) (Bendccon

allegedly caused limb rl:duqion birth defects); It! rtJoint E. & S. Din. AJbeslOiLitig., 964 F.2d 92 (ld
Cit. 1m) (rd.tive risk la.s dun 2.0 may itill be: sulfident 10 prove cauution): D,ubcrt v. MareJJ Dow
Phamu., Inc" ~3 f.3d 1311, 1320 (9th Cir.) (requiring that p1.a.lntilfdcmorutnte a relative risk of2).
arl. dmlul, 516 U.S. 869 (199S); Pickv. American Mcd. S)'L.lnc.. 958 F, Supp. 1J51. 1160 (E.D. La.
1997) (reccsnixingthat a rebtive risk of2 ~p1j~ a SO% prob3bJ"lity ofspecific calWltion. but recogniz­
ing thaI a .Ndy with a la.wer rdxive ride is adtniuible, although ultinurdy it m.ay be irouflicient 10

'uppon, verdict on czusation); Smdcnon v. Illternational Aavol'l ac fragrances. Ine:•• 950 F. Sopp,
981, 1000 (C.D. Cal. 1996) (adcnowlcdging a rda;tivc risk of2 as a threshold fD(" plaintiff to prove
specific calmoOon): Manko v. Uniled 5UIC$, 636 f. Supp. 1419, 1434 {W.O. Mo, 1986} (swine flu
vxcine allegcdty c:awed GuilIajn·Barre l)'I"ldrome), ~J'J Ix pfIJ1, 830 F.2d 831 (Bth CiT. 19B7); ManIer
v. C.D. Searlc &: Co.. 630 F. Supp. 1087. 1092 (D. Md. 1986) (peNie inRarnmatofl' dUU3C: aIlcscdJy
awed by Coppcr7 IUD), ".ff'd".Arltwl"1'.nob,.,/PL Whcdahanv. G.O. Searle &: Co.• 814 F.2d 655 (4th
Cit. 1987): III rr ~Agent Change" Prod. tub. Litig.., 597 F. Supp. 740, 835-37 CE.D.N.Y, 1984) (A~t
On:tge allegedly awed ~ wide variecy of dbcasc:s in Vietnam Vetc:ram~ their offipring), ".1J'rl, 818
F2cf 145 ('2.d Cir. f987),.~ drnlttl~ 48' U.S. 1004 (1988); Cook Y. UrtitedSolcs, 545 F. Supp. 306,
308 (N.D, Cal. 19S2) (swine: flu Vlcone aI1egc:tfly c.alUCd GW!bin.BarrE: syndrome); Undrigan V. Cdolex
Corp.,6OS A.2d 1079, 1087 (N.J. 1992) (rebtivc: ~k gJUtqthan 2.0 "supponfs] an inference that the
C'XpQ$UfC Was the: probable: Q;UlC of the disease in I specific member of tha cxpal'ed populatioo"):
M~U O~w ~., Inc. v. HJlvner, 953 S,W.2d 706. 718 (T.:x. 1997) (''The Uie ofscicntificilly
reliable: epldeffilolojpcal Jtudie:s Jlnd die reqUoiI'llmCflI of more dian a doubling of the ~k :Itrika a
bala!".:.: bttween !hI; need. of~ leg;..) .system IJ1d tl,e limits ofsciencll.'). But if. I" re Fibreboa.rd Cor:p..
893 F.2d 706, 711-12 (5th Cif. 1990) (Thll COUI"\ diupproved a trial in which ievllr;J representative
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exposure '0 the agent ",wed the pWntiffs dis=e. Similarly, an individual phintilf
O12y be able to rule out otber known (background) causes of the~e. such as
genetics, tbat increase the likelihood that the agent was respo~ble for due
pWntitrs disease. Pathological-mechaIUsm ~~enc~ may I~e available for the
plaintiffcb.t is relevant to the C2\UC of the pJamtiff's disease. Before any C:lUSaJ

relative risk. from an epidemiologic study can be used to estimate the probability
thOle the 2gcnt in question caused an individual plaintiffs disease, comidention
of lhese (and similar) factor.; is required. l46

Having additional evidence that bears on individual causation has led a few
courts to conclude that a plaintiff may satisfy his ot her burden of production
even ifa reb.rive risk less than 2.0 emerges from the epidemiologic evidence,l4T
For example, genetics might be known to be responsi.ble for SO% of the inci­
dence of a disease independent of exposure to the agent.I" If genetics can be
ruled out in an individual's case, then a relative risk gte2ter than 1.5 might be
sufficient to support an infe~nce that the agent W2S more likely than not re­
sponsible for the plaintiff's disease. 149

145. Stt Tobin v. Altr.I Phann. Prods., Inc.. 993 F2d 528 (6th Cir.) (pbintilTs expen relied pre~

dominantly on p~~hogenic evido:J>Ce), rrrf. derid, 510 U.s. 914 (1993).
146. 5ft Merrell Dow ~h,mu., Inc. v. Havner. 953 S.W.2d 706. 720 (Tex. 1997); Mu)' urter

hndzuq, Note, PrfJOjD/C4I1rrrCI/USI//i,H1 ill To.zic WI/lIt Uligl/!k1r,. 61 S.~. L. Rev, 2075, 21()()-04
(1988). An example ofl judge sitting aJ ract finder and coos.iderirlg individud pcton (or a munber of
plaintiffi in dccidinlS !:Juse in fact is contained in AlItll v. thli~J SIIItes, SH8 F. Supp. 2-47, 429-43 (0.
U~h 19B-i).tnI·d,m~therpIllJJ,816 F.2d 1417 (10th Cir. 1987). arl. delllrd, 484 U.S. 1004 (1988);stl

. aw M;mko v. United Scota, 636 f. Supp. "'19, 1437 (W.O. Mo. 1986), IIJ!'J, 830 f.2d 831 (8th Cu-.
'1987).

147. Set, e.g.• Graui5 v. jotuu-Manvilli: Corp., 591 A.2d 671. 675 (N.J. Supc. Ct. hpp. Div.
1991): "Thc phyJicbn Ol" adler qtull6ce! expert may view the epidcmjoJogicallNdies and 6aor out
other known rUk &aon sum:u funily history, diet, aIc:ohoJ COlUUlJlpdon, 5fJ'KIking .•. or otbq filelOf'
which rnlgbt enMl'IC'C the mnaining riW, even though the risk m die iNdy fell U:lOft of the 2.0
t"om:btion." See lllsobl teJoint E. 05cS. ~ut.&batO$ Urig., 52 F..3d 1124 (2d Cit. 1995) (boldingthu
pbintilfeould provide sufficient evidc::ncll ofQUS;ltion withOUl: proving:l rebtivc riskgraterdDn 2); 111
W Joint Eo o5c S. Dist. lubc:nos Litig., 964 F.2d 92, 97 (2d Or. 1992), mr'g7S8 F. Supp. 199,~
(SD.N.Y. 1991) (requiring rebtivc rille in exCClt of2.0 for pbintiffto meet bunkn of production);
JOCla v. Owens~Coruing fibergfu Corp_ 672 h.2d 23D (NJ- Sup«. Ct. App. Div. 1996).

148. ~ Ire It. 1>300 R.R. Yald PCB Liug., 35 F.Jd 717, 758-59 (3d Cir. 1994) (diKw.dng me
t«hniquc of differential dilrgnow to rule out odIu known aUKS orII~e for:l Sf'ecifX: indMdual).

149. The ~e of probabiJitiC$ in CJl:C'at of .so to topport :l verdict rqWb in :an alJ.-or-nothillg
apPf1»Ch 10 cbm~eI tha~ some commencton have aitieiud. The criticism reflects the £let tN.t Men­
<boa respomiblc.for toXic agenu with a ~r:ive riskjWf above 2.0 may be required to pay dzm.sges not
only for the wease ~t thcit agents !:J~tld, but .ao for aJI iNUnees of tbe dUeaJe. Similarly, those
defendantl w~agen~ jncre;ue the~ ofwc:;ox by leu than ;a doubling may not be required 10 p~y

damages for any orme d~ease that thelrascntl gused. ~n. e.g., 2 American Law hut., Reporter's Study
on Enterprise RC$polUibility for Penol11llfliury: ApproAChes to Leg;d uxllmtitutional Clunge 369-75
(1991). To date, coum have not adopted a rule that would apportion chm~ but!d on the probability
ofawe in 6.~r in toxic .)llbuances cue$.
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THE SUPERlOR COURT FOR THE STATE OF ALASKA
THIRD JUDICIAL DlSTRlCT AT A CHORAGE

STATE OF ALASKA

Plaintiff.

YS.

ELI L1LLYAND COMPANY,
Case No. 3AN- 06-05630C1

Defendant.

ROUTINE PRETRIAL ORDER

Putsuant to the Unifoml Ptetrial Order "UPO"; Administrative Order

3AO-03-04 this Court hereby issues the Routine Pretrial Order in this case.

Trial Date

Trial will commence at 8:30 A.M. on March 3, 2008

Trial LengthlDivision

A jury trial~ been timely requested by a party. The jury will consist of

12 persons and alternates.

The trial will!ast ~ trial days, divided between the parties as follows:

Plaintiff 10.0 trial days and Defendant~ trial days. The tria! day

allocation includes each parties' jury selection, opening statement, witness

examination (including cross-examination of other parties' wi1l1esses) and closing

000138
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(';uc '0> O6.Q563OCi

Page 1of3

statement.



Summarv of Pretrial Deadlines

The following is a summarv of the deadlines imposed by the Routine Pretrial

Order. The parties and their attorneys are responsible for reading and following the

Alaska Civil Rules and the UPO, which contain the detailed requirements associated

with these deadlines. The dates listed are based on the forgoing trial date. These

dates remain the same even if the actual trial date changes, unless otherwise ordered

by this Court.

Move to Amend RPO

Amend Pleadings and Join Parties
withont Motion

Preliminary Witness Lists

Retained Expert ill

Snpplemental Retained Expert 10

Final Date to Serve Written Discovery

Join Specifically Identified Potentially
Responsible Persons and Determine whether
a Snfficient Opportunity to Join is Lacking

Other Expert Opinion Testimony Summary

Retained Expert Reports

Final Date to Depose Lay Witnesses

Dispositive and Rule of Law Motions

Motions Re Expert Opinion Evidence

Final Date to Depose Expert Witnesses

Discovery Motions

3AN·137CIV

RoulinePrelrialOrdtr

Case No. 06.(1563OCI

Page2of3

March II, 2007

February 9, 2007

March I, 2007

August I, 2007

September I, 2007

October 29,2007

October 29,2007

November 5, 2007

ovember 12, 2007

December 10, 2007

December 10, 2007

January 7, 2008

January 7, 2008

January 7, 2008

000139



Depositionffelephonic Designations

Deposition Objections/
Counter - Designations

Other Motions

Deposition Counter - Designation

Objections

Serve Jury InstructionslExhibits

Meet Re Jury InstructionslExhibits

Trial Briefs

Objections Re Jury Instructions/Exhibits

Plaintiff's Final Witness List

Defendant's Final Witness List

File Jury Instructions

Pretrial Conference

File Joint Exhibit List With Clerk

January 21,2008

January 28, 2008

February 4, 2008

February 4, 2008

February 4, 2008

February 11,2008

February 18,2008

February 18, 2008

February 18,2008

February 22, 2008

February 25, 2008

.c-F-=e.::b:..:rL::.:la:.:.rLy-=2:.::2cc, :.::2.::0.::0.::8__ at 3 :00 p.m.

March 3, 2008

Dated at Anchorage, Alaska this

ICerllf),thalon J-/Oru! a cop)'

Oflhe abo\'c order "'as mailed to each oflhe following

allhclradd~sofrecord:

E.!»ndcrs C.Sniffen
B JamIson

(~
= ,\dmlnislr.ItheAssistant

JA'I·137CIV

ROUllne Pretri31 Order

CaS( No 06-0S63OCI

Pagl:30(J

10th day of January, 2007

'lTJOJLk ~a.-,
Mark Rindner
Superior Court Judge
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IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRICT

STATE OF ALASKA,

Plaintiff,

vs.

ELI LILLY AND COMPANY,

Defendant.

)
)
)
)
)
)
)
)
)
)

Case No. 3AN-06-5630 CIV

LAW OFFICES
FELOMA.... ORLANS)CY &;

SANDERS
500LSlllEET

FOURTH FLOOR
<\"-':CHORACiE.AK 99501

TEL: 907.272.3538
FAX; 907.274.0819

ORDER APPOINTING DISCOVERY MASTER

Pursuant to Alaska R. Civ. P. 53, the Court hereby appoints

________ as the discovery master ("OM") in the above-captioned matter.

Subject to the procedures set forth in this Order, the OM is hereby authorized to decide

all issues arising under Alaska R. Civ. P. 26-37 in this action. The Court hereby sets the

following procedures and guidelines to be followed in submitting disputes to the OM for

consideration.

1. Before submitting a discovery dispute to the OM for resolution, the parties

shall make a good faith effort to resolve any such dispute. Any motion filed with the OM

must have the certification required by Civil Rule 37(a)(2)(A) stating that the parties

attempted to resolve the dispute prior to seeking the OM's assistance.

Exhibit I - Order Appointing Discovery Master
Plaintiff's Scheduling and Planning Memorandum
State ojAlaska v. Eli Lilly and Company, Case No. 3AN-06-5630 CN
Page I of4
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LAWQFFICES
fELDMAN' QRLANSKY &

SAl'DERS
SOOLSTRf£T
~OURTH FLOOR

....I·.CHORAGE.AK 99501
TEL. 907..272.3538
FAX: 907.274.0819

2. If the parties are unable to resolve the dispute, motions may be filed with

the DM. The party or parties to whom the motion is directed shall file an opposition

within seven days from the date the motion is served (10 days if mailed). Any motion

and any opposition shall be limited to 10 pages of argument and 30 pages of exhibits,

unless the filing party can make a good cause showing why additional pages are needed.

The party ftling the motion may file a reply memorandum. Any reply shall be filed

within three days from the date the opposition is served (six days if mailed). Any reply

shall be limited to five pages of argument and 10 pages of exhibits, unless the party filing

the reply memorandum can make a good cause showing why additional pages are needed.

Each side shall submit a proposed order for the DM's signature.

3. In the event that a discovery issue arises which requires immediate

resolution in order to prevent undue expense or delay (e.g., an issue arising over an

instruction to a deponent not to answer a deposition question at an out-of-state deposition

attended by multiple counsel), one or more parties may attempt to contact the DM by

telephone for his expedited ruling on the discovery issue. If the DM cannot be reached,

the party(ies) seeking immediate resolution of the discovery issue may attempt to contact

the trial judge for his similar resolution of the issue.

EX~ib~t I • Order Appointing Discovery Master
PlalOuff's Scheduling and Planning Memorandum
Stale ojAlaska v. Eli Lilly and Company, Case No. 3AN-06-5630 CIV
Page 2 of 4
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-
I · In hl·s dl·scretion, the DM may schedule oral

submitted to the DM for reSO utlOn.

argument on any dispute presented to him for resolution.

5. The DM shall decide the motions in the order they are received, unless a

[g
o
I

i..O
o

4.
Except as otherwise noted herein, all discovery disputes must first be

party can make a good cause showing why they should be taken out of order. The DM

shall endeavor to decide the motions promptly. The DM will issue a written decision on

each dispute presented to him for resolution.

6. The parties shall give telephonic notice to the DM's secretary that a motion

is ripe for decision.

7. Once the DM issues a decision, a party has a right to appeal the decision to

the Court. An appeal shall be flied with the Court within three days of the DM's decision

(six days if mailed) and will consist of a notice of appeal indicating which motion is

being appealed, the DM's decision, and the papers filed with the DM. The DM will

decide if his ruling will be stayed pending the Court's decision on appeal. If the Court

and fees. The Court shall have the discretion to make any award of costs and fees against

amnns the DM's decision in its entirety the Court shall award the prevailing party costs

OOOI~3

c..

Ex~ib~t 1 - Order Appointing Discovery Master
PlamtJfT's Scheduling and Planning Memorandum
State afAlaska v. Eli Lilly and Company, Case No. 3AN-06-5630 CIV
Page 3 of 4

an appealing party if it detennines that the appealing party did not substantially improve

its position from the DM's order or if there was not a good faith basis to file the appeal.

In support of the appeal to the court, the party appealing may file supplemental pleadings
UWOFFICES

FELD~lA."ORLA....SKY &
SA....OEilS

SOOlSTREET
FOURTIlFl.OOR

!\NCHORAGE, AK 99501
TEL:907.272.J538
FAX: 907.274.0819



LAW OFFICES
FELDMA!'': OlU.ANSKY &

SA."lOERS
500 LSTREET

FOURTH FLOOR
~CHORAGE, AK 99501

TEL; 907.272.3538
FAX: 907.274.0819

addressing the perceived error of the DM's order of not more than five pages. A single

response shall be allowed, with no reply, within five days of service of the supplemental

pleading in support of the appeal.

8. The DM shall schedule status conferences with the parties when necessary.

Any party may request a status conference with the DM to promptly resolve discovery

disputes.

9. The DM's fee is $ per hour. All parties shall pay an equal share of

the fees and costs of the DM unless he orders that the fees be allocated in some other

fashion.

DATED this __ day of , 200__

BY THE COURT

Mark Rindner
Superior Court Judge

E~ib~t 1 - Order Appointing Discovery Master
Plamuf:T's Scheduling and Planning Memorandum
~:~: 1c1/:ska v. Eli Lilly and Company, Case No. 3AN-06-S630 CN
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THIRD JUDICIAL DISTRICT AT ANCHORAGE

STATE OF ALASKA,

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

v.

association.

disqualified from practicing law in the State ofAlaska.

MOTION OF NONRESIDENT
ATTORNEY FOR PERMISSION
TO APPEAR AND PARTICIPATEDefendant.

Pursuant to Alaska R. Civ. P. 8 I(a)(2), defendant moves to permit Andrew R.

Applicant will be associated with Brewster H. Jamieson, ASBA No. 8411122, of

000145

practice in this court and the courts of this state. Brewster H. Jamieson consents to this

Lane Powell LLC, whose address is 301 West Northern Lights Boulevard, Suite 30 I,

Anchorage, Alaska 99503-2648, phone number 907-277-9511, and who is authorized to

United States District Court for the Eastern District of Pennsylvania, and is not otherwise

a member in good standing of the Bar of the Commonwealth of Pennsylvania, as well as the

defendant in the above-captioned action. Mr. Rogoff, as shown by the attached certificate, is

19103-2799, phone number 215-981-4881, to appear and participate as attorney for

Rogoff of Pepper Hamilton LLP, 3000 Two Logan Square, Philadelphia, Pennsylvania

ELI LILLY AND COMPANY,



. ,-

Pursuant to Civil Rule 8 I(a)(2)(D), proof of payment of the fee required to be paid to

Page 2 012

000146

DATED this 8th day of January, 2007.

Motion for Nonresident Attorney for Permis .
State ofAlaska v. Eli Lilly and C (C saon to Appear and Participate

omp"", ase No. 3:0S-cv-00088-TMB)

the Alaska Bar Association is also attached.



Supreme Court of Pennsylvania

CERTIFICATE OF GOOD STANDING

Andrew R. Rogoff, Esq.

DATE OF ADMISSION

October 25, 1977

The above named attorney was duly admitted to the bar of the Commonwealth of
Pennsylvania, and is now a qualified member in good standing.

Witness my hand and official seal
Dated: January 5, 2007

~~
Chief Clerk
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-
ALASKA BAR ASSOClAnON

P.o. Box 100279, Anchorage, Alaska 99510-0279
(9On 272-7489

lA~( tl SArv~06-V56Jo

c ~~(k \!6-L(i ~67

Rec'd.
By

027489
Hem·GJR

»-.
"'"'"-CIlITDlFr.-;l«lO-55a<l22o
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THIRD JUDICIAL DISTRICT AT ANCHORAGE

STATE OF ALASKA,

Plaintiff,

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

ELI LILLY AND COMPANY,

Defendant.

DEFENDANT' RESPONSE TO
PLAINTIFF'S SCHEDULING AND

PLANNING CONFERENCE MEMORANDUM

In response to the Scheduling and Planning Conference Memorandum submitted by

Eli Lilly and Company ("Lilly"), the State of Alaska's Memorandum virtually ignores the

serious and complex issues relating to liability and discovery. While the discussion that

follows does not contain a comprehensive analysis of the elements of plaintiffs claims or the

proof problems inherent in them, Lilly replies briefly to emphasize the complex nature of this

case and urge the Court not to leapfrog the difficult liability issues raised in the Complaint.

Necessary Discovery

The State of Alaska claims that its Medicaid program paid for Zyprexa®

prescriptions that would not have been written but for Lilly's alleged "off-label" marketing.

It seeks restitution for all Medicaid funds paid for Zyprexa prescriptions, as well as past,

present and future healthcare costs for Medicaid recipients allegedly injured by Zyprexa.

Ignoring the importance of individual case discovery and the statutory and common

law burdens it bears, the State asserts that it "intends to prove damages at trial through

statistical and epidemiological evidence," by identirying selected Medicaid recipients who

took Zyprexa and comparing the "number of diabetes-related injuries in that group with a

control group of patients with equivalent diagnoses who did not take Zyprexa.... The proof

will focus on the loss to Alaska's Medicaid program and will not require proof of loss to any

individual participant." State's Memorandum, at p. 4. Accordingly, the State envisions

000\49
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limited Alaska-specific discovery, no discovery of individual patients or prescribing

physicians, and an ambitious discovery and trial schedule.

In fact, the State's burden of proof goes far beyond "statistical and

epidemiological" damages evidence. First, the State will need to prove that conduct by Lilly

supports liability, and that the same conduct caused monetary damages. If the State meets

these burdens, it will then have to quantify and substantiate its damages to satisfy its burden.

Discovery Related to the State's Restitution Claims

First, the State seeks restitution for Zyprexa prescriptions that allegedly would not

have been written were it not for Lilly's marketing practices. To prove these claims, the

State will need to establish the causal link it alleges, i.e., that physicians prescribing Zyprexa

did so in reliance on misrepresentations by Lilly. Then, to the extent that the State is able to

satisfy its burden on causation, it will need to document the costs it seeks to recover.

To defend against the State's claims, Lilly will need discovery of the physicians

alleged to have prescribed Zyprexa for Medicaid recipients, and documentation of each such

prescription. For each prescription of Zyprexa, the State will have to prove that Lilly

improperly influenced the prescribing physician. Further, with regard to restitution, the State

will need to quantify the inappropriate Lilly-induced Zyprexa prescriptions written for

Medicaid recipients, and the cost of each such prescription. Because the State has not limited

its restitution claim in time or in any other manner, this alone presents a formidable discovery

task. The State's failure to limit its claims in time also raises complex issues related to the

applicable statute of limitations.

Discovery Related to the State's Claim for Recovery of Healthcare Costs

As noted, the State seeks recovery of past, present and future healthcare costs for

Medicaid recipients allegedly injured by Zyprexa. Once again, the State will face a heavy

burden of proof with respect to these claims. Though the State asserts that it requires no

discovery of individual patients, its claims for healthcare costs depend on proof that
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individual Medicaid recipients have suffered Zyprexa-related injuries in a population that is

disproportionately afflicted with diabetes and often the subject of varying medication

regimens. In other words, the State must prove the injuries it alleges, and will be required,

for every Medicaid recipient allegedly injured by Zyprexa, to prove that Zyprexa caused the

alleged injuries. In addition, because the State alleges that Zyprexa was prescribed for

Medicaid patients as the result of Lilly's marketing practices, it must prove that the patients

allegedly injured by Zyprexa would not have received the medication were it not for the

Lilly's alleged misconduct. Finally, if the State can meet these burdens on liability, it will be

required to quantify and document the costs it seeks to recover.

To defend against these claims, Lilly will seek medical records and/or depositions

of individual patients, depositions of prescribing physicians, and records related to all

relevant healthcare costs and projected costs. Defendant's proposed schedule, contemplating

ten Lilly depositions and no discovery related to individual prescriptions and treatment, fails

to account for the issues of individual proof required for the State to sustain its burdens on

both liability and damages.

Coordination with MDL Discovery

As discussed in its Scheduling and Planning Conference Memorandum, Lilly asks

this Court to enter an Order similar to that entered by the Superior Court of California in the

case of Joel Algario, el al. v. Eli Lilly and Company, Case No. BC347855, a copy of which is

attached as Exhibit A to that Memorandum. The Algario Order recognizes that coordination

of discovery in that state court case with discovery already completed in the Zyprexa MOL

will avoid duplication of effort and will conserve the resources of the parties, attorneys,

witnesses, and the Court, and Lilly hereby renews its request that this Court enter a similar

Order. At this point, Lilly does not envision a need for a discovery master.
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DATED this 4th day of January, 2007.
LANE POWELL LLC
Allorn s r Defendant

•

Defendant's Response to Plaintiff's Schcdulin and .
Stale ofAlaska \'. Eli Lilly arId Compo,,)' (Case~o. 3~~_~~~~~~~~ferenceMemorandum

Specific Proposed Deadlines
It is Lilly's understanding that, with the re_c1assification of this matter as non-

routine, the upcoming conference was scheduled to allow discussion of issues that should

enter into the Court's calculation of appropriate pretrial deadlines. Accordingly, rather than

submit proposed deadlines to counter the unrealistic deadlines suggested by the State, Lilly

requests that the Court enter an Order setting pretrial deadlines after discussion of the

relevant issues with the parties.

Trial Witnesses
At this time, Lilly is unable to estimate the number of wimesses it will call at trial or the

number of days trial of this matter will take. As discovery progresses, Lilly will be beller able to

make these estimates.



...

THIRD JUDICIAL DISTRICT
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TN THE SUPERIOR COURT FOR THE STATE OF ALASKA

ELI LILLY AND COMPANY,

STATE OF ALASKA,

PLEASE TAKE NOTICE that the scheduling and planning conference set on

December 8, 2006, is vacated. The hearing has been rescheduled for January 8, 2007, at

3:00 p.m. before Judge Mark Rindner.

DATED this~ day of December, 2006
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Counsel for Plaintiffs
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PLAINTIFF STATE OF ALASKA'S SCHEDULING AND PLANNING
CONFERENCE MEMORANDUM

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRICT
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Case No. 3AN-06-5630 CIY

)
)
)
)
)
)
)
)
)
)

Plaintiff,

Defendant.

vs,

ELI LILLY AND COMPANY,

STATE OF ALASKA,

INTRODUCTION

To assist the Court in conducting the scheduling and planning conference,

both parties agreed to submit a brief description of the issues presented in tilis case and a

LAW OFFICES
FELDMAN ORl.Al"SKY &

SANDERS
500 LSTREET

FOURTH FLOOR
oV-iOlORAGE, AK 99501

TEL: 907.272.3538
FAX: 907.274.0819

proposal for managing discovery and setting deadlines for moving this case toward trial.

Plaintiff State of Alaska ("Alaska") submits this memorandum to address these topics,

ISSUES PRESENTED IN Tms CASE

Alaska's Claims

Alaska administers a Medicaid program, under which it reimburses doctors

and pharmacies for services and medications provided to eligible patients, Over the

Plaintiffs Scheduling and Planning Conference Memorandum
State of Alaska v, Eli Lilly and Company. Case No, 3AN-06-5630 CN
Page I of 12

000154



Alaska contends that Lilly was aware of dangerous side effects of Zyprexa,

hospitals to treat diseaseS caused by the use, misuse, and overuse of Zyprexa.

years, Alaska has paid phannacies substantial sums for Zyprexa, a drug manufactured

and promoted by defendant Eli Lilly and Company. Alaska has also paid physicians and

contends further that Lilly heavily promoted Zyprexa for use by inappropriate patients,

yet engaged in deliberately deceptive marketing and advertised the drug as safe. Alaska

when safer and less expensive drugs could have been prescribed. Alaska's complaint

Background Facts

penalties, and other pecuniary relief.

Plaintiffs Scheduling and Planning Conference Memorandum
State of Alaska v. Eli Lilly and Company, Case No. 3AN-06-5630 ClY
Page 2 of 12
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Lilly has provided this court with a lengthy, one-sided, statement of

background facts. Alaska understands that this is not the time and place to litigate the

merits of the case, but feels compelled to provide some balance through a brief statement

of the other side of the case, highlighting some of the facts that it will rely on to prove its

claims. Alaska is prepared to prove the following:

Practices and Consumer Protection Act, and violation of other consumer protection

statutes. Alaska seeks to recover costs that it paid for over-prescription of Zyprexa and

for treatment of diseases caused by Zyprexa; it seeks compensatory damages, civil

states causes of action for negligence, strict liability, violation of Alaska's Unfair Trade

LAWQFFICES
FaD~1ANQllANSKY &

SANDERS
SOOLSTllEET

Foullnl FLOOR
.\.-.CnOIlAGE.AK99SOI

TEL: 907.272.3538
FAX: 907.274.0819
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While Zyprexa was on the market, Lilly continued to amass data indicating

selling drug.

to increase the risks of diabetes, high blood pressure, and high cholesterol. Many

although Lilly knew that the drug in fact tended to cause significant weight gain and thus

clinical tests. The FDA approved the drug, and Lilly thereafter promoted it as "risk free,"

physicians were impressed by Lilly's promotions, and Zyprexa rapidly became a top-

Zyprexa was developed as an antipsychotic drug, intended to be prescribed

for the treatment of schizophrenia and certain aspects of bipolar disorder. The FDA

approved the prescription of Zyprexa for these purposes in 1996 and 2000. When Lilly

applied for approval, it failed to advise the FDA of facts that it had learned through

Ihat the drug had serious side effects -- yet Lilly did little or nothing to warn of the

problems it had discovered. Instead, Lilly continued to promote Zyprexa heavily, both

for its "on-label" (i.e., FDA-approved) uses as well as for a variety of "off-label" uses,

LAWQFFICES
FElDMAN QRl.AI\SKY &

SA.'"ERS
SOOL$TRffT

FOUllntFLOOR.
<\NCHORAGE, AK 99501

TEL: 907.272.3538
FAX: 907.274.0819

including insomnia, dementia, depression, and other mood and thought disorders. Lilly

knew that the FDA had not approved, and likely never would approve, Zyprexa as

effective for the treatment of these mood symptoms, particularly if the FDA were made

aware of the risks (such as diabetes) that greatly outweigh any possible benefits. The off­

label promotions were aimed especially at primary care physicians, and greatly expanded

Plaintiffs Scheduling and Planning Conference Memorandum
State of Alaska v. Eli Lilly and Company, Case No. 3AN-06-5630 CN
Page 3 of 12
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the number of patients for whom prescribing doctors might consider Zyprexa to be a drug

of choice.

Even after foreign regulatory authorities required Lilly to add warnings to

the labels used in Japan and the European Union, Zyprexa failed to revise the labels it

used in the United States until forced to do so by the FDA in September 2003.

Alaska's Damages

Alaska intends to prove damages at trial through statistical and

epidemiological evidence. For example, Alaska will identify members of the Medicaid

population who took Zyprexa and compare the number of diabetes-related injuries in that

group with a control group of patients with equivalent diagnoses who did not take

Zyprexa. Once the increase in diabetic and other related injuries has been detennined,

Alaska will apply that figure to the costs of diagnoses, treatment, and management of

these conditions. The proof will focus on the loss to Alaska's Medicaid program, and

treat symptoms for which it was not effective.

ALASKA'S DISCOVERY NEEDS

Plaintiffs Scheduling and Planning Conference Memorandum
State of Alaska v. Eli Lilly and Company. Case No. 3AN-Q6-5630 CIY
Page 4 of 12

000157

Alaska will prove the damages that it suffered from the over-prescription of Zyprexa to

Alaska needs to engage in discovery focused specifically on issues related

to Alaska's case. Alaska also expects to rely on documents produced and depositions

will not require proof of loss to any individual participant. Similarly, using statistics,

..

LAW OFFICES
FELDMAN ORLANSKY &

SA."DEJlS
SOOLSTREET

FOUJl.TH FLOOR
4,SCHORAGE, AK 99501

TEL: 907.272.3538
FAX: 907.274.0819



without unnecessary restriction, while protecting Lilly against unnecessary duplicative

this court is to craft discovery rules that permit Alaska to develop its case fully and fairly,

taken in the federal Multi-District Litigation (MOL). Alaska has absolutely no desire to

do reinvent the wheel or to create unnecessary work for itself or for Lilly. The task for
If.)
o
I
~
o

discovery should be denied.

Interrogatories and Requests for Production

Alaska suggests that the standard discovery rules, set forth in Alaska Civil

Plaintiff's Scheduling and Planning Conference Memorandum
State of Alaska v. Eli Lilly and Company Case No. 3AN-06-S630 crv
PageSof12 '

000158

Alaska requires documents from Lilly that were not requested in the MOL,

including, for example, documents that relate to Lilly's marketing and detailing efforts,

engage in discovery, rather than Lilly having the burden of showing why certain

proof would be reversed and Alaska would be forced to show why it should be allowed to

the narrow, restrictive approach that Lilly has advocated, where the standard burden of

that are unduly burdensome. Alaska strongly recommends this approach, as distinct from

discovery, while allowing a party to seek protection against specific discovery demands

procedure Rules 26-37, serve admirably for the present purposes. They permit liberal

discovery.

The following subsections address specific types of discovery, and discuss

in greater detail why this court should not adopt in full the Algario Order that Lilly has

urged upon this court.

LAW OFFICES
Fa.D~AN QRl.ANSKY &

SA:"DEItS
500LSTREET

FOURlli FLOOR
4JoICHORAGE, AK 99501

TE1.:907.272.3538
FAX: 007.274.0819



Algario Order as well, provided Lilly will stipulate to the authenticity and admissibility

on which the MOL Repository documents are stored." Alaska agrees with this part of the

make copies of documents from the MOL Repository and copies of any electronic media

Repository, but that the state case counsel at their own expense "shall be permitted to

provides that Lilly shall not be required to make copies of materials in the MOL

case. Alaska agrees with that part of the Algario Order. The Algario Order further

given access, without charge, to the repository of documents maintained in the MDL

promotion of Zyprexa for off-label uses.

The Algario Order provides that plaintiffs' counsel in that case must be

copies of documents provided to Alaska physicians, and documents concerning Lilly's

contacts with this state. Alaska also requires documents concerning Lilly's over

of the documents in the MDL Repository.

To the extent that the Algario Order and Lilly's memorandum to this court

000\59

Plaintiff's Scheduling and Planning Conference Memorandum
State of Alaska v. Eli Lilly and Company. Case No. 3AN·06·S630 CIV

Page 6 of 12

•

Alaska sees no reason to adopt limitations on discovery beyond those

established in Alaska Civil Procedure Rules 26, 33, and 34. Lilly may seek specific

Repository, Alaska strongly objects. As discussed in the first paragraph in this section,

Alaska requires discovery of documents that were not produced in the MOL. Alaska may

serve interrogatories on those subjects as well.

suggest that the Q!l!Y written discovery that Alaska will be allowed is access to the MOL

LAW OFFICES
FEl.DMA.... ORLANSKY &

SANDERS
SOOLSTREET

FOUltTH FLOOR
'\NCHORAGE, AK 99501

TEL: 907.272.3538
FAX: 901.214.0819



the Algaria Order.

000150
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The Algaria Order distinguishes between depositions already taken in

Plaintiff's Scheduling and Planning Conference Memorandum
Stale of Alaska v. Eli Lilly and Company. Case No. 3AN-06-5630 crv
Page 7 of 12

some or all of wbom have been or will be deposed in the MDL. Re-deposing certain

wiUlesses (rather than relying on the transcripts from prior depositions) is necessary for a

number of reasons, including the focus on Alaska and the need to ask questions Ihat were

Alaska anticipates the need 10 depose approximately ten Lilly employees,

the redeposition. Alaska strongly opposes adopting this part of the Algaria Order.

not asked before, the fact thai some witnesses were deposed before key documents were

The Algaria Order then provides that, if plaintiffs' counsel wish to redepose

Completed depositions. As to depositions completed during the MDL, the

for permission to redepose a witness if the parties cannot agree on the scope and need for

any witness, plaintiffs' counsel must confer with Lilly's counsel, and then move the court

with copies of any deposition transcripts requested. Alaska agrees with that portion of

Algaria Order provides that Lilly must provide plaintiffs' counsel (at plaintiffs' expense)

connection with the MDL and depositions that might be scheduled in the future.

Depositions

right to seek written discovery.

· rd 'r ,'t conl.ends that Alaska's discovery demands are repetitive or unduly
protecnve 0 ers. J

burden ome, but this court should not start by entering an order that restricts Alaska's



redress of hamls caused by Lilly in Alaska. The procedures of the Aigario Order, which

Lilly asks this court to adopt, invite unnecessary delay. Moreover, by requiring Alaska to

000151

in recent monthS produced hundreds of thousands of additional

c

ovember 20, 2006. Unless that deadline is extended, there will be no future

•

Plamllff's Scheduling and Planning Conference Memorandum
State of Alaska v. Eli LiIlv and Company Case No. 3AN-06-5630 Cry
Page 8 of 12

on

justify any deposition it wishes to conduct, the Aigario procedures would require Alaska

to di close its theories about each witness's relevance and the types of questions Alaska

will ask; this is advantageous to Lilly and unfairly prejudicial to Alaska.

Future depositions. Discovery in the MDL currently is scheduled to close

not unfair for Lilly to have to deal separately with litigation brought by Alaska, for

expense. Lilly chose to do business in and to make money from the State of Alaska. It is

que tions asked by other lawyers with different cases, simply to ave Lilly some time and

lawyers are not fungible; it is not appropriate to require Alaska to be bound by the

to the present case, are not identical, and this case raises some distinct issues. Further,

an oppressive amount of discovery in a case such as this. The MDL cases, while related

then to this court why it sees a need to depose a particular witness. Ten witnesses is not

depo ition were completed).

Alaska should not have the burden of having to explain first to Lilly and

produced (Lilly
document l, and the fact that some documents, though produced, were improperly

redacted (and the rulings di allowing the redactions came only after some of the



discovery for a case of this nature.

chance to ask questions of that witness. Whether Alaska's counsel would receive any

000162
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Plainlifrs Scheduling and Planning Conference Memorandum
Sla'e of Alaska Y. Eli Lilly and Comoany Case No. 3AN-06-S630 ClY
Page 9 of 12

Algario Order would put the burden on Alaska to bring a motion to allow a deposition; to

support such a motion, Alaska would need to reveal its theories to justify its need to

conduct independent discovery. As discussed above, reversal of the normal rules of

discovery is unwarranted. Alaska should not be required to participate in discovery

scheduled in another case, particularly when Alaska has not yet had the chance to review

deposed and those who have not yet been deposed. That is a very modest amount of

to depose approximately 10 Lilly employees encompasses both those who have been

the Algario procedures. Alaska again objects. Alaska's statement, slIpra, that it expects

declines to participate, then seeks to depose the witness in connection with Ulis case, the

time to ask their own questions, rather than being bound by the questions of the MDL

participate in any deposition scheduled in the MDL case, at the risk of having no other

The Algario Order, if adopted for this case, would require Alaska to

would be irrelevant.
If the discovery deadline in the MDL is extended, as may occur, then this

court must decide how to handle future depositions. Lilly again asks this court to adopt

depositions in the MDL case, and the provisions of paragraph 4 of the Algario Order

counsel assigned to conduct the deposition, would be controlled by Lilly. If Alaska

...
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Alaska's recommendation. Alaska should be pennitted to depose a modest

to Alaska Civil Procedure Rule 26(c) for a proteclive order -- but this court should make

Lilly wants 10 block one or more of these depo itions, Lilly certainly may move pursuant

clear that depositions will not be prohibited merely because the witness was deposed

once in the MDL ca e. Given Ihis slate's liberal attitude toward allowing discovery of

relevanl matters, any burden should be assigned to Lilly if il wanlS to preclude a

..

number __ say 10 __ of Lilly's witnesses withoul any special procedure or prerequisites. If

particular deposition, ralher than forbidding all redepositions, subject to Alaska's right to

the voluminous discovery collected in the MDL Repository, or the chance to conduct

written discovery pertinent to the unique issues of its own case. Lilly should not have the

authority to decide wbether or not Alaska may ask its own questions.

move for an exception to that rule.

Deadline to complete deposilions. Assuming a discovery maSler is

Oiscoverv Master

c

000153

Plaintiff's Scheduling and Planning Conference Memorandum
Slate of Alaska v. Eli Lilly and Company Case No. 3AN-Q6-5630 CIY
Page to of 12

As the proceedings to date likely already suggesl, it is foreseeable that Ihe

discovery in this case may become contenlious, regardless of what rules Ihis court adopts.

appointed (see infra), and assuming Alaska will need 10 depose no more Ihan 10 Lilly

employees (former and current), Alaska expects to complete all discovery under Civil

Rule 30 on or before July 1,2007.

LAWOFFlCES
Ffl.DUA....OlUA..~y.t

SA......
SOOLSTUET
'a"n........

4.."'iOtORAGE,AK99SOI
TE1.;907.l7l.35li
FAX 907.27-411119



PRETRIAL SCHEDULE

November I, 2007

March I, 2008

August I, 2007

September I, 2007

February I, 2007

Trial commences

Close of expert discovery

Close of non-expert discovery

Disclosure of expert reports

Preliminary witness lists

TRIAL WITNESSES

000104

Alaska expects to call approximately 20 witnesses at trial, including 1
0

c

Based upon the foregoing, Alaska proposes the following schedule:

~lainti~s Scheduling and Planning Conference Memorandum
p~~: ~1~~"i';a v. Eli Lilly and Company. Case o. 3AN-06-S630 ClV

experts. Alaska anticipates needing 10 trial days to present its case on liability and

damages.

deposition, and protective orders governing the scope of any deposition.

specific issues on who can be deposed, time limits for depositions, location and dates for

discovery master. (See Exhibit 1 attached hereto.) The discovery master could address

Alaska respectfully suggestS that this court consider appointing a discovery master, who

this court. Alaska submits a proposed order describing the duties and responsibilities of a

would be a signed to resolve discovery disputes quickly, subject, of course, to review by
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OATEO this~2-day of 0\ ember. 2006

FELDMA ORLA SKY & SA OERS

COII/Isel for Plailltiffs

Rl HAROSO ,PATRICK, WESTBROOK
& BRICKMAN, LLC

H. Blair Hahn
COl/llsel for Plailltiffs

GARRETSON & STEELE
Matthew L. Garretson

Joseph W. Steele
COII/Isel for Plailltiffs
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BY_==---=-~..,---------­
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undersigned counsel, and submits the following for the information of the Court, in

preparation for the Scheduling and Planning Conference currently scheduled for December 8,

DEFENDANT ELI LILLY AND COMPANY'S
SCHEDULING AND PLANNING
CONFERENCE MEMORANDUMDefendant.

premise that, due to aggressive marketing by Lilly, including marketing for so-called "off-

laber' uses - indications not approved by the Food and Drug Administration - Alaska

Medicaid recipients have been injured by Zyprexa. Plaintiff argues that, had Lilly adequately

000166

A. FACTUAL BACKGROUND

paid for Medicaid reimbursement of Zyprexa prescriptions. The State's claims rest on the

Zyprexa,® a prescription medication manufactured by Lilly; and (ii) restitution for all funds

Comes now the defendant, Eli Lilly and Company ("Lilly"), by and through the

In this lawsuit, filed on March 20, 2006, the State of Alaska principally seeks: (i)

past, present and future health care costs for Medicaid recipients allegedly injured by

2006 at 3:00 p.m.:

I THE SUPERIOR COURT FOR TILE STATE OF AIJt.S~ ­

THIRD JUDICIAL DISTRICT AT A CHORA'\ \:

TATE OF ALASKA. ::=.: :x

PlaintIff, ~

Case No. 3AN-06-05630 Cl

ELI LILLY AND COMPANY,

v.
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To prevail on its claims, the plaintiff must prove, il/ler alia, that Zyprexa caused the

Otftndanl Eli Lill)' and Company's Schedulin d Pla .Slate ofAlaska \' Eli Lillu and 1"'_ (e g an DOing Conference Memorandum. . ., UJmpany aSf No. 3A ..()6-056JO)
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1 A copy of Lilly's Preliminary Zyprex:a Backgrounder is anached as Exhib't A L'II hreference m t . Is 'ted' th I • 1 Y as not attached the
malerialsto~:"~ou~'upo~nreq~e~~CkgrOunder, as they are voluminous. Lilly will provide any or all such

claimed injuries, and that Lilly failed to provide adequate warnings of the relevant risks.

reimbursing Zyprexa prescriptions.

warned it of the risk of diabetes and related conditions. it would not have spent its moncy

Backgrounder,t similar versions of which other courts have found useful. The Backgrounder

\Vith respect to these factual issues, Lilly incorporates by reference its Preliminary Zyprexa

provides the Court with information regarding Zyprexa; the mental illnesses it has been

~ ~ approved to treat, the prevalence of, and risk factors for, diabetes; and the regulatory history

u .,;

.~ CIO ~ of the medicine.

:5~~:~ .; ~ E B. PROCEDURAL BACKGROUND

~ g~'~~ '" 51 "- Plaintiff filed its Complaint in this Coun on March 20, 2006. On April 19, 2006,

O~~=;; ~ lJ,~ Lilly removed this action to the United States District Court for the District for Alaska. On

~~~~....J z g & plaintifrs motion, the federal court remanded the case on July 28, 2006. Lilly filed its

~<g
o e. Answer in this Court on August 31, 2006. On August 24, 2006, this Court issued an Initial

~ Pretrial Order. In response, plaintiff filed a Motion to Characterize Case as Non-Routine, in

response to which Lilly filed a Qualified Non-Opposition, disagreeing with some of



I. The Zvprexa MOL

Page 3 of6
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Defendant Eli LiII)' and Company's Scheduling and Planning Conference Memorand m
SUUe oJAlaska \'. Ell LiII)' and Company (Case No. 3AN-06-OS630) u

~ In addition, several putative class actions brought on behalf of third pany k".
reimbursement for money paid for Zyprexa are pending before Judge wein;tein. payors see mg, mter alia,

g \il which, as here, the state seeks restitution of the cost of Zyprexa prescriptions reimbursed

u -0.~ ~ ~ under its Medicaid program. In addition, similar actions filed by the Attorneys General of

~~~:..J ~ ~ 1: West Virginia and Mississippi have been removed to federal district courts in those states and

j g~·n
~ c::l ~ ~ currently await transfer to the MDL?
5~~=
,.. ...J <'"~ ~ ~~ Since April 14,2004, when the first group of these cases was transferred by

<5,g~...J z ~ g the Federal Judicial Panel on Multidistrict Litigation, see In re Zyprexa Litigation, MOL

~<gg g. 1596,314 F. Supp.2d 1380 (J.P.ML 2004) Lilly has produced nearly ten million documents,

~ and depositions of approximately forty current and former Lilly employees have been taken.

On May 6, 2006, Judge Weinstein issued a case management order permitting all depositions

ew York. These cases include two actions filed by the Attorney General of Louisiana in

the Honorable Jack B. Weinstein in the United States District Court for the Eastern District of

consolidated federal Zyprexa cases, involving more than 5,000 plaintiffs, are pending before

As this case proceeds through the initial stages of litigation, nearly 1,000

plaintilTs factual assenions but not opposing the Motion. This Court's Scheduling and

Planning Conference Order was issued on Septcmber 18,2006.



C. COORDfNATlON WITH MDL DISCOVERY
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Recently, in the multi-plaintiff Zyprexa case of Joel Aigario, el 01. v. Eli Lilly and.

) See Case Management Order No. IS (Deposition Guidelines), In re Zyprexa Products Liability Litigation
~DL No. 1596 (JBW), dated May 6, 2006 ("eMO 15"l, a copy of which is attached as Exhibit B. '

See Order dated September 21,2006 (UAlgario order"), a copy or which is attached as Exhibit C, at t.

costs reasonable and (3) promoting effective decision making by the court, the parties and

counsel.'''' In furtherance of those goals, and "to avoid unnecessary, duplicative production

of documents," id., at 2, the court ordered that plaintiffs in the state court action "be given

access to the MDL Repository, including access to any document coding supplied by Lilly,"

under an appropriate protective order to be entered by the Court. /d.. The Court further

"complex" under California rules, with the goals of "(I) expediting thc case, (2) keeping

completed in the Zyprexa MDL. The Court noted that the casc had been designatcd

Company, Case No. BC3478SS, the Superior Court of California considered the issue of

anempting to use duplicative discovery for a "second bite at the apple."

liIed a Motion to Quash, which this Court granted with cautions to plaintiff's counsel against

taken in the MDL to be cross-noticed in all pending state court cases.' Eight depositions

have already been cross-noticed pursuant to Case Management Order 15 ("CMO 15"). In an

anempt to begin coordinating discovery in this case with discovery taking place in the MOL,

Lilly recently served cross-notices of two MOL depositions on the State of Alaska. The State
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substantially identical to that entcred in Algaria, requiring the plaintiff to coordinate the

discovery in this case with discovery ongoing and already completed in the MOL.

the resources of the parties. counsel, witnesses, and the Court, this Court enler an Order

As noted, the core factual issues underlying the State of Alaska's lawsuit arc

In its Motion to Characterize case as on-Routine, the state expressed the view that

its case in chief could be tried in seven trial days. Lilly submits that the testimony requircd to

S Algario order, at 2.

'Id" at 3.

MOL. Lilly requests that, in the interest of eliminating duplicative discovcry and conserving

identical to the factual issues being litigated in thousands of personal injury cases in lhe

witnesses.6

pursuant to CMO 15 and that they ubmit to thc Court any request to re-dcposc such

repetitive depositions:" plaintiffs counsel participate in all cross-noticed MOL dcpositions

media storing such documents, [d.

their own expen e. were to be pennitlcd to make copies of MDL documents or electronic

the IDL litigation make copies of documents from the MDL Repo itory or impose any

unreimbursed ex-pense on counsel in the MOL litigation." [d. Rather. Cali fomia counsel, at

ordered, "Plaintiff counsel in this California litigation shall not require that any counsel in
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DATED this 6th day of October, 2006.
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resolve plaintitrs claims. including testimony related to the injuries each Medicaid patient

estimates. Lilly estimates that trial of this case will take a minimum of four to six weeks.

has allegedly suffered as a result of Zyprexa, will take a great deal longer than plaintiff
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This litigation involves Lilly's prescription mcdicine Zyprcxa® (olanzapine),

which is onc of a class of medications known as "atypical" or "second gcneralion"

antipsychotics approved by the United States Food and Drug Administration ("FDA") for the

treatment of schizophrenia and bipolar disorder. The FDA first approvcd Zyprexa on

September 30, 1996. far use in treating schizophrenia.' Thereafier, the FDA approvcd

Zyprexa for maintenance treatment of schizophrenia2 and for the shon-tcrm lrealmcnt of

acute manic episodes associated with bipolar I disorder as monotherapl and in combination

with lithium or valproate' Most recently, Zyprexa became the first medicalion in more than

30 years to be approved for maintenance in the treatment of bipolar disorder' More than 19

million patients have been treated with Zyprexa worldwide.

The following sections provide information aboUl federal multidistriet litigation

pending in the Eastern District of ew Yark, as well as medical and regulatory background

relevant to the key factual issues presented by all pending cases, including eases filed by

states' Atlorneys General.

Defendant Eli Lilly and Company, by and through counsel, provides the following

background infornlation regarding the Zyprexa litigation.

\. I TRaDUCTION
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II. THE ZYPREXA MDL
Congress created the Judicial Panel on Multidistrict Litigation e'The MOL Panel'")

in 1968 and charged it with the tasks of (I) determining whether civil actions pending in

different federal districlS involve one or more common questions of fact such that the actions

should be transferred to one court for consolidated and coordinated pretrial proceedings; and

if so, (2) selecting the judge or judges and court to which such proceedings should be

assigned. The transfer and centralization process in the MOL avoids duplication of

discovery, prevents inconsistent pretrial rulings, and conserves the resources of the parties.

their counsel and the judiciary.
The first Zyprexa actions were liIed in the lalter part of 2003. The MOL Panel, by

Order dated April 14, 2004, created the Zyprexa MOL under the caption In re Zyprexa

Products Liability Litigation, MDL /596, and assigned it to the Honorable Jack B. Weinstein

in the Eastern District of New York. The MOL now includes cases involving more than

5,000 plaintiffs.
While the majority of cases transferred to the MDL have been individual personal

injury actions, two actions tiled by the Anomey General of Louisiana are pending in the

MOL, while actions tiled by the Anomeys General of West Virginia and Mississippi have

been removed to federal district courts in those states and currently await transfer to the

MOL. Like the pending lawsuit filed by the Anomey General of the State of Alaska, these

actions seek, among other damages, restitution of the cost of Zyprexa prescriptions

reimbursed under the respective states' Medicaid program."

Subject to various case management orders in the Zyprexa MDL, Lilly has

produced nearly 10 million pages of Zyprexa-related materials in the MOL. These materials

are available to plaintiffs counsel in this litigation by virtue of their participation in the

Zyprexa MOL. In addition to this extensive document production, more than 40 current and
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fonner Lilly employees have been deposed in joint MDL-state court depositions on a broad

range of issue .
Federal-State Coordination

Given the extensive discovery that has occurred in the MOL, and the participation

of many of the Zyprexa MOL plaintiffs' lawyers in state court actions, Judge Weinstein and

Special Master Peter Woodin (who was appointed 10 resolve all discovery disputes in the

MOL) have acted to coordinate the MDL with state court litigation. When done effectively,

federal-state coordination ensures to courts and claimants with actions pending in state courts

around the country the benefit of the efficiencies offered through the MOL process.

Effective coordination also minimizes the risk of duplicative discovery, inconsistent pretrial

rulings, and it conserves the resources of the parties, their counsel and the Court.

Judge Weinstein has invited state court Judges with pending Zyprexa actions to

advise him as to how he might assist them in their management of Zyprexa litigation. He

also invited state court Judges to sit with him on the Eastern District of New York bench

during hearings and has offered to visit the state courts if requested.

Because state courts may be asked to revisit discovery disputes already resolved in

the MOL, Special Master Woodin has asked Lilly and all MOL counsel who file motions in

state courts that relate to his prior rulings or Case Management Orders to provide him with

copies of such motions. Finally, Special Master Woodin communicates with state court

Judges and Special Masters to keep them apprised of developments in the MDL. As a result,

for example, the court managing consolidated state court cases in California has issued an

order requiring state court plaintiffs to coordinate both document discovery and depositions

with discovery ongoing and completed in the MOL.?

[II. FACfUAL BACKGROUND

At the heart of all of the pending litigation, including personal injury suits, third­

parry payor litigation, and suits by state a\lorneys general, is a claim that Lilly failed to



EXHIBIT A
Page 4 or27

000175

c•

Dc.fendaul Eli Lilly and Compan)"s Z)'prexa Backgrounder
$late 01Alaska l'. Eli WI)' and Company (Case '0.3AN-06-0S630)

adequatel) wam of the alleged increased risk of diabctes mellitus and related conditionS,

including hyperglycemia. ketosis. diabetic acidosis and diabelic coma,' in patienls who usc

Zyprcxa. From the lime Zyprexa was first marketcd in October 1996. however, its labcling

has Ii ted diabetes mellitus. hyperglycemia, ketosis and diabetic acidosis among the

infrequent (i.e., 1/1 00-1/1 000 patients) or rare (i.e., fewer lhan 1/1 000 patients) adversc

reactions ob erved in palienlS during clinical !rials." Zyprexas original labeling also statcd

that "eight gain was a commonly observed adverse event in clinicallrials.'o

Since ilS launch of Zyprexa. Lilly has monitored all post-marketing reports of

diabetes-related adverse events. and provided the FDA with regular periodic safety update

reports based on post-marketing experience wilh Zyprexa. The approximate .01% rate (i.e.,

1110.000) at which diabetes-related conditions have been reported in post-marketing

spontaneous reports is consistent wilh the infrequent or rare occurrence of lhese adverse

evenlS during the clinical lrials. As a result of its ongoing phannacovigilance, Lilly added

diabelic coma to Zyprexa's labeling as an adverse event seen in post-marketing cxpcriencc.
'1

Beginning in May 2000, the FDA, with cooperation of the manufacturcrs of

atypical antipsychotic medications. undertook targeted monitoring and analysis of data

regarding diabetes mellitus or hyperglycemia-related adverse events in patients using thesc

medicines. The FDA's evaluation included "a thorough review from a number of sources,

including clinical trial data, spontaneous post-marketing reports, epidcmiological studics,

published case series, published clinical pharmacology studies, published preclinical studies,

and unpublished studies" for each atypical antipsychotic mcdication.'2

After completing an exhaustive review of the data, on September II, 2003, thc

FDA nOlified manufacturers of ilS conclusion lhat "the producl labeling for all atypical

anlipsychotics should be updated to include information about these events:,1J The FDA

explained that "[w]hile we acknowledge that the relationship between atypical antipsychotic

use and diabetes mellitus adverse evenlS has not been completely described, we believe the
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h d b
. ~ nn'ng prescribers and

safe use of zyprexa [and other atypicals] can bc en ance Y 10 0 I

patients about these events:'" The agency also concluded that there was a "Iack of evidence

to support a ranking of risk [for diabetes] among thc atypical antipsychotics:,'5

In accordance with the FDA's request, Lilly immediately revised its labeling for

Zyprexa to include the following:
Hyperglycemia, in some cases extreme and associated with ketoacidosis
or hyperosmol

ar
coma or death, has been reported in patients treated with

atypical antipsychotics including Zyprexa. Assessment of the relationship
between atypical antipsychotic use and glucose abnormalilies is
complicaled by the possibility of an increased background risk of diabetcs
mellitus in patients with schizophrenia and the increasing incidence of
diabetes mellitus in the general population. Given these confounders, the
relationship between atypical antipsychotic use and hyperglycemia­
related adverse events is nOl completely understood. However,
epidemiological studies suggest an increased risk of treatmenl-emergenl
hyperglycemia-relaled adverse events in patienls treated with the alypical
antipsychotics. Precise risk estimates for hyperglycemia-related adverse
events in patients treated wilh atypical antipsychotics are not availablc.
Patients with an established diagnosis of diabetes mellitus who are startcd
on atypical antipsychotics should be monitored regularly for worsening of
glucose control. Patients wilh risk factors for diabetes mellitus (e.g.,
obesity, family history of diabetes) who are starting treatment with
atypical antipsychotics should undergo fasting blood glucose testing at the
beginning of trealment and periodically during treatment. Any patient
treated with atypical antipsychotics should be monitored for symptoms of
hyperglycemia including polydipsia, polyuria, polyphagia, and weakness.
Patients who develop symptoms of hyperglycemia during lreatmenl with
atypical antipsychotics should undergo fasting blood glucose testing.'6

In contrast to most other prescription medicines that have been the subject of

multidistrict litigation, the FDA has not required that Zyprexa's labeling include a "black

box" warning regarding the possible increased risk of hyperglycemia-related conditions; nor

has it sought 10 remove Zyprexa from the marketl1 Rather, the FDA has concluded that the

question of whether there is a causal connection between the use of atypical antipsychotic
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medications and the development of diabeteS or related conditiOns is a complex inquiry that

has yet to be answered. Even if one were to assume that Zyprexa has the capacity to increase

the risk of these conditions (which is disputed), whether Zyprexa was a substantial factor in

causing the injuries alleged by each of the plaintiffS in this litigation is a "highly

individualistic.. determination.1S This is particularly true where. as appears to be the situation

in many (if not all) cases here. plaintiffs have pre-existing major risk factors for diabetes.

IV. THE MEDICAL CONTEXT

A. SCHIZOPHRENIA AND ITS TREATMENT

Schizophrenia is a severe, debilitating mental illness that afflicts over I% of

the general population, often beginning in late adolescence or early aduhhood.
'9

The

diagnostic features of this disabling condition include overt psychotic, or "positivc,"

symptoms, such as auditory hallucinations and delusions, as well as deficit, or "ncgative,"

symptoms, such as "an inability to pay attention, the loss of a sense of pleasure, the loss of

will or drive, disorganization or impoverishment of thoughts and speech, flattening of alTect,

and social withdra
w

al.',20 Another core feature of schizophrenia is cognitive dysfunction,

which leads to dysfunction in work, interpersonal relationships and self-carc." The lifetime

rate of completed suicide among people with schizophrenia is about I0%.22 The number of

deaths in the schizophrenic population is as much as 3 times that of the general population,

with 38% of deaths associated with suicide and homicide,>3

Although so-called "typical" or "first-generation" antipsychotic medications

(e.g., Haldol (haloperidol) and Thorazine (chlorpromazine)) have been used for many years

to treat the positive symptoms of schizophrenia, these drugs provide minimal bcnefit in

alleviating schizophrenia's negative symptoms." Furthermore, all typical antipsychotics

"can produce significant extrapyramidal side effects at clinically effective doses. Thesc sidc

effects, which include dystonic reactions, drug-induced parkinsonism, akathisia, and tardive

dyskinesia, can make treatment intolerable for some people, leading to subjective distress
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diminished function, stigma. and nonadherence,'·25 APproximately 30% of schizophrenic

patients are treatment.resistant to typical antipsychotics and, even among patients who

r pond. approximately half will become noncompliant. due largely to these extrapyramidal

symptoms C"EPS·,).26 oncompliance increases the risk of relapse and hospitalization.
Over the past 15 years, "atypical" or '·second.generation" antipsychotic

medications have been introduced in an attempt to improve the therapeutic effects and

decrease the EPS associated with typical antipsychotics?7 The medical literature documents

that these atypical antipsychotics _ including zyprexa
28

- are more effective and have a better

profile regarding EPS than the typical antipsychotics:
[T]hese drugs have an efficacy that is equivalent to or exceeds
the efficacy of first-generation antipsychotic agents, without
many of the extrapyramidal effects of the first-generation
drugs. These newer agents also entail a greatly reduced risk of
tardive dyskinesia. Their increased efficacy with respect to
negative schizophrenic symptoms is particularly noteworthy,
and the rate of relapse is significantly less than that with the

first-generation drugs?9
Zyprexa, in particular, has generally demonstrated a superior trcatment effect

than have typical antipsychotic medications, such as Haldol, with respect to the negativc

symptoms of schizophrenia, and comparablc benefits with respect to positive symptoms
30

Zyprexa has demonstrated a superior safety profile with respect to EPS as well.
31

While comparative studies show that Zyprexa and Risperdal® (risperidone),

another atypical antipsychotic medication, are similarly effective in treating overall

psychopathology symptoms of schizophrenia,32 some studies have reported significantly

greater improvements with Zyprexa in ueating negative and depressive symptoms and

cognitive dysfunction." Zyprexa has also been associated with fewer EPS than Rispcrdal®

(risperidone).3-I In addition, a recent long-term, prospective study of atypical antipsychotics

found that Zyprexa was more effective than other study medications (several atypical



EXHIBIT A
Page 80r27

000179

c

B. BIPOLAR DISORDER AND ITS TREATMENT

Ddend.nt Eli UUy ~nd Compan)"s Zyprn8 Backgrounder
SlilJe 01A/tuiD \'. £/1 LIJIy and Company (Case No. 3AN-06-05630)

Bipolar disorder is a serious, lifelong mental illness marked by dramatic shifts

in mood, from abnormally elevated, expansive or irritable moods to states of extreme sadness

and hopelessness, often with periods of normal mood in between." About 2.6% of the

population, including more than 5.7 million American adults, suffer with bipolar disorder,

also known as manic-depressive disorder.
3B

The most common type of bipolar disorder is bipolar I disorder, which

involves episodes of full-fledged mania alternating with periods of major depression. Bipolar

11 disorder features alternating episodes of depression and periods of "hypomania," a

relatively mild, nonpsychotie mania. A "mixed" bipolar state includes both depressive and

manic (or hypomanic) symptoms, such as tearfulness during a manic state or racing thoughts

while depressed.39 Severe episodes of mania or depression can include symptoms of

psychosis, such as auditory and visual hallucinations'O

Without treatment, the periodic cycling from mania to depression to euthymia

(normal mood) can increase in frequency," length and severity, and the results can be

catastrophic. There is a high rate of suicide among bipolar patients." In addition:

antip ychotics and one typical antipsychotic) as measured by time to discontinuation of

treatment
J

' The Clinical Antip ychotic Trials of Intervention Effectiveness ("CATIE").

sponsored by the ational Institute of Health, studied almost 1,500 schizophrenic patients. It

demonstrated that the time to discontinuation of treatment for any cause was longer in the

Zyprexa group than the eroquel (quetiapine) and Risperdal groups. Time to

di continuation for lack of efficacy was longer in the Zyprexa group than the perphenazine,

Seroquel, Risperdal, and Geodon (ziprasidone) groupS. Duration of successful trealment

was also significantly longer in the Zyprexa group than the Seroquel, Risperdal. and

perphenazine groupS. Fewer patients in the Zyprexa group than in the other four groupS were

hospitalized for an exacerbation of schizophrenia
J6
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Bipolar disorder causes substantial pSy~hosocial morbidity,
frequently affecting patients' relationships with spouses or
partners. children. and other family mem~ers as well as their
occupation and other aspects of their hves.. Ev~n durtng
periods of euthymia. patient may expertence tmpamuents. 10

psychosocial functioning or residual symptom of depreSSIOn
or manialhypomania. It is estimated that as many as 60% of
people diagno ed with bipolar I disorder experience chr~nic
interpersonal or occupational difficulues and subclinIcal
symptoms between acute episodes.... The occupational status
of patients with bipolar disorder is twice as likely to deteriorate

as that of comparison subjects')

Thus, bipolar disorder must be treated and carefully managed."
Zyprexa was the first atypical antipsychotic medication to be approvcd by the

FDA for use in treating acute bipolar mania. (For many years, lithium was the standard

treatment for bipolar mania, but it carries a very significant risk of blood toxicity.) Not only

is Zyprexa effective in treating this condition,'S but it has a superior profile with respect to

EPS and, therefore, is preferred by many physicians over typical antipsychotics,·6 Zyprcxa

has proven in clinical trials to have efficacy similar to or greater than Depakote (valproate) in

treating bipolar mania." The FDA has also approved Zyprexa in combination with lithium

or valproate for treating acute manic episodes.'s In clinical trials, bipolar patients in acute

manic or mixed episodes demonstrated improved manic and depressive symptoms when

treated with Zyprexa in combination therapy as compared to patients treated with lithium or

valproate alone."
In addition, Zyprexa has proven in clinical trials to be effective in

maintenance treatment of manic, mixed manic or depressive episodes, thereby prolonging

periods of stability.so Approved by the FDA for this indication in January 2004, Zyprexa is

the first treatment since lithium to be approved for both the treatment of acute manic episodes

of bipolar I disorder and in bipolar maintenance.

o
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While diabeles in the general population has reached epidemic proportions, its

prevalence among persons with schizophrenia and bipolar disorder is twO to four times

greater than the general population." An association between schizophrenia and diabetes

was recognized as early as the mid_1920's,55 and a more recent body of evidence similarly

points 10 an association between bipolar disorder and diabetes.
56

Estimates of the current

prevalence of diabetes in patients with schizophrenia range from 10% to 36%, and an

estimated 10% to 26% of bipolar patients have the disease.
57

Data from CATIE also

illustrate that schizophrenic patients have a higher baseline prevalence of metabolic

syndrome," which, in those without diabetes, represents a prediabetic state that, over time,

progresses to overt diabetes in a significant proportion of individuals.
59

In addition, 25.7% of

the CATlE patients had prediabetes - that is, a fasting blood glucose level greater than or

equal to 100 mgldL at baseline.
60

There are two types of diabetes: Type I diabetes (also called insulin-

dependent diabetes mellituS (100M) or juvenile-onset diabetes), and Type 2 diabetes (also

called non_insulin-dependent diabetes mellitus (NlDDM) or adult-onset diabetes).61 Type I

diabetes, which usually strikes children and young adults and accounts for about 5% to 10%

of all diagnosed cases of diabetes, develops when the body's immune system destroys

pancreatic beta cells, the only cells that make insulin, the hormone that regulates blood

C. DIABETES MELLITUS: ITS pREY LE CE A D RISK FACTORS

Over the last decade. diabetes mellitus has been increasing in the general

population at an alarming rate. The Centers for Disease Control and Prevention ("CDC")

e timates thaL as of 2005, 20.8 million people in the United States - or 7.0% of the

population _ had diabetes" APproximately 14.6 million people had been diagnosed with

diabeles as of 2005, while 6.2 million people had Ihe disease but had not been diagnos
edn

The number of people in the U.S. with diabetes is projected to increase to 30.3 million by

2030.13
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Studies have shown that having hypertension or a family history of diabetes

can double the risk of having the disease, and that the risk factors of age, obesity, poor lipid

profile, and gestational diabetes can more than double the risk·' M h. oreover, t e greater the

gluco e. In contraSt, Type 2 diabetes, which accounlS for about 90% to 9S% of all known

cases of diabetes. is a progressive disorder. Type 2 diabetes "usually begins as insulin

resistance, a disorder in which the cells do not use insulin properly. As the need for insulin

rises. the pancreas gradually loses ilS ability to produce insulin.'··2 However, many people

with insulin resistance never develop diabetes.
According to the American Diabetes Association ("'ADA"), the major risk

factors for developing type 2 diabetes include:·
3

Age::: 4S

Overweight (BMI ::: 2S kglm
2
)

Family history of diabetes (i.e., parents or siblings with diabctcs)

Habitual physical inactivity
Race!Ethnicity (e.g., African-Americans, Hispanic-Americans, Native­

Americans, Asian-Americans, and Pacific Islanders)

Previously identified impaircd fasting glucose (IFO) or impaircd glucose

tolerance (lOT)"'
History of gestational diabetes·lor delivery of a baby weighing> 9 Ibs.

Low HDL cholesterol level ~ 3S mgldl) and/or high triglyceride level

<::: 2S0 mgldl)

Polycystic ovary syndrome

Acanthosis nigricans

History of vascular disease, such as hypertension

Other risk factors include smoking and prolonged and heavy alcohol

consumption.6/>



c
,- -- - .

EXHIBIT A
Page 120127

000183

Defendant Eli Ully and Company's Zyprexa Backgrounder
Sulle ofAlllSka't £/1 LUI)' and Company (Case No. 3AN-06-OS6JO)

number of risk factors present in an individual, the greater the chance that he or she has or is

de,'eloping diabetes,6S
Because Type 2 diabete is oflen asymptomatic and can remain undiagnosed

for as long as seven to ten years,69 persons at risk should receive regular diabetes screening,

The ADA recommends that individuals be screened for diabetes at three-year intervals

beginning at age 45, regardless of the presence of other risk faetors.'o People who are

overweight and ha e one or more of the other risk factors, however, should be screened at an

earlier age and/or more often,"
"Many people with type 2 diabetes can control their blood glucose by

following a healthy meal plan and exercise program, losing excess weight, and laking oral

medication,"" Weight loss and increased physical activity by persons with prediabetes and

other risk factors for developing type 2 diabetes may prevent or delay the onsel of the

disease,7J Medications, toO, have been successful in preventing diabetes in certain population

groups." Indeed, both lifestyle changes and medication have been shown to increase the

probability of reverting from lOT to normal glucose toleranee.'s

V. THE REGULATORY CONTEXT

D. ZYPREXA'S APPROVED INDICATIONS

In September 1995, after collecting and analyzing the safety and efficacy data

from approximately 2,500 patients in clinical trials, Lilly filed its New Drug Application

("NON'), seeking approval to market Zyprexa for the treatment of schizophrenia, After a

thorough review of all data and analyses in the original NDA, a safety update, and additional

information provided by Lilly in response to FDA requests, the FDA determined that

Zyprexa was safe and effective and approved it for "the treatment of the manifestations of

psychotic disorders" on September 30, 1996.'6 At the time of approval, the clinical trials

supporting the Zyprexa NOA were the most extensive ever done for an antipsychotic

compound.
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In addition to these FDA-approved indications, physicians may prescribe

Zyprexa for any other ("ofT-label") uses that, in their medical judgment, will best serve their

patients. As explained in Washing/on Legal Foundation v. Henney: "A physician may

prescribe a legal drug to serve any purpose that he or she deems appropriate, regardless of

whether the drug has been approved for that usc by the FDA. .. [T]he prescription of drugs

for unapproved uses is commonplace in modern medical practice and ubiquitous in cerlain

specialties,',81 The FDA, which has no authority to regulate the practice of medicine, has

long recognized the benefits of off-label use:

Once a [drug] product has becn approved for marketing, a
physic..n may prescribe it for uses or in treatment regimens or
patient populations that are not included in approved labeling.
Such "unapproved" or, more precisely, "unlabeled" uses may
be appropriate and rational in certain circumstances and may
in fact, reflect approaches to drug therapy that have bec~
extensIvely reported in medical literature. . .. Valid new uses
for drugs already on the markct are often first discovered
through serendipitous observations and therapeutic
innovations. .. .82

ince approving Zyprexa for the treatment of schizophrenia, the FDA has

reviewed data in upplemen131 DA submissions for more than 80 additional Zyprexa

clinical studies and has approved the drug as safe and efTective for the treatment of acute

mania associated with bipolar I disorder as monotherapy (March 2000)17 as well as in

combination with lithium or valproate (July 2003),78 for maintaining a treatment response in

schizophrenic patients (November 2000),79 and in patients with bipolar disorder (January

2004).80 Zyprexa continues to be approved by the FDA for the treatment of schizophrenia

and bipolar disorder. More than 19 million patients worldwide have becn treated with

Zyprexa.
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E. CHRO OLOGY OF LABELl G CHANGES
DiABETES-RELATED ADVERSE EVE TS

inee Zyprexa was approved in 1996, the Adverse Reactions section of its

package insertS) has identified four diabetes-related adverse events as having been observed

infrequently (i.e., 1/100-1/1000 patients) or rarely (i.e., fewer than 1/1000 patients) in

patients during clinical trials: diabetes mellitus, hyperglycemia, ketosis and diabetic acidosis.

In addition, the product labeling has always listed weight gain as an adverse event

"commonly observed" in clinical trials.·'
Throughout the ten years Zyprexa has been on the market, Lilly has

monitored all post-marketing reporlS of diabetes-related adverse events, and provided the

FDA and foreign regulatory agencies (such as the European Medicines Evaluation Agency or

EMEA) with regular periodic safety update reports based on this post-marketing

experience.•s The rate at which diabetes mellitus, hyperglycemia, ketosis and diabetic

acidosis have been reported in post-marketing spontaneous reports is not significantly

different from what was observed in the clinical trials. Moreover, as a result of its ongoing

phannacovigilance, Lilly added diabetic coma in April 2000 and pancrcatitis·
6

in November

2001" to Zyprexa's labeling as post-marketing adverse events.

Based upon a review of spontaneously reported post-marketing reports·· of

new onset diabetes, diabetic coma and diabetic ketoacidosis in patients who used atypical

antipsychotic medications, the FDA, on May I, 2000, asked that all manufacturers of

medicines in this class of antipsychotics provide a comprehensive review of their preclinical,

clinical and post-marketing data pertaining to alterations to glucose metabolism as well as

correspondence with foreign regulatory authorities regarding these data.

On July 31, 2000, Lilly responded to the FDA's request by providing three

volumes of analyses of data, information regarding the addition of a special diabetes

warning/precaution in Europe, and correspondence between Lilly and several regulatory
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agencies on the topic of diabetes. On May 21, 200 I, Lilly supplemented its July 2000

submi sion with the results of twO phannacocpidemiolOgical studies regarding the risk of

diabetes in patients treated with typical and atypical antipsychotics, based on data in two

computerized health databases. However, these retrospective epidemiological studies have a

number of limitations, including inadequate information in the databases regarding patients'

preexi ting risk factors for diabetes and the severity of their mental illnesses, and small

numbers of new cases of diabetes. These limitations preclude any conclusions regarding

causation, which requires investigation in well-controlled clinical trials.
In an annual report to the FDA for 200 I, Lilly stated that there had been

several worldwide regulatory inquiries about hyperglycemia. In April 2002, Lilly notified

the FDA that the Japanese Ministry of Health, Labour and Welfare ("MHLW") had required

that Lilly include information regarding diabetes and hyperglycemia in the warnings,

contraindications and precautions sections of product labeling. Lilly provided the FDA with

the data on which the MHLW had based its decision as well as a "Dear Doctor letter" sent to

physicians in Japan.
In October 2002, Lilly submitted additional information to the FDA on

"Olanzapine and Glucose Homeostasis," including, inter alia, additional clinical trial data,

analyses of published literature on diabetes and antipsychotic usc, and an evaluation of post­

marketing data regarding diabetes and patients treated with Zyprexa. In March 2003, Lilly

supplemented its October 2002 submission with a detailed analysis of post-marketing data

regarding Zyprexa and diabetes, reflecting experience in over 9 million patients. The

reporting rate of diabetes-related adverse events was .0 I%. In June 2003, Lilly provided the

FDA with yet more clinical trial data and published literature regarding diabetes and

antipsychotic use.
ot until September 11,2003, after completing its multi-year review of all the

available data from all atypical antipsychotic manufacturers, did the FDA conclude that the

o
I

tD
o
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On September 16, 2003, Lilly updated its product labeling for Zyprexa in

accordance with the FDA's reques\.91
The FDA's deliberation with respect to the September 11,2003 class labeling

change is consistent with the agency's policy that any significant labeling change be

.'scientifically substantiated." As the FDA has recently explained:

FDA's regulation of prescription drugs is designed to ensure
each drug's optimal use through requiring scicntifically
substantiated warnings. Under-utilization of a drug based on
dissemination of scientifically unsubstantiated wamings, so as
to deprive patients of beneficial, possibly lifesaving treatment,
could well frustrate the purpose of federal regulation as much
as over-utilization resulting from a failure to disclose a drug's
scientifically demonstrable adverse effects.

92

Indeed, in the case of Zyprexa, FDA officials explained that one reason they

took several years to reach a conclusion regarding whether the product labeling should

include a warning with regard to diabetes is that ·'they [were] very much aware that requiring

a warning could influence doctors to prescribe it less often [and] that they [did nol] want to

act in a way that might divert patients to other drugs, when it could turn out the rival

medications cause the same problems.",9J These officials also explained that, "in recent

years, [the FDA·s neuropharmacological division has] gradually moved away from requiring

labeling regarding all atypical antipsychotics should be changed. The FDA asked that the

product labeling for every atypical antipsychotic medication be updated to include a warning

regarding diabetes-related adverse events. In its letter to all manufacturers of atypicals, the

FDA acknowledged that the relationship between atypical antipsychotic use and diabetes

mellitus adverse events ··ha[d] not been completely describcd."' 89 As the FDA explained:

After reviewing the available data pertaining to the use of
atypical antipsychotic medications and diabetes mellitus
adverse events, we have concluded that the product labeling
for all atypical antipsychotics should be updated to include

information about these events.
90
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Rates of reporting of adverse events are not an accurate
renection of the fre~ueney of those adverse events in a
specific population. 9

The FDA's AERS data frequently do not provide
Infonnation regarding (1) duration or amount of
medication used; (2) pre-existing conditions; (3) use of
eo.ncomltant medication; (4) duplicate reporls;98 or (5)
InJunes allnbuted to the prescribing physician (e.g.,

c
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manufacturer.; to warn about 'po sible' side effects [and] aims instead to define risks wilh

more certainty:'9'
F. THE FDA HAS OT DETERMINED THAT A CAUSAL

CONNECTIO BETWEEN ZYPREXA AND DIABETES-RELATED

CONDITIONS HA BEEN ESTABLISHED

The FDA's September 11,2003 labeling directive neither slates nor implies

that there is a causal connection between atypical antipsychotic use and diabetes. Indeed, the

labeling language requested by the FDA notes that "the relationship between atypical

antipsychotic use and diabetes mellitus adverse events has not been completely described.,,9s

Thus, the mere fact that a patient who look Zyprexa develops a diabetes-related condition

does not mean thaI Zyprexa was the cause. As discussed earlier, an association bctwecn

schizophrenia, affective disorders and diabetes was described long before the introduction of

medications for the treatment of schizophrenia and bipolar disorder. Moreover, initial

discovery has already revealed Ihat many plaintiffs have one or more major risk factors for

diabetes in addilion to schizophrenia or bipolar disorder.
Plaintiffs have placed substantial reliance on the number of spontaneous

adver.;e event reports submilled to the FDA regarding diabetes-related adverse events.

Spontaneous reporting of adverse events, however, cannot establish a causal link between the

use of Zyprexa and the onset of type 2 diabetes for numerous reasons, including the

following:"
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improper dosage or diagno is) or the user (e.g., failure to

follow instruction for use).

Distortions in spontaneou advcrse e ent reporting may
occur as prescribers become aware of a particular adverse
event from experiencc, literature, product labeling, or

other sources.
99

Given these shortcomings, adverse evcnt reporting rates derived from AERS

data are not generally accepted as a scientific basis for making a valid assess
mcnt

of thc

relationship between ingestion ofa drug and a subscquent advcrse event. In addition. the raw

number of spontaneously reported adversc evcnts fails to account for the total number of

patients who received Zyprexa. To illustrate this point: there werc approximately 900

spontaneous adverse event reports of diabetes-related adverse events for patients who were

prescribed Zyprexa from September 30, 1996 (the dale of its approval for the trcatment of

schizophrenia) through March 31, 2002. Yet, approximately 9,070,000 patients were treated

with Zyprexa during that same time period, yielding a reporting rate of approximately .0 I%

or 1 in 10,000. The reporting rate of potentially severe glucose adverse events involving

death, coma and acidosis was substantially less. Thus, even assuming that these adverse

events were underreported by a conservative factor of up to 30: I, such incidence is consistent

with the infrequent (1/100-111000) occurrence of diabetes and hyperglycemia during clinical

trials, and moreover, is not unexpected given the high prevalence of diabetes in the general

population, particularly among people with schizophrenia and bipolar disorder.

Although a temporal association between a numbcr of psychotropic

medications (including Zyprexa) and changes in glucose regulation has been reported in

anecdotal reports and small case series, the available scientific data from well-controlled,

randomized, double-blind clinical trials and epidemiological studies do not establish a causal

relationship between Zyprexa and diabetes.
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everal epidemiologi al studie examining a possible assoeiation between

antipsycholi medications and diabetes havc been reported. These studies vary in dcsign,

sample size. methods, specific comparison. and outcomes. Overall, the results sugg
cst

that

patients treated with antipsychotics may have a greater likclihood of diabctes than patients

who are not treated with these medications; howevet, they do not establish whcther the

increased risk is eau ed by treatment with antipsychotic mcdication or by other factors,

including the increased risk of diabetes observed in the seriously mentally ill (with or without

antipsychotic treatment).'oo
There are, howevcr, data from Lilly's Zyprexa clinical trials that have bcen

analyzed to determine what factors significantly predicted treatment-emergent diabetcs

("TED"). This analysis of over 5,000 paticnts in clinical trials of up to one year's duration

found that treatment with Zyprexa was not significantly associated with an increased risk of

diabetes, as compared to a non-Zyprexa trealment cohort (haloperidol, risperidone, and

placebo combined). Risk factors for TED were found to be: elevated non-fasting glucose at

baseline, baseline weight, weight gain, being over 45 years old, non-Caucasian ethnicity, and

having twO or more diabetes risk factors at baseline. The most significant predictors of TED

were elevated baseline glucose levels or the presence of multiple baseline risk factors

(identical to those well-established in the general population).'o,

In addition, in the CATlE study,'02 treatment with Zyprexa was not associated

with a significant risk of developing diabetes'o, Patients taking Zyprexa were not

significantly more likely to receive new prescriptions for antidiabetic therapies than patients

treated with other study medieations.
I04

Finally, even if it were possible to establish a causal connection between the

use of Zyprexa and diabetes-related conditions, plainti ffs must prove that it was a substantial

factor in causing the injuries alleged to have been suffered by Alaska's Medicaid recipients.

If these patients are similar to the plaintiffs in the MOL, discovery will show that they had

~
o
I

(!)
o
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VI. CO'CL 10
Al~ pical antip) ehoties havc provcn to bc morc effective than Iypical

anlips~ choties and conventional medicalions used to trcat schizophrcnia and bipolar I

disorder. Despite these and olhcr ncw advances in thc ncuroscience of mental health, nearly

half of all Americans who have a evcrc mcntal illness do nol seek any Ireaunent al all.

105

With bipolar disorder ranked sixth and schizophrenia ranked ninth among lhe len leading

causes of disability woridwidc106 the Surgeon General has challenged policymakers to

reduce Ihe crippling burden of mental illncss on our sociely by making public policy

decisions that encourage rather than discourage individuals with seriolls mental illnesses

from seeking effective treatmenl. 107 Consistent with lhis objcctive and in recognilion of lhc

lack of e\ idence of a causal connection between alypieal antipsychotic usc and diabetes, Ihe

FDA has neither withdrawn alypical antipsychotic medications from lhe market nor required

lhat their labeling bear a black box warning.
Certain judicial and litigant actions. too, discourage paticnts from complying wilh

their ph~sieians' directions 10 take Zyprexa and, therefore, may be conlrary 10 lhe besl

interests of the patient and those per.;ons who bear the burden of his disabililY· Patients who

stop taking Zyprexa on lheir own may relapse, resulling in hospitalization and, perhaps, harm

to themselves or others.
Lilly invites the Court to conduct a full and complete analysis of the medical and

regulatory facts that form the backdrop of this litigation so that ilS decisions will be

one I' more of the major ri k fa lOr.; for diabctes at thc time they began taking Zyprexa.

addition. diseovcry will how that man) of the e individuals werc also on diabelog
enie

drug

at the timc of diagnosis or death. which may hO\ e contributed to their alleged injurics.

10reo\ cr. research on the etiology of diabctc continucs to identify new markcr.; for thc

diseasc. 1an~ factor.; that may cause or contribute to the development of diabctcs arc still

unknown.
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\ FDA 9130196 approvallener.

1 FDA 1119100 approvallelter.

) FDA 3117/00 approvallener.

• FDA 7/10/03 approvallener.

1 FDA 1114/04 approvallener.
6 In addition, several putative class actions brought on behalf of third party payors seeking, il/ler alia,
reimbursement for monies paid for Zyprexa are currently pending before Judge Weinstein.

., See Order dated September 21, 2006 in the case of Joel Aigario, el oJ. v. Eli Lilly and Company. Superior
Court of alifomia, Case No. 8C347855, auached as Exhibit C to Lilly's Scheduling Conference Submission.

I Diabetes mellitus is a group of metabolic diseases characterized by an abnormally elevated glucose level ­
or hyperglycemia. Te-sulting from defects in insulin production, insulin action, or both. See Am. Diabetes
Assoc., Diagnosis and Classifieatioll of Diabetes Mellitus, 29 Diabetes Care (Supp.) S43, S43 (2006)
{hereinafter Diabetes Diagnosis]. Diabetic acidosis is an acid condition of the body resulting from abnormal
amounlS of acid, such as acetoacetic and beta hydroxybutyric acids. This condition occurs in people who nrc
not producing insulin or who do not receive enough insulin. Ketosis occurs when there is a buildup of ketones
in the body as a result of excessive breakdown of fat caused by insufficient insulin in a persoll with diabetes
mellitus. Acidosis precedes and causes ketosis; the combination (ketosis and acidosis) is called ketoacidosis.
Diabetic coma is unconsciousness occurring during ketoacidosis. See WebMDHealth, Glossary of Diabetes­
Relaled Terms, at hltp:llmy.webmd.com! contentipageslll1667_S0207 (Ias\ visited July 10,2006) [herein.fter

Diabetes Glossary).

• See Zyprexa package insert (10/02196).

10 Jd.

11 See Zyprexa package insert (re ised 4112100).

12 FDA 4119/04 Warning Letter to Janssen Phannaccutica, Inc. at 2.

Il FDA 9ft 1/03 lener at I (emphasis added). Lilly received this lelter on September 15,2003.

14 Jd.

IS FDA 4119/04 Warning Letter to Janssen Phannaceutica, Inc. supra notc 10 at 4.

" Zyprexa package insert (revised 9116/03).

11 For example, the diet dru~ Fenfluramine and Redux as well as Baycol and Rezulin were withdrawn from
~~:arkel, and the FDA ~Ulred thallhe labeling for Premarin and Serzone include black box warnings. The
safe ~~~that drugs be withdrawn from the .~arkel when post-marketing experience shows that they are not

. 21 C.F.R. §314.1S0 (a) (2) (II). The FDA requires prominenlly displayed or "black box"

consi tent with sound public mental health policy.

infonnation should the Court so desire.

I
~
o
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warnings "here "[sjpecial problems. particularly those that may lead to death or serious inju')" have been

identified. 2\ C.F.R. 20\.57 (e).
10 Cf In rt "Agent Orange" Prod. Liob. Litig., 818 F.2d 145, 165 (2d Cir. 1987) (recognizing dmt, because
epidemiological studies showed only that Agent Orange rna) or ma) not cause haml dcpendmg upon the
nature of exposure and other faclors, the rele,ant causalion question for purposes of delennining liability "is
not \\hether Agent Orange has the capacity to cause haml, the generic causation issue, but whether it did cause
hann and to whom. ThaI delenninalion is highly individualistic, and depends upon lhe characleristicS of
individual plaintiffs (eg. state of health, lifestyle) and the nature of their exposure to Agent Orange")

(emphasis in original).
It See Robert Freedman, Schi=ophrenio, 349 (18) ew Eng. J. Med. 1738, 1738 (2003); Gary D. Tollefson &
Cindy C. Taylor, Olon=opine: Preclinical olld Clinical Profiles of a Novel AlllipsychotiC Agent, 6 (4) CNS
Drug Reviews 303, 304 (2000); U.S. Dep't of Health & Human Serv., Mellwl Ifeollh: A Rel,orl of the
Surgeon General 273 (1999). (1\'ailable at hup:llwww.mentalhcnlth.orglfeaturesl surgeongcncrulrcport!

home.asp [hereinafter Surgeon General's Report].

10 Freedman. supra note 17, at 1738.

" Id. al 1738-39.
22 rd. at 1738. For a more detailed description of schizophrenia, see Surgeon General's Report, supra nOle

17, at 269-79.
:u See E. Clare Harris & Brian Barraclough, Excess Mortality of Mental Disorder, 173 Brit. J. Psychiatry 11-

53 (1998).
!~ Tollefson, supra note 17, at 304; Consensus Development Conference Oil AlIlip.\ychotic Drugs and Obesity
and Diabeles, 27 (2) Diabetes Care 596, 596 (2004) [hereinafter Consensus Stalement].

II Consen~us ~tate",ent, supra note 22, at 596. See also Freedman, supra note 17, at 1743. These
extrapyramidal SIde effects, or movement disorders, have been described as follows:

Ac~t~ dystonia i.s inv.olun~1)' muscle spasms resulting in abnormal and usually painful body
POS1t1?Os.. p~II1SOI1lSm IS defined by tremors, muscle rigidity, and stuporous appearance.
~s~meslas are mvoluntal)' repetitive movements, often of the mouth, face, or hands, and akathisia
IS pamful muscular restlessness requiring the person to move constantly.

Surgeon General's Report, supra note 17, at 281 n.I5.

26 Tollefson, supra note 17, at 304.
27 Freedman, supra note 17, at 1744; Tollefson, supra note 17, at 305.

21. Other atypi~1 ~tipsychotic medications marketed in the United States include: ClozarillR> (c1oza ine)

(RIS~lPl )("Sespcndone), Seroquel® (queliapine fumarate), Geodon® (ziprasidone) and AbiJif'''';
anplprazo e . e Freedman, supra note 17, at 1743. ,1"0"

~/~~:eanR~up~~d:~~:;; at 1745 (!nte":,al citations omitted). See also Jan Volavka et aI., Clozapine,
Schi=;:gec~i\'e ~order' 15/(za:pe7d~1 m

h
.the Trearmenl of PalielJls Wi~h Chronic Schizophrenia and

Mare more effective th~ Haldol inm~h~n~:c ~~~I)' 255: 261 (~002) (concludl~g that atypical antipsychotics
Consensus Stalement supra note 2' at 59: (t nts ~I~h a hh,stOry ~f suboptimal response to treatment")'

, _, recognlzmg t at atypical antipsychotics "have fewer or n~
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extraPlT8midal side effects at clinically effective doses. Many of these newer medications are also more
effect;"e than the older agents at treating the ncgati"e, cognit;'e. and affective symptoms of psychotic
illnesseS."); Surgeon General's Report, supra note 17, at 281-82. Cj John M. Davis et al.. A Mew-analys;s of
lhe EjJiWCY ofSecand.{jenerat;on Antipsychatics, 60 Arch. Gen. psychiatrY 553. 559-60 (2003) (concluding
from meta-analysis that Zyprexa, Clozaril (clozapine), Risperdal® (risperidone). and Solian® (amisulpride)
had proven to be significantly more efficacious than tlopical antipsychotics, but that other atypicals had not).

" Vol8\ka, supra note 27, at 260-61; Davis, supra note 27, at 559-60; ila Bhana et aI., Olan:apine: An
Updated R""iew ofils Use inlhe Management ofSehi:ophrenia, 61 (I) Drugs III, 112-15. 125-27, 130-31

(2001) [hereinafter An Updated RC\'iew]; Tollefson, supra note 17, at 318-20, 352.

)1 Davis. supra note 27, at 559.60; An Updated Review, supra note 28, at 113, 116, 141~2; Tollefson, supra

note 17, at 337-38. 352.

3] Vola ka, slIpro note 27. at 260-61.

)] An Updated Rel,jelil, supra note 28, at 113, 115, 127·32.

.. ld. at 113. 116. 142.
H See Jeffrey Liebennan, el aI., El!ectivenes... ofAntipsychotic Drugs in Patients With Chronic Schizophrenia,

353(12) . Engl. J. Med. 1209, 1212 (2005).

" ld. at 1212-1215.
".. at'l Inst. of Mental Health, Bipolar Disorder, at hllP:llwww.nimh.nih.gov/publicntlbipolar.cfm (Ia"

ViSited July 10,2006) [heremafter Bipolar Disorder].

31 /d.
" See Surgeon General's Report, snpra note 17, at 249; Bipolar Disorder, supra note 35: The Merck Manual
of DlOgnosl.l and Therapy § 15, ch. 200 (Mark H. Beers, M.D. & Roben S. Poner M.D. cds 18· cd 2006)
lh.remaner Merck Manuan· ' ,., . ,

40 Bipolar Disorder, supra note 35.
~l . orne ~ple wi~h ~ipolar disorder experience "rapid-cycling," which technically means four or more
<dPlsodBc,S 0lf IIIDn~ss 'd\'lthlO a 12·month period, but can even take place within a single week or worse a single

ay. 'PO or ISOr: er. supra note 35. ' ,

.1 R be .(R"'~iOI~ ~~ABH§~~e~d, ~P~" 6racri~eRGuidelille for the Trealmelll of PatienlS Wilh Bipolar Disorder
courses/course15isipol';2~PG.doc (2;;;;~. esources, avO/lable 01 hllp:/lwWW.psych.orgieduicme/apacmel

Old. See also Bipolar Disorder, supra note 35.

41 Bipolar Disorder, supra note 35.

•s See Tollefson, supra note 17. at 343-44.

: See Hirschfeld. supra note 40, at pt. A, § LB. 1, pt. B, § V.A.5.

See Mauricio Tohen et al. Olanzapine Versus Div I .Psychiauy lOll, 1016 (2ooi). See also John M z:.:;oex III Ihe Treormenl ofAcllle Mallia, 159 (6) Am. J.
Tolerability of Dimlproex Sadium and 01 • : ~ ~ el aI., A ComparlSall of Ihe Efficacy. SafelY. alld

all~apme III I e Trealmem of Bipolar Disorder, 63 (12) J. Clin.
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PS) hiauy 1148, 1154 (2002) (finding ,hat ,he '''0 agents demonstrate equivalen' emeacy in ,reallnenl of

acute mania in bipolar disorder).
u fDA 7/10103 approval letter. supra note 4.
.. Mauricio Tohen et aI., Efficacy ofOlall:apille in Cambillatioll With Valproal

e
or Lilhillm ill the Treatmelll

ofMallia ill Patielll
s

Parlially NOllrespo"sive /0 Valproate or Lilhillm MOllotherapy. 59 Areh. Gen. Psyeillalry

62.64-65,68-69 (2002)... Mauricio Tohen et aI., Olall:apille Versus Lithillm ill Ihe Mailllellallce Treaallellt of Bipolar Disorder: A
12-Molllh. Ralldomi:ed, Double-Blilld, COlllrolled Clillical Trial. 162 Am. J. psyehlalry.1281, \2g4-1285
(2005); Mauricio Tohen el aI., Ralldomi:ed, Placebo-COlltrolled Trial ofOlall:apill< as MamtCllOllce Therapy
in Paliellls With Bipolar Disorder Respo"dillg /0 Acule Treatmelll WI/h Olall:apme, 163 Am. J. psycillalry

247,251-253 (2006)." U.S. Dep't of Health & Human Serv., Cenlers for Disease Control & Prevenlion. Natiollal Diabetes Fact
Sheet: Gelleral Illformatioll alld Natiollal Estimates all Diabetes ill Ihe ullited Swtes, 2005 (2006)
lhereinafter Diabetes Foc' Sheel]. Among people aged 20 and older in Ihe Uniled States, abolll 9.6% have

diabetes. Id.

)1 Jd.
" Sarah Wild el aI., Global Prevalellce of Diabetes: Estimates for Ihe Year 2000 alld Projeclio

lls
for 2030,

27(5) Diabetes Care 1047, 1051 (2004).~ TIle Canadian Diabetes Association has recognized schizophrenia as a risk faclor for diabetes. See
Canadian Diabetes Association Clinical Practice Guidelines Expert Commillee, Calladiall DialJeles
Associalioll Z003 Clillical Praciice Guidelilles for Ihe PrevellliOIl alld Mallagemelll of Diabetes ill COllado.

Can. J. Diabetes 27 (suppI2) 51,510 (2003).
H J. Kasanin, The Blood Sugar Curve in Mental Disease, 16 Arch. Neurol. psychiatry 414 (1926).

S6 See Frederick Cassidy el al.. Elel'ated Frequency of Diabetes Me//iflls ;/1 Hospila/ized Manic-Depressive
Patiems, 156 Am. J. psychiatry 1417, 1419 (1999); Shelley L. Lilliker, Prevalellce ofDiabeles ill a Mallic­

Depress;,'e Population, 21 (4) Comparative psychialry 270, 273-74 (1980).
Sl See William T. Regenold et aI., blcreased Prevolellce of Type 2 Diabeles Mel/itlls Among Psychiatric
Inpotiems wilh Bipolar I Affecii,'e alld SchizoaffCClive Disorders Illdepelldelll of psycholropic Drllg Use, 70 J.
Affective Disorde~ 19,21 (2002); Cassidy, SlIpra note 54, at 1418; Sukdeb Mukherjee cl al.

,
Diabeles

~~;~~: ill Schizophrenic Patiellls, 37 (I) Comparalive Psychiauy 68, 69 (1996); Lilliker, Sllpra note 54, at

" See Joseph P. McEvoy et aI., Premlellce of Ihe MelObolic Sylldrome ill patiellts Wilh Schizophrellia:
Baselme Resulrs F~om the. Clinical Alllipsychoiic Trials of IlIIervelllioll Effectivelless (CATIE) Schizophrellia
TrlOl all~ ComporlSOIl W"h Nallo?al Estimales From NflANES ll/, 80 Schizophrenia Research 19,20-21
(2005). TIle metabohc syndrome IS defined by a cluster of clinical features that include increased abdominal
or VIsceral adiposity (measured by waist cireumference), atherogenic dyslipidemia (low high density
h~prolem (J:lOL) and elevated fasting tnglycendes), hypertension, and impaired fasting glucose or overt

d,abeles mellitus (OM)." Id. at 20-21.
S'} The Third alional Health and Nutrition Examination Survey found that 87% of diabetics among the cohort
over age 50 met metabolic syndrome criteria. Id. at 21-22. (citation omitted).

~
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In(endant Eli UU)' and Company's Zyprexa Backgroundcr
$lou 01Alaska l'. Eli Lilly and Company (Case No. 3AN-06-05630)

c

Id at 25.
'1 D;obe't.S Fact heel, supra notc 49.
., Id It can take so"eral years for the pancreatic beta cells to 10 e their ability to compensate for insulin
resistance by producing more insulin, but \\ hen they do, insulin levels fall below supemo

nnal
values, glucose

levels begin to rise above nonnal and hyperglycemia develops. See Am. D..betes Assoc., DlOgIIOS'S (/lid

ClossificaJion ofDiabetes MellitUS, 27 Diabetes Care (Supp.) S5, S5-S7 (2004).
., Am. Diabetes ASSOC., PositiOll Statemellt: S,andards ofMedical Care ill Diabetes-2006, 29 Diabetes Care
(Supp.) S4-S42, S6 [hereinafter ADA position Sta,emerll]; see a/sa Florence 1. Dallo & Susan C. Weller,
EffecJh..ne.u ofDiabetes Mellillls Screening Recommendations. 100 (18) P A 10574, 10578.
.. A person has IFG ifhis fasting blood sugar level is elevated, i.e., 100-125 mgldl, afier an overnight fast.
With IGT, a person's blood sugar level is elevated, i.e., 140-199 mgldl, afier a 2-hour oral glucose tolerance
tcst. (If a person's IFG is? 126 mgldl or his IGT is ? 200 mgldl, he has diabetes. See ADA Pos;tioll
Statement supra nole 62, at S5.) A person with this elevated blood glucose has hyperglycemia. People with
either IFG or IGT have "prediabetes" and an increased risk of developing type 2 diabetes. See Diabews Faci

I,eel, supra notc 49. In addition to the fasting plasma glucose (FPG) test and the 75-g oral glucose tolerance
tcst (00Tf), the casual (random) plasma glucose test call be used to screen for diabetes. A cU5uai plasma
glucose level? 200 mgldl (11.1 mmollL) with symptoms of diabetes is considered dingnostic of diabctes.

ADA position SWlemenl. supra note 62, at 55.
6) Gestational diabetes is a [orm of glucose intolerance that some women experience during pregnancy.
These women have a 20% to 50% chance of developing type 2 diabetes in the next 5-10 years. Diabele.'i Fael

Sheet, supra note 49.
66 See The Cleveland Clinic, Type 2 Diabetes Mellitus, llt http://www.clcvelandclinic.orglheahh/heohh-
infoldocsll 70011 734.asp?indcx=7073&src=news (last visited July 10,2006).

61 Dallo, supra note 62, at 10578.
.. Am. Diabetes ASSOC., Screeningfar Type 2 Diabetes. 27 Diabetes Care (Supp.) SII (2004).

69 Am. Diabetes Assoc., Frequenlly Asked Questions About the Risk Test, at http://www.diabetes.org! risk­

testlfaq.jsp (last visited July 10,2006).

70 ADA position Statement, supra note 62, at S6.
11 Id. Some studies have suggested that screening should take place where one risk factor is present. See

Dallo, supra note 62, at 10578.
n Diabetes Foct Sheet, supra note 49. See also Diabetes Diagnosis, supra note 6, at 543.

73. AD~ Posit!on Statemenl, supra note 62, at S7. Participants in a large diabetes prevention study who had a
~:gh nsk of diabetes were able to reduce development of the disease by 58% over 3 years. Id.

Id. ("a ~Io/. relative reduction in the progression of diabetes was observed in the tf< '
compared with control subjects"). me onn1l1 group

lS Id.

76 FDA 9130196 approvallener, supra note 1.

n FDA 3/17/00 approvallener, supra note 3.
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Oer~odant [Ii Lilly and Compan)"s Z)'prexa Bac::kgrounder
Slatt ofAlaska ,~ Eli Lilly and Company (Case No. 3AN..()6...(}S630)

... FDA 7110103 approvBllener. supra note 4.

79 FDA 1119'00 approval letter. supra note 2.

ID FDA 111~104 llpproval1etter. supra note S.
11 202 F.3d 331, 333 (D.C. Cir. 2000) (internal citations omitted).
" Use of Approw!d Drugs for Unlabeled Indications, 12 FDA Drug Bulletin 4, 5 (1982). The FDA has
reaffinned this policy on numerous occasions. See. e.g, James M. Beck & Ehzabelh D. Azan, FDA. Off-Label
Use. and Informed Consent: Debunking Myths & MisconceptiollS, 53 Food & Drug U. 71, 77-78 (1998).

" See Zyprexa package insert (10/02196), supra notc 7.

"Id.
IS Pharmaceutical companies are legally required to provide periodic rcpons of all post-marketing adverse
drug experience infonnation to the FDA. 21 C.F.R. 314.80 (b), (c) (2). An adversc drug expcricncc includes
-any adverse event associated with lhe use of the drug in humans, whether or not eonsidered dTllg related

.." 21 C.F.R. 314.80(a).

16 Pancreatitis has been defined as;
A rare disease in which the pancreas becomes inflamed. ... The 1110St common cuuses for
pancreatitis are alcohol and gallstones. There 8rc twO forms of pancreatitis. ncute and chronic.
The acute form occurs suddenly and may be a severe, life-threatening illness with muny
complications. Usually, the patient recovers completely. A chronic form of the disease may
develop if injury to the pancreas continues, such as when a putient persists in drinking
alcohol, bringing severe pain and reduced functioning of the pancreas that affects digestion

and causes weight loss.
The Cleveland Clinic, Gastrointestinal Glossary of Terms, at http://www.clevclandclinic.org/health/health­
infoldocslI6oo/1 693.asp?index=7038&sre=news (last visited July 10, 2006).

A few complaints against Lilly aver pancreatitis as an injury allegedly caused by Zyprexa. Pancreatitis.
however. is not considered a diabetes-related condition and is not the subject of the FDA's Septcmber II,
2003 leuer (see FDA 9/11/03 leuer, Sllpra note II.)
" See Zyprexa paekage insert (revised 4/12100) Sllpro note 9; Zyprexa package insert (revised 11/0110 I).

II The FDA's Adverse Event Reponing System C'AERS") enables the agency to review and evaluatc all
~pontaneous repons .of post-",:arketing adverse events. See Evelyn M. Rodriguez et aI., The Role ofDatabases
m Drllg Postmorketmg SlIn·tlI/OJlce, 10 (5) Phannaeocpidemiology & Drug Safety 407, 407-408 (200 I).

19 FDA 9/\ 1/03 lener, supra note 11, at 1.

.. Id.

91 See Zyprexa package insert (revised 9/16/03). supra note 14.
91 Brief of Amicus Curiae FDA at 23, Motus v. Pfizer. II/C. (9th Cir. 2004) (Nos. 02-55372, 02-55498)

[hereinafter "FDA Motus BrieF}.
: Geet Anand ~ Thomas M. Burton, Drug Debate: New AntipsychOlics Pose a Quandary for FDA Doctors
Sc~I.l 51.

hr
J·, ~PDnl 11, 2

w
003

11
, at 3; see also Thomas M. Burton, FDA to Require Diabetes Warning O;J Class o~

t=op en/a rugs, a 51. J., Sept. 18,2003. 'J

o
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Defendant Eli Lill)' and Compan)"s Z)'prexa Backgrounder
Stau ofAltuka v. Eli Ully and Company (Case No. 3AN-06-0S630)

nand. supra note: 91. III 1.
~ FDt\911 0'" Icuer. supra note II.llt I (cmphasisadded).

Sa Elizabeth A. Koller & P. ~tumli Domis,,"m). Ololl=apille-AssOClOred Viabel", Melliflls. 22 (7)

Phannacotherap) 841.848.850 (2002): Rodriguez. sl/pra nole 87. al 40g.

r See Koller. supra note 95. al 8atS.

Id

.. See id
• SO'. ego Michael J. Sem)ak et al.. Associatioll of Diabetes MellituS ","h Usc ofAtypical Nellroleptics ill

Ihe Troolmelll of Sclll=oph,,"io. 159 (4) Am. J. Ps)ehialry 561, 565 (2002) (retrospeelive study did not
delinu"el) eslablish a causal relationship bel\\ccn the usc of at)pieal antipsychotic mcdications lind
dl8belcs): Michael EJ. Leall & Fmnk-Gcrald Pajonk, patiellls all Alypical Alllipsychotic Drl/gs: Allother
HIgh-Risk Group for Type 1 DiabereS. Respo"se 10 Hardy alld Breier, 26 (II) Diabeles Cnre 3202, 3202
(2003) (ackllO\\ ledgillg that retrospecli,e studies "do not claim 10 demonstrate causlltion bUI arc primllrily " r
hypolhesis genemlion to highlighl an emerging issue to address in further researeh"): Leslie CitronlC et aI.,
RelationshIp Belween AnlipsychOlic Medication TreOlme"t alld New Cases of Diabefes Among psychiatric
IlIpouellls, 55(9) Ps)ehiatrie Se,,·s. 1006, 1012 (2004) (noting Ihat long-tertll prospeclive epidemioiogiclli
cohort studies. as \\ell as randomized c1inicial lrials, nrc needed 10 ascertain whether there is u cnusc-nnd­

effect relationship bet\\ccn atypical antipsycho1ics and diabeles).
WI Patrizia Cavazzoni et aI., Retrospective Analysis oj Risk Factors ill Pafiellls With TrealmclII·emergellf
Diabetes Drlring Clinical Trials of Antipsychotic Medicotiolls, 185 (Supp. 47) Brit. J. psychiatry S94, S98-

100 (200~): Patrizia Ca\azzoni ct aI., 2005 Summary Descriplioll of Errors lind orrect;oIlS, ol'oi!oble 01:

http:/'bJP·repsych.org.

102 See supra Section II.A.

10] See Liebennan, supra note 33.

lOt Id.
lOS Surgeon General's Report. supra nOle 17, Executive Summary.
106 See The Execulive Summar)' of.n,~ Global Burden of Disease alld InjUry Series § 3.2, at 21, Q\'oi!oble 01

http:1 WW\\ .hsph.harvard.eduJorganlZBtlonslbdulGBDscries.html.

un See Surgeon General's Report, supra note 17, Executive Summary.

~
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UNITED STATE DISTRICT COURT
EASTERN DiSTRICT OF E\ YORK

MOL No. 1596 (IBW)
In reo ZYPREXA
PRODUCTS LIA8IUTY LITIGATlO

__----x
THIS DOCUMENT RELATES TO:

ALL ACTiONS

__.-------------.---l\

Qj.SE MANAGEMENT ORDER No, 15
(Depo Itlon Guideline.)

IT IS ORDERED that depositions in the above--captioned matter shall be

conducted in accordance with the following rulcs:

\. QENERALPROVISIONS

a. Cooperation. Counsel arc expected to cooperate with and be courteous to each

other and deponents in both scheduling and conducting depositions.

b. Lead Deposition Counsel. Depositions and matters related to depositions shall be

coordinated by a Lead Deposition Counsel for plaintiffs and a Lead Deposition Counsel for

defendant. Lead Deposition Counsel for plaintiffs shall be Plaintiff Liaison Counselor his

designee, and Lead Deposition Counsel for defendant shall be Nina Gussack or her designee.

The name and contact infonnation for any designee shan be promptly communicated to the other

EXHIBIT B
Page I OF 12
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c

Uonr;cessary AuendnDC:C:. Unnecessary attendance by counsel 15 discouraged

iii. t:lQIice of luten' to Anen4 a pellOsjtioD. In order for counsel to make

~\\CJl!l.M!ll'J;lU:SgU, Unl Olh""" e or<\cr<:<! under fed R. CIV, p, 26«),

represented by other counsel should elect not to attend.

margmal mterest an a proposed deposition or who expect their interests to be adequately

arrangements for adoqu!.te deposinon space. counsel who intend to attend 8 deposition noticed in

thiS MOL s.hould advise Lead Deposition Counse' for the noticing pany not fewer than seven (7)

busmess days prior to the deposition, whenever feasible.

000200

EXHIIlIT 11
rage 2 OF 12

and may not be: compensated in any fee apphc:anon to the Court. Counsel who have only

when the transcript or "ideo medium is ph\ccd an the document depository.

lrllnscnp' contammg confidenli.1 informanon shaU be .ealed .0 as nOllO w.ive confidenli.lil)'

1596 Protectl\'C Order shall be excluded (rom tbe deposition. Any ponicD of the deposition

mformallo
n

contamed therem, penoos 10 whom disclosure is nOlauthorized undcr.n MOL-

the deponeol " beIng «amlned aboul any ...mpod eonfidenbal documen
l

or lhe confidenllal

penon who does no' faU ""hm .nyofthe categones SCI forth in lhe pt<tedmg senlence. While

deponen
l

Upon appltcallon. and for good cause shown, the Court m.y permll attendance by a

reprcscn
tall

\'< of a partY, court reporters. vldcognphen, the deponent, and coun el for lhe

attomC) spe':taUy enll"gcd by a part) for purposes oflhe depoSlbO
n

, the parties or lhe

depo IbOn> m.y be attended by c:oun>el oft<tonl. memben and employees of their firms,



FD N

Examination. Except in depositions that have: been cross·noticcd in actions
B.

000201

EXHIBIT B
Page 3 OF 12

c

required to depose a particular witness. Absent agreement of the parties or order of Special

e. Scbeduling. Absent extraordinary circumstances, counsel should consult in advance

with opposing counsel and counsel for proposed deponents in an effort to schedule depositions at

mutually convenient times and locations. Counsel are expected to cooperate and coordinate the

scheduling of depositions. There shall be no multi·tracking of depositions of fonner or current

during the deposition will not be pennitted.

by Fed. R. Civ. P. 30(d){2). Counsel should cooperate so examinations by multiple attorneys do

not result in a deposition exceeding the alloned time.

Master Woodin based on 8 showing of good cause, the length of depositions shall be controlled

b. Duration. Counsel should consult prior to a deposition to agree upon the time

identity of the 8tlOmcY(s) who may examine the deponent. Smok.ing by deponents or counsel

Counsel for lhe noticing party shall give Lead Deposition Counsel for the other side notice orthe

days before a deposition requested or noticed by plaintiffS or defendant, Lead Deposition

covered. This limitation shan be strictly construed against the CJtBmining anomey. Three (3)

plaintiffs' Lead Deposition Counsel, may examine a deponent limited to matters not previously

individual or divergent positions, which cannot be resolved by good faith negotiations with

substantially the same question shan not be asked again. Counsel for plaintiffs who have

Deposition Counsel for each side. Once the witness has fully answered a question, thM same or

pending in s..te eoon (see below), questioning should ordinarily be conducted by tWO Boomeys

for aU plaintiffs and onc anomcy for defendant in MOL No. 1596, designated by Lead

2.

~
o
I
~
o



shall meet and confer 00 the cstablishment of a reasonable schedule for the mulU-tnlcking of

represcntati\-'CS. detail personnel, or other fact WltnCSSCS may be multi-tracked and the parties

~
o
I

c.o
o

those depOSitions. To the extent that the panics cannot agree on a proposed schedule for such

multi-tracking. the parties shall file with Special Master Woodin separate proposed schedules.

After counsel, through consultation. have arrived on a mutually acceptable date

and location for a deposition, each side shaH be notified aflhe scheduled depoSition at least thirty

(30) days in advance.

d. Deposition Day. A deposition day shall commence at 9:30 a.m. and terminate no

later ilian 5:30 p.m. local tunc. Modest variations in this schedule may be made by agreement of

counsel who noticed the deposition and counsel for the witness. There shall be a 15 minute

morning break and a 15 minute afternoon break, with onc (I) hour for luncb.

Depositions may not take place in marc than three consecutive weeks out of every

four consecutive weeks. The fourth week shall be an "orr week. in any given calendar month,

the Plaintiffs in the MOL will ordinarily take the depositions of no more than nine (9) current or

former employees ofLiUy..

e. Df!positions of Witnesses Who Have '0 Knowledge of the Facts. An officer,

director, or managing agent of a corporation or a government official served with a notice of a

deposition or subpoena regarding a matter about which such person has no knowledge may

submillo the noticing party within fifteen (15) days before the date of the noticed deposition a

declaration so Slating and identifying a person within the corporation or government entity

believed to have such knowledge. Notwithstanding such declaration, the noticing party may

EXHIBIT B
Page40FI2
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r. Coordination \\ilh tatt Court Actions. Counsel for plainllffs In the MOL shalt

000203

EXHIBIT II
Page 5 OF 12

any zyprexa-related action pending in stllte court, and any deposition in any Zyprexa-retated

action pending in state court may be cross-noticed by any party in lhis M.OL. Each deposition

g. Cross-Noticing. Any deposition in Ihis MOL may be cross·noticcd by any party in

proccedmg for all purposes consistent with the state's procedure.

notice shall include the name, address and telephone number of the primary examiner(s)

designated by the party noticing the deposition; and the date, time and place of the deposition. If

a state court deposition has been cross-noticed in this MOL, then the state couJ1 plaintiffs may

not re.ke a subsequent deposition of that witness except for good cause shown as determined by

Special Master Woodin or because documents which may be relevant to the witness or lead to

discoverable infonnation have been produced or discovered after the date of the deposition and,

c

sufficient opportUnity to question the deponent so Ihat the deposition may be used in Ihe slutc

coordinated with a state court proceeding, but that counsel in the state court proceeding have

of this Order that counsel for MOL plaintiffs shall be the primary examiners in a deposition

proceeding may ask additional questions prior to Ihe completion of the deposition. it is the intent

conclusion of the examination by the primary examiners, counsel for plaintiffs in a stale court

counsel ~ r state court plalOtiffs to cooperate in selecting the primary examiners. Upon the

in a coordinated deposition. the Special Master expects counsel for plaintiffs in the MOL nnd

plamtiffs In order to minimize the number of times that a witness shall appear for a deposition.

use their best efforts to coordinate the scheduling of depositions with counsel for state coun

proceed v.>ith the deposition. The right of the respondmg winless to seek a protective order or

other appropriate reliefdunng or foUowlOg the deposition is reserved.



ii. Counsel shall refrain from engaging in colloquy during deposition. The

Objections and Directions Not to Answer.

c

000204

EXHIDIT II
Puge 6 OF 12

statement have been disclosed. and the general subject matter of the statement, unless such

information is itself privileged. Any objection made at 8 deposition shall be dcemed to have

been made on behalfofall other parties. All objections. exeept those as to fonn and privilege,

are reserved until trial or other use of the depositions.

w8iverofthe priVilege. such as the date ofa communication, who made the statement, to whom

claimed, the witness should nevertheless answer questions relevant to the existence, extent, or

Counsel shall comply with Fed. R. Civ. P. 30(d)(1). When a privilege is

designaled by a party) or by leave of Special Master Woodin for good cause.

h. pouponemenlS. Once a deposItion has been scheduled, it shall not be takcn off the

and m whose presence the statement was made, other persons to whom the contents of the

for the witness (if the witness is not a party or 11 current or former employee or nn expert

witness is a party or 8 current or former employee or an expert designated by a party) or counsel

partY nOllclOg the depoSItion and Lead Deposition Counsel for the opposing party witness (if the

scheduled to occur. except upon agreement between the primary examiner designated by the

calendar. rescheduled or relocated less than three (3) calendar days in advance of thc date it is

to the other side's Lead Deposition Counsel.

the depositIon uansenpt, a diSk, and. where applicable, a videotape or video DVD, arc provided

conducts the pornaI)' aanunation for the noticmg pany IS responsible for ensuring that a copy of

Spe<:ial laster WoodlI1 or to subsequently produced or discover«! documents. The Bltomey who

m that case. an)' subsequent deposItiOn shall be restricted to such additional inquiry pcnnitted by



Pnvate consultations between deponents and their Ilttomcys during the "cI\lol

h. Counsel shall nol dlfCCt or n::quest mat a witness refuse to answer a

m. Counsel shan not m "C obJccuons or slItemcnts which might suggest In

j. E"identiary Porm of Queltions. It IS stipulated by plaintiffs and defendanllhat in

normal room: of Interrogation and no qUestiOlU are pending.

conferences may be MId during normal recesses, adJoumments. or if there is a break in the

c

C\'1denuatY fonn typicaHy required by the junsdicuon whose taw would contrOl the case being

tt1cd For example, ifone junsdiction requires an opinion to be expressed to a reasonable degree

should be asserted. Unless prohibited Special Master Woodin for good cause shown.

the event the parnes seek to use at any trial the deposition tcsumony of any witness offering an

opuuon, the parues shall not ruse at sueh deposItion or trial the objection that the deposition

questions asked or the answers given regarding such expen opinion do not confonn to the

EXHllIlT 1I
Page 7 OF 12

000205

laking of the deposition are unproper, except for the purpose ofdctcrmining whether 0 privilege

anno)', embarrass or oppress the party or deponenl.

on the ground that It IS belOg eondueled 10 bad f&llh or 10 sueh a manner as '0 unreasonably

deponenl seeks 10 pn:sc
nl

a motion 10 Spec,,1 Master WoodlO for lermlOalion oflhe deposilionS

pnvlleg
ed

IOform
allo

n, IOformallon that the eoun has rdefed lOay nOI be dIscovered. or a

quesuon. unless that counsel has objected 10 Ihe quesllon on Ihe ground thaI the question seeks

an5\\"t:f to a Witness

suffia
enl

..planauon for the obJeeuon 10 allo," the depo Ing party 10 ",phrase Ihe quesllO
n

phm< "obJocuon as
10 t rm unlll

lbe
dep<>S1oon 1 SOUghlto be used If"",u.sled, Ihe obJe<lIng party shall provide.



Depositions 'faken in Other Proceedings. The defendant shall advise the

U. Lnteroct Participation. The parties will explore the possibility of providing

A\'oidanc.e of Duplicatlve Depositions.

lor.. Tdephontc and IDltmel Participation.

I. Telephonic Partic.ipatlon. Telephone facilities shall be provided so that

deposition of II witness who hIlS already been deposed, should a party object. then such objection

must be made within ten (10) days of the notice and Lead Deposition Counsel shall meet and

depositions ofwitnesses who have already been deposed. In the event that a party re-notices the

EXHIBIT B
Page 8 OF 12

000205

confer within five (5) days of the objection to anempt to resolve the dispute. If no agreement can

be reached. !.he mauer shall be brought to Special Master Woodin, for resolution at the earliest

possible time and without undue delay to avoid postpOnement oflhe deposition.

c

depositions. The plaintiffs in this MOL proceeding shalt not, without good cause, re·nolice the

arranging for the Plaintiffs' Steering Committee to obtain copies of transcripts of those

Zyprexa-relalCd proceedings (other than deposilions of ease-specific witnesses) and shalla..iS! in

Plaintiffs' Steering Committee of all depositions that have been taken by plaintiffs in other

intemet facilities for depositions and eourt bearings.

deposition if technical problcms with the telephonic facilities create disruptions in the depoSItion.

deposition or for rendering a deposition inadmiSSIble that would otherwise be admissible in

evidence. Counsel anenchng a deposition in person may tcnninate lelephone participation in a

parties wishmg to participate in the depositions by lelcphonc may do so. However, technical

chfficulties with telephonic participation shan nol constitute grounds for continuing the

of _oint)', the parties shall nOI object to an optnion given '0 a reasonable degt<lO ofplObablUty.o
I

t.!)
o



c

i.. etQdllction of Documents:. Third-party witnesses subpoenaed to prodUce

n. Documents Used In Connection with Depositions.

Ill. Di putes Dudng Deposition. Dispules between Ihe parties should be addressed

commences. With respect to experts. arrangements should be made to permit inspection of

documents, if possible. seven (7) calendar days before the deposition of expert witnesses.

U. ~. Extra copies of documents about which deposing counsel expects to

examine a deponent should be provided to primary counsel for the parties and tbe deponent

produced. some time may be needed for inspection of the documents before the examination

docUments shall, to me extent possible, be served with the document subpoena at least thirty (30)

calendar days before ascheduled deposition. Depending upon tbe quantity of documents to be

EXHIBIT B
Page 9 OF 12
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special Master Woodin.

U. Successive DepositionS In (hi

with Special Master Woodin at the eonclusion of Ihe deposirion, and appear personally before

right to suspend a deposition pursuant to Fed. R. Civ. P. 30 (d)(4), file an appropriate motion

examioer for a ",ling at the earliest possible time. Nothing in this Order shall deny counsel the

woodio is nol available, the deposition shall continue with fUll reservation of rights of the

shall be presented to special Master Woodin, by telephone (212-607-2754). If Special Master

reseheduling of the deposition, or mighl result in the need to eonduct a supplemental deposition,

that, if not immediately resolved, will significantly dis",pt the diseovery schedule or require

being eonducted. Dispotes arising during depositions that eannot be resolved by agreement and

to Special Master Woodin rather than the Distriet Court in the Distriet in whieh the deposilion is

should be deposed on the same subjeel more thao one< in Ihis proceeding.

If.)
o
I

(,D
o



used as dep<> ition exhibits shall be refelt<d to by the unique alpha-numeric identifIers appearing

during the course of the deposition.
iii. MW<in. ofl)!a>Osition Exhibjli. All documents previously produced and

iv. !lWec'ions '0 Qotumo!Jli, Objections to the relevance or admissibili'y of

documents used as deposition exhibits are not waived, and are reserved for la,er roling by the

on the documents.

U. Video Qpcrn\Q[. Thc opcrator(s) ofthe video recording equipment shall be

1. Beal.time F~. AU video depositions will be stenographically recorded by a

o. Video Depositions. By sO indicating in its notice ofa deposition, a party, at its

court repon.er with ''Tea\·time feed" transcription capabilities.

Civ. P. ,O(b)(2) subjec' to the following roles:

expense, may record a deposition by videotape or digitally-recorded video pursuant to Fed. R.

Court or by the trial judge.

EXHIBIT B
Page 10 OF 12

000208

10

c

h'. Standarsb. Unless physically incapacitated, the deponent shall be seated at a

iii. ~. Each witness, attorney and other person attending the

recording.. Lighting, camera angle. lens setting and field of view win be changed. only 8S

setting. against a solid background with only such lighting as is required for accurate video

table except when reviewing or presenting demonstrative materials for which a change in

position is needed. To the extent practicable, the deposition will be conducted in a neutral

deposition shall be Identified on the record at the commencement of the deposition.

operator(s) shaH swear or affinn to record the proceedings fairly and accurately.

subject to ,he provisions of Fed. R. Civ. p.28(e). A' the commeneemen' of the deposition, the



c

v. filing. Thc operator shall preserve custody of the original video medium

p. Telephone Depositions. By indicating in its notice of deposition that it wishes to

DepOSitions of Lil1y employees and former employees taken in this MOL

proceeding or in any state action relating to Zyprexa in which Lilly is a pony may be used by or

against any person (including panies la«r added and panies in cases subsequently filed in,

3. 1WI OF DEPOSITIQ/§

pelSOns prescnt with the deponent shall be identified in the deposition and shall not by word, sign

or otherwise coaeh or suggesl answelS to the deponent. The coun reponer shall be in the same

motion. Other parties may ..amine the deponent «Iephonically or in pelSon. However, all

\1

EXHIBIT B
rage 11 OF 12

days after sueh notice is received, Special Master Woodin ,hall be deemed to have granled the

000209

room with the deponent.

under Fed. R. Civ. 1'. 30(b)(7). Unless an objection is flied and served within ten (10) ealendar

eonduct thc deposition by telephone, a pattY shall be deemed to have moved for such an order

public unless authorized by the Court.

audio record of a video dcposition shall be relcased or made available to any member of the

(tape or OVD) in its original conditioo until further order of the Coun. No pan of the video or

coat) and without objects such as a bible, medical equipment, or other props.

deponent. The wimess sballappear in ordinary business attire (as opposed to, for instance, a lab

levels Wtll be alteted only as necessarY to record satisfactorily thc voices of couns
cl

and thc

ncccssarY 10 record aecUl1ltely the natural body movemenls of the deponent. Only the deponent

and any ~ibits Ot demo
nslI8ti

,e aids used in the ..amination will be video n:corded. Sound



12

EXHIBIT B
Page 12 OF 12

0002\0

(iv) who, within thirtY (30) calendar days afler the t,.nscription of thc

(iii) who was served WIth prior noticc of the deposirion or otherwise had

(ii) who was present or represented at the deposition;

(i) who is a partY to thiS litigation;

Peter H. Woodin
Special Discovery Master

c

Dated: New York. New York
May 2, 2006

Federal RU\es ofCivi\ procedure.

Unless specifically modified herein, nothing in this order shall be constrUed to abrogatc the

4. EEPERAL RIlLES Of CIVIL, PROCEPURE APPLICAUW!.

court to the extent pennined by that state's law and rules.

not be useable against such partY.Depositions may be used in any Zyprexa-related action in state

action that is a pBl1 of this MOL proceeding), fails to show just cause why such deposition should

deposition (or, iflater, within sixty (60) calendar days afler becoming a partY in this Coul1 in any

reasonable notice thereof. or

removed to or t,.nsfcn<d to .his Coul1 IS pU1 of!his IlUpllaa):



LEAD CASE NUMBER: BC347855
(Related Cases: BC347856; BC347857;
BC347858; and, BC348211)

NOTiCE OF COURT ORDER AND
NOTICE OF FURTHER STATUS
CONFERENCE

DATE: October 10, 2008
TIME : 9:30 a.m.
DEPT: 323

SUPERIOR COURT OF THE STATE OF CALIFORNIA

FOR THE COUNTY OF LOS ANGELES

Defendants.
15

12 PlaintiflS,

13 v.
14 ELI LILLY AND COMPANY, et ai.,

8

9

10

11 JOEL ALGARIO, et ai..

1 Paul R. Klesel. Esq. (CBN 119854)
PetriCk oeBlase. Esq. (CBN 167138)

2 KIESEL BOUCHER LARSON LLP
8648 Wilshire Boulevard

3 Beverly HIPs, Calilomia 90211
Telephone: 310/854.4444

Facsimile: 3101854.0812

5 Attorneys lor Plaintifls

6

7

EXHIBIT C
Page t OF 7

000211

1 :.:-1.:.- ::.::::--~~._.

NO'T1CE OfF COJRT ORDER 1#0 NOTlCE OfF F\.IffTHER SfATVS CONFERENCE

21 Order regarding discovery.
22 A Further Status eonference (telephonic) has been scheduled by the Court for

23 October 10, 2006, at 9:30 a.m. The conlerence call inlormation is as follows: Call-In

24 number is: 888/447.7153, participant code: 7491901#. All parties are requested to call

25 in by 9:25 a.m. PST. Once all parties are on the conference call, the host will contact

26 the Court to loin in on the conference call.

/1/1/

1/1//

16 And Related Cases: BC347856;
17 BC347857; BC347858; and, BC348211.

18
19 TO ALL PARTtES AND TO THEIR ATTORNEYS OF RECORD:

20 PLEASE TAKE NOTICE THAT THE HONORABLE COURT issued the altached



EXHIBIT C
rage20F7

0002\2

-2-

5

By:

6

8

9

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

26

27

28

pursuant to the Court's Mlnule Order, Pteln""s' counsel herebY gNeS no\IC8.
2 KIESEL. BOUCHER & LARSON LLP

3 DATED: september 22, 2006

4
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ORIGINAL FILE
SEP 2 1 Z006

LOS ANGELES
SUPERlOR COURT

SUPERIOR COURT OF THE STATE CALIFORNIA

FOR THE COUNT'I OF LOS ANGELES

'0
LEAD CASE NO.: BC3478SS

)

"
JOEL AlGARIO. et 01..

)
(Releled cases: BC3478S8; BC3478S7;

)
BC3478S8; and BC346211)

12
Plaintiff. )

)

\3 V$.
) ORDER

ELI LILLY AND COMPANY, el aI.,
)

,. )

Oefendants. )

,. """I
And Relaled Cases: BC3478S8:

),. 8C3478S7: 8C3478S8: and BC348211
)
)

17
)

,.
1i This liUgation has been designated as a 'complex case" In accordance with

20 Califomla Rule of Court 1800. In accordance with thaI designation, this Court Is 10

manage the case with the goals of (1) expediting the case. (2) keeping costs reasonable

and (3) promollng effective dec4sion making by Ihe court, Ihe parties and counsel. See

Califomla Rule of Court 1800(a).
This court is aware thaI the federal Zyprexa MultidlstrlCl Litigation. MOL·1S9B,

which raises \SS.ues of fact and law similar to the litigation before this Court, has been

., -
ORDER

0002\3

EXHIBIT C
Page30F7



1 pending for some tlme before the Honorable Judge Jeck B. Weinstein in the United

2 Slates Oislrlcl Court for the Eestern Oislrlcl 01 New Yori<o This Court has reviewed

several of the relevant Case Management Orders and letters from the presiding jUdge In

• the federel MOL litigslion and has spoken with Special Master Peter Woodin who is

s assigned to supervise the discove<y In the MOL proceeding.

In managing this litigation, and in issuing this Order, tt is this Court's desire to

7 coordinate with the substantial wori< Ihat has been done In the MOL proceeding.

s Consistent with Califomla Rule of Court 1800,a), It Is this Court's Inlent to attempt to

• avoid additional, unnecessary e.penses for the parties, while allowing all parties In this

'0 action an adequate opportunity to develop the facts necessary to prosecute end defend

11 the action.

12 WRITTEN DISCOVERY

13 1. This Court is informed that Defendant Eli Lilly and Company ("Llllyj

,. already has produced several million documents that have been placed In tho MOL

1S Reposttory maintained as part of the MOL litigation. In order to avoid unnecessary,

,. duplicative production of dOC\Jmenls, plaintiffs and their counsel In this IIl1galion or.

17 ordered to be given access to the MOL Repository, InclUding access to any document

" coding supplied by Lilly. This Court wlli enter an appropriate Proloellve Order which will

'9 govem any restrictions on plaIntiffs' and their counsel's use of the documents In the

20 Repesnary.

21 2. Plaintiffs' counsel In lhls California litigation shall not require that any

22 counsel In the MOllitigaUon make copies of documents (rom the MDL Repository or

23 Impose any unreimbursed expense on counsel in the MOL litigatlon. Plaintiffs' counsel

24 in this California lttigation shall be permitted to make copies of documents from the MDl

2S Repcsttory and coples of any electronic media on which lhe MOL Repository documents

·2-
OROER

000214

EXHIBIT C
Pagc40F7



EXHtBIT C
rag. SOP ?

DEPOsmONS

•. With respect 10 Mure depositions in lhe MOL litigation, Ully has edvlsed

this Coun lhat II inlends to issue cross-notices of deposition in the Celifornie IlIlgatlon for

6 currem and former employees of Ully that wltI be deposed In the MOL proceeding. In

• onler 10 imit unnecessary end repetitive depositions. this Court orders plaintiffs' counsel

\n the California Ii "galion to participate in such depositions pursuant to Case

.enagement Order No. 15 entered in the MOL r \galion. In considering any request to

22 redepose a ",Mess who was deposed In \he MOL lillgation under this procedure, this

2> Courl review the coordination and panlclpatlon thet was permit\ed by the Plaintiffs'

2~ Steering committee in \he MOl litigation. Lilly shalt be permitted to make Its witness

25 avai1ab!e to counsel for pla.nt(ffs in the California litigation for an additional amount of

0002\5

ORDE.R
.3-

3. Verious current end former employeeS of Lmy have been deposed es pari

B of the MOL IlIlge on. In order to attempt 10 evoid eddillonel depo,llIons of these

• w\lness
es

•Ully i, ordered to produce the deposition trenscriPts (end ececrnpenying

'0 exhibils) of .11 such witnesses to counsel for plaintiffs In this Colnoml
o

litigation wilhin 30

" deys. counsel for plelntiffs In the Colnornla llllgetion sholl reimburse Lilly for the

2 re.soneble costs of duplication of the,e malerlais. Atler plaintiffs' counsel has reviewed

these transcriPts. counsel for both sides ere ordered to meat and confer regarding any

request by pleinbff
s
' counsel to redepose witnesses and, failing agreelll

enl
, this Court

\. ·U re-new such requests.

I are s:o:tld. a 1M expense of counsel in the carriolllia \iIig8tion. counsel In the

ea' III ~ 'gation sl\llll nol be cltarged any fee fOf access to or maintenance of the

OL Rcposi!ol)l. 1\ the MOL Repository Is terminated, ceuns.
1
for plalnllff,; in the

• cal"cmia Iltigalion shall be given an opporlUnlly to assume responsibility for

rnainlenance of e RepoS.ory.



I time '9""'" to between 'Uy and counsel in the callomla
Il\lgallon WapplllPriatB to

2 avoid the wi\lless's h8'rin!l to .ppear for all add\llOna
l

daPCJSftiO".

IT IS sO ORDERED.

,0

11

'2

13

,.
IS

,6

17

'"
20

2'

22 ""-....-..-
23

2'

25

.. -
ORDER EXHIBIT C

Page 6 OF 7

0002\6
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Page70F7

13

14

15

16

17

18

19

20

21

22

23

24

25

26

27

28

10

6

5

3

2 I. CESAR R. GARCIA, declare as follows:
1. I am employed in the County 01 Los AngeleS and am an em~oyee at

the law lirm of Kiesel Boucher LarsOn LL'P , located at 8648 Wilshire BoUlevard.

Beverly Hills. Califomia 90211-2910.
2. I am over the age 0118 and not a party to the within action.

3. On September 22, 2006. I served the following documents: NOl1CE
OF COURT OROER AND NOl1CE OF FURTHER STATUS CONFERENCE via
electroniC tiling in accordance with the terms of the stipulation signed into by all

8 partieS in this Illigation govemlng the I.. ICQMPANY~&(and relaled maMrs. os ge es ounty upenor urt, Lead
9 case Num ~C347855, requiring a I documents to be served upon interested

parties via LexisNexis File and Serve system.
I declare under penalty 01 perjury under the laws of the State of California

11 that the 10regoing is true and correCt.

12 calilofnficuted this September 22"" day



nnRD JUDICIAL DIsTRICT

STATE OF ALASKA.

Plaintiff.

\'S.

ELI LILLY A D COMPANY,

Defendant.

)
)
)
)
)
)
)
)
)

..J

Case No. 3AN-06-5630 CIV

ORDER GRANTING
MOTION FOR DECISION ON SHORTENED TIME

IT IS HEREBY ORDERED that plaintiffs Motion for Decision on Shortened

Time is GRANTED.

DATED this flJL day of~ 2006

BY THE COURT

~44<..~Mark Rindner -------

Superior Court Judge

000218

l e-nify ,hit on q- 2,IP-Oh • ClO¥

of ,t. --.. w" rMl*l '0 •.m of ,t. tol\cJrfrflng .t

lhW Idd.,_ of r~

So.",lie"". :ToYY"' ie:.oVl
u.,wOFACES

fl1.DlolA-'~ va
s~..,...

>ooL5nfE'
fOL'TMFt..ooa

-\.~AK.99S01
TEL 907..272 )j}1
F...x 907..2,,:,,08,19



THIRD J DI IAL DI TRJ T

TATEOF LA KA.

PlaintilT.

V5.

ELI LILLY AND COMPA

Defendant.

Case No. 3AN-06-S630 CIV

ORDER PROHIBITING DI COVERY

IT I HEREBY ORDERED lhat defendant shall cancel the deposition of Jerry

0'" ell scheduled for October s. 2006, as well as the deposition of Jared Kcrr scheduled

for eplember 29. 2006.

IT IS FURTI1ER ORDERED that no discovery shall take place in this case until

this Court has conducted the planning and scheduling hearing currently set for December

I qrtlfy I .... ' Of! 3.-- 2" -Db • co,.
of lhe ebovll Wft maUfId 10 .Kh of In. foJlowlng .t
the. edd,...... of IKard,

Gcmders .Jo.rvtl~<l

LAW OFFICES
Fn.Ptoc.A..'OnA, ,

SA.''DOS
Lsna,

Foc TlIFLOOll

"-~AK99S01

TlL9O"I..r2J5
F.u 907.2"'40619

8. 2006. and this Court has issued a discovery order.

DATED this~ day Of¥-, 2006

~:kUR~~
Superior Court Judge

A.o:Iro>'n'I"t11Ye Aulll.nl 000219
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RT FOR 11 IE S\,A!I:' OF ALASK;"

ll~IRDJUDICIALDI TR~ HUrYc~

TATE OF ALASKA.

PlaintiIT,

\ ,

ELI LlLLY AND CaMPA

Defendant.

Case No, 3AN-06-5630 CIV

L\v,- OFFICES
fll.Dlr,u,."CIIl1A! y

"'........SOOLSnIn
fOcallfFLOOll

o\~AX99501

Ta 9Oi.172.)S38
FAX 907..1'"40119

U OPPO ED MOnO FOR DECISION 0 SHORTENED TIME

PlaintiIT State of Alaska moves this coun in accordance with Civil Rulc 77(g) for

cxpedited consideration of its Motion for Protectivc Ordcr Prohibiting Prcmature

Discovery, Defendant ervcd a Cross- olice of Taking Videotapcd Deposition of Jerry

Colwell to be taken in St. Louis, Missouri on October 5, 2006, and a Cross-Nol ice of

Taking Videotaped Deposition of Jared Kerr to be taken in Philadelphia, Pcnnsylvania on

September 29, 2006, There has bcen no discovery in this case, and no initial disclosures,

An expedited ruling is needed because the defendant served nOlices of the oUl-of-

slate depositions without allowing the ordinary response time before the scheduled

deposition, A decision is needed by noon, on Thursday, September 28, 2006,

Unopposed Motion for Decision on Shonened Time
Stale of Alaska v, Eli Lilly and Companv Case No, JAN-06-S6JO CIV
PagelofJ

000220



fELDMA ORLANSKY & SANDERS

counsel for PlaintiffS

By_4ft:/
Ene T. Sanders -------

AK Bar No. 7510085

DATED this 1--~y of September, 2006

s attested by the a companying affidavit. undersigned counsel asked Lilly to

this motion.

expedited basis. Lilly'S counsel, Mr. Jamieson, does not oppose an expedited ruling on

In order to protect its rights, the tate of Ala ka must ask this court for relief on an

withdraw the deposition notices as applied to this case, but Lilly was unwilling to do so.

GARR"TSON & STEELE
Matthew L. Garretson
Joseph W. Steele
counsel for Plaintiffs

LA....'QFf1CES
fIE1,[ltolA.'OIlA..sc.V.t..........

""'LsnttT
f(UTMfUlCO

...~AK99S0\
Ta.:.907.171.JS3I
FAX- 907.2'ROII9

RIcHARDSON, PATRICK, WESTBROOK
& BRICKMAN, LLC

H. Blair Hahn
counsel for Plaintiffs

unopposed Motion for Decision on Shortened Time
~~~ ~fo~~ka v. Eli Lilly and Compan.Y, Case No. 3AN-06-S630 Cry

000221



LAWOFf1CES
~"'Oau..''SICY&

.....,"""
""'LSnfET

fOLt", FLooa
o\.~AK99501

nL901272.35J1
fAX 907..274JJ819

Ccnificate of ervice
I hereby cmify thaI a true and correct
copy ofplaintitrs nopposcd Motion for
Decision on Shortened Time; Affidavit in

upport of nopposed Motion for Decision
On hortcned Time; and (proposed) Order
was served by messenger on:

Brewster H. Jamieson
Lane Powell LLC
30 I ~ est onhem Lights Boulevard. uite 30 I
AnCha.Alaska 99503·2648

~~te~>~f;zor

Unopposed Motion for Decision on Shonened Time
$"'Ie of Alaska v. Eli Lilly and Company Case No 3AN 06 5630 ClY
Page 3 ofJ . --
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case No. 3AN-06-5630 CIV

, J~~

UPERIORCOVRT FOR TIlE STATEo"F ~~SKA_l •

THIRD JUDICIAL DiSTRICT oY~

Plaintiff.

TIlE

3. A decision by this court is needed by noon on Thursday, September 28,

2. All of the representations in the Memorandum in Support of Motion for

I. I am counsel for the State of Alaska in this case.

Eric T. Sanders, being [irst duly sworn upon oath deposes and says:

Affidavit of Counsel in Support of MOlion for [)ecision on Shortened Time
Slate of Alaska Y. Eli Lilly and Compa~ Case o. 3AN-06-5630 CIV

Page 1of2

2006.

2006, beCause the flfSt deposition is scheduled in Philadelphia on Friday, September 29,

vs.

Protective Order are correct.

STATE OF ALASKA )) ss.

TI~IRD JUDICIAL DISTRICT )

)
)
)
)
)
)
)
)

~AFFIDAVIT OF COUNSEL IN SUPPORT
OF MOTiON FOR DECISiON ON SHORTENED nME

ELI LILLY A DCOMPA Y,

T 1'£ OF ALA KA,

LAWOFf1CES
fIB,DMA.,OIJ,.A.>OSlt'i&.........

lOOC"­
fOl"",,,-

,,"~AK99S01
TEL 901.271-35)1
f'1Jt;9I1J..27'0I19



B CRJBEDA D
Anchorage. Alaska.

Eric T. anders
"rj

WORN to before me this dd) day of Septcmbcr, 2006, at

~t~f~/---
My commission expires: 7/,p. '7 AnI i)

I

OfFICIAL;-:­

STATE OF AlASKA
NOTARY PUBLIC

PEGGY S. C~OWE
My Comm...pI".. Jvty 29. 2010

L\WOFFICES
~'0lU.''SKY.ts...,......

SOOL.,.,..
"""'ntFtooa

-\.'OtC*AGE.AK 99S01
Ta:907.l72..3S31
fA.L90'7..27«1119

Affidavit of Counsel in Su rt fM .
State of Alaska Y. Eli Lill:~d C otlon for Decision on Shortened Time
Page 2 of2 omoany Case No. 3AN-06-5630 CIY

000224



nnRD JUDIClAL DISTRI

Casc No. 3AN-06-5630 CIV

)
)
)
)
)
)
)
)
)

~

C'~ , ') 34

UPERlOR COURT FOR TilE STATE O~ ALAS.KA I"

Defcndant.

ELl LILLY A DCOM!'ANY.

Plaintiff.

vs.

T TE OF ALA KA.

Motion for Protective order.

000225

BY_--,,{£/:..c--Eric T. Sanders --------

AI< Bar 0.7510085

FELDMAN ORLANSKY & SANDERS

Coullsellor Plailltiffs

MOTiON FOR PROTECTIVE ORDER
PROHlBIHNG PREMATURE DISCOVERY

DATED this lJ.-aay of September, 2006

The State of Alaska, through counsel, hereby requests that this Court cntcr an

Motion for Protectiv~ ~er Prohibiting Premature Discovery
~tale of Alaska v. Eli Lilly and Company, Case o. 3AN-06·S630 CIV

Pase I 012

December 8. 2006. This motion is supported by the attached Memorandum in Support of

until this Court has conducted the planning and scheduling hearing currently set for

order that prohibits discovery, including the depositions of Jcrry Colwell and Jared Kerr,

LAW (lfflCES
F'flJlI'lA.'()a.A.... vA

SA-""'"
""LSt-'-.."...-

.....~AKt950t
TEL:907.%72.3SlI
FAX:.901.214J:J119



lAW OfFICES
PEl.Dw..'0IJ.A.."i$IC,".t

s~",,",

""'LSTUET
Fo..ra.THf\..ooa

....~AJ{99S01
TB.:.907.l72.J5J
FAX;.907.l14.0I19

GARRET 0 & STEELE
Matthew L. Garretson
Joseph W. Steele
Counsel for Plail/tijJs

RICHARD ON, PATRICK, WESTBROOK
& BRICKMAN, LLC

II. Blair Hahn
COllI/selfor PlaillfijJs

Certificate of ervice
1 bereby certify that a true and correct copy of
PlaintifT"s Motion for Protedive Order Prohibiting
Premature Discovery, Memorandum In Support
of lotion for Protective Order, and (proposed)
Order Prohibiting Discovery was served by
messenger on:

Brewster H. Jamieson
Lane Powell LLC
301 West orthern Lights Boulevard, Suite 301

Ancho,;;;,;;: 99503-2648

Byt ~~
Date P~b"

Motion for Prote<:li\'~ ~der Prohibiting Premalure Discovery
Stale of Alaska v. Eh LIlly and Company Case No. 3A -06-5630 CIV
Page 2 of2

000226



Casc No. 3AN-06-5630 CIV

MEMORANDUM IN SUPPORT
OF MOTIO FOR PROTECTIVE ORDER

PROHIBITING PREMATURE DISCOVERY

UPE~ORCOVRTfORTHE
THIRD JUDICIAL DI T~CT,,~

Plaintiff.

\'s.

)
)
)
)
)
)
)
)

Defendant. )

-----~

ELI LILLY A D COMPANY,

T TE 01' ALAsKA.

000227

\. Background

In this case the State of Alaska is seeking damagcs and penaltics from Eli Lilly

Memorandum in Support of Motion for protective Order
~le of Alaska Y. Eli LillY and Comp;!!!» Case No. 3AN-06-S

630
CIV

Page t of6

United Slates District Court for the Eastem District of New York. In federal court Lilly

moved to stay all proceedings pending transfer to the MOL. In short, Lilly argued that no

In Re Zyprexa Products Liability Litigatio.Jl, MDL-1596 ("the MOL"), pending in the

Judicial Panel to transfer this case to a multidistrict litigation proceeding characterizcd as

Federal Court. In its otice of Removal. Lilly discloscd its intent to ask the MultiDistrict

Zyprexa. The Slate filed this Complaint on February 28, 2006. Lilly remo
vcd

the case to

and Company ("Lilly") arising from its marketing and sale of the prcscription drug

u.w()fflC:'a
f'r1.DM..'.,()U..A."-'SIt:'a......,...

SOOLSTUEl.........-
...'OIQLIrIGE. AX, 99S01

T'£L 907.znJSl
f,U9D'7r4.DJ19



ft r brief\nll and af!\um
enl

, Judge Burlles remanded Ihis case to the Alaska

upeno

r

Coun n Jul) 28.2006. Lilly ans\\Cred Ihe plainliff
s

complaint on August 3 I,

cancel th depoSllion.lhe talC molion \\a \\ ilhdra\\ n.

a llon thai \\ould be managed b) a judge in e\\ York.

"", "",., ~"oo ro "'" .11 ",,",",'" "~",.".,,,~o·'" ,,,, ''''''"h

, em ,. '.' , ,r T,"" vr""'" 0,,,,,"00 ,f D'· eh"r" .,~r" .".•,,"roy·'

d'" ,"",""""" .'M fi" d'" ,,,. ,,,,,, MDr. Th' "" ,.m"""'" .ro"""
• P'" '" "", pro"""" ,hh do",'" •. (.§ ,.h"" L) .pro.~ U'" "",,,, ro

II is anlicipaled thai the arties \\ ill disa ree aboul \\ hal disco
ve

should be allo\\ed and \\hen il should occur. To Ihe eXlenl Ihe Coun can
olTer guidon e al the conference or eSlablish a briefing schedule on Ihe
dlSpuled dlsco\ef) ISsue. il \\ould cenainly slreaml

ine
Ihis liligalion

(l'mphaSis added.) .

111is Coun issued ilS lnilial Pretrial Order on Augusl 23, 2006. Upon receipt of

onfe nce. In making this reque I. Ihe tale informed Ihe Coun thai it would need lO

decide~ disco\ef) should begin:

and funher agI'C d thai the coun should be asked 10 conduci a scheduling and planning

Ihe pretrial order. the parties discussed the nalure of this case, agreed it was Non-Routine,

2006

ooon8



on_Routine case and set a

Il.~
."" "'" ~. ,_,ft.. _'~'"'"" C~P""" UII, ,~'""" s." wiili •

deposi\ions arc being taken in the MDL. The State asked Lilly 10 cancel the deposilio

ns

,

s heduling and planning conferen e on December S. 2006.

o planning and scheduling order 10 delermine when discovery should

begin;

Ifi. ru court Should Issue a Protective Or~

As nOl

ed

, Lilly answered lhe Slale'S Complainl less than a monlh ago. As of this

date. \he stalUS of \his action is:

bUl it was unwilling 10 do so.

1,A'9l'()f"flCfS
I f'a.DWA...()UA.~.t

s..­,..lSBE£'
ro.:o.1llf\.OO&

,-~1&~1
Tfl,.:.1J(11.27US18
F.u:. 901.2ltlll19

o discovery plan;

o deadlines for discovery;

otnal date;

o initial disclosures by ei\her party;

o documents produced by either party;

o interroga\ories~

Memorandum in Support of Motion for protective Order
~o[Alaskav.E\iLi\lVandCom~Case 03A -Q£S630

C
\V

Page) 0[6 . ~
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o requests for admissions:

o discussion about what discovery is necessary or appropriate.

In requesting the scheduling and planning conference, the State informed the

Coun that the manner in which discovery would occur in this case was an important

issue. The State submits that no discovery should be allowed until the parties meet with

the Court on December 8. 2006, and establish a discovery plan.

The tate anticipates that Lilly will oppose this motion for protective order on the

grounds that nothing in the Civil Rules prohibits depositions at this stage of the litigation.

Although it may be unclear whelher 3AO-03-04 (Amended) abolished the first date that

discovery may begin, it is absurd to contend that depositions should occur in a complex

case before the parties have produced even one document.

Lilly's opposition may also assert that the depositions are appropriate because one

of the State's attorneys, Blair Hahn, is involved in the MDL. BUI the State of Alaska's

local counsel -- its lead counsel -- has a right to prepare for and participate in any

deposition thaI may be used in the State's lawsuit. Eric Sanders is not prepared to attend

these depositions.

Moreover. it is important to point out that the claims asserted by the State of

Alaska are not identical to the individual personal injury claims being pursued in the

Memorandum in upport of Motion for Protective Order
Slate of Alaska v. Eli Lilly and Company Case No. 3AN-06-5630 CIV
Page 4 of6
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-
lDI l nique iucs offa t Jnd la\\ are presented in the tate's la\\suit against Lilly. In

p\eadmgs filed \\ ith the federal court. the tate obsel"'ed:

The instant case is not part of Ibe MOL and the tate of Alaska has the right to conduct

dis ,el) on a s hcdule Ibat is fair to both parties. AI Ihis time Lilly is a\tempting to

dietal the disco' el) schedule before the ourt has time to ael.

I'inall). Lilly may assert Ibat its cross-notice of deposition is intended to prevent

Ibe \\imess
cs

from being deposed 1\\ ice. This argument sugge tS Ihal the Slale's lawsuit

again ILiIl) is not an independent action. bUI rather a part of Ihe MOL. The parties have

alrea
d
) fought Ibis banle and Lill) lost __ its anempllO transfer Ihis case 10 the MOL was

unsue sful. The tate of Alaska should not be required, directly or indirectly, to be

joined \\ilb Ibe 101. for purposes of conducting discovery.

This la\\ suit alleges Ibat LiIl) sold a defective product in Alaska and caused

00023\



IV. 9!nc1usion

Based upon the foregoing consideralions, this Court should order Ihat no

discovery, including the depO ilions of Mr. colwell and Mr. Kerr, shall lake place unlil

the Court has conducted Ihe hearing on December 8, 2006, and cnlered an order

Court.

laler needs protection from abusive discovery. il can seek an appropriate order from this

time or that the tale must participate whcn wimesscs arc deposed in the MOL. If Lilly

Lilly does not have the right to insist that all its employecs must be deposed only one

being sued in different juri dictions by different parties to be deposcd more than onc

c

.

FELDMAN ORLANSKY & SANDERS
DATED this 22:- day of September, 2006

concerning discovery.

BY_-;::~=,,;'--;;---:------­
Eric T. Sanders
AK Bar No.7 510085

GARRETSON & STEELE
Matlhew L. Garrelson

Joseph W. Sleele

v...... 0Ff1C£S
f'E1J»tA.'()alA....-sKY~

$A.......
lOOLSTUEf

"'....,.fLOO&
,,~AK99S01

Tn.:907.I71.35JI
FAX 9D1.2"• .DI19

RICHARDSON, PATRICK, WESTBROOK
& BRICKMAN, LLC

H. Blair Hahn

counsel/or Plaintiffs

Memorandum in Support of Motion for protective Order
~; t:r~ka v. Eli Lilly and Company, Case No. 3A -06-5630 CIV
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EJ;hib'it 1
Motion tOI ProteetJve Order

Prohlbillng Premature Discoveryo0023OljN-06.5630 Clv

MEMORANUUM IN SUPPORT
OF MOTION FOR PROTECTIVE
ORDER PROHIBITING
PREMATURE DEPOSITION

Case No. 3:06_cv-00088-™13

Sialemeol of Facls

This case involves claims by the State of Alaska against Eli Lilly and

Memorandum in Support of Motion for Protective
Order Prohibiting Premature Deposition
Case '0.3:06-cv-00088-TMB
Page 1 of4

for a stay of all proceedings.

have not been exchanged, and Alaska has received !lQ discovery. Lilly has moved

case was filed only ten weeks ago, and is still in its early stages. Initial disclosures

and the costs incurred by Alaska because of problems caused by this drug. This

Company arising out of Lilly's manufacture and distribution of the drug Zyprexa,

Defendant.

ELI LILLY AND COMPANY,

Plaintiff,

v.

IN THE ITED STATES DISTRICT COURT

FOR THE D\STRlCT OF ALASKA AT ANCHORAGE

STATE OF ALA KA,

Attomeys for Plaintiff State of Alaska

ca'" 3 ()6-CV.-Ol108l_MB OOCU
ment

17

En T. andetS
Ala ka Bar 0.7510085
FELDMA ORL KY & ANDER

500 L treet, Fourth Floor
Anchorage, Alaska 9950 I
Telephone: (907) 272-3538
Facsimile: (907) 274-0819
Email: §!!!ldetS.il.frozenlaw.com



Argument

Exhibit 1
Motion for PfotedMl Ouler

Prohibiling Premature otscove'Y

000234 3AN.()6-5630eiY

umeroUs other cases related to Zyprexa have been filed in other

Memorandum in Support of Motion for Protective
Order Prohibiting Premature Deposition
Case '0.3:06-cv-00088-TMB
Page 2 of4

Ignoring its own pending motion for a stay, on Thursday. May 18, Lilly's

One of Lilly's key witnesses is Dr. Charles Beasley. Dr. Beasley is a Lilly

THIS CO RT SHOULD PROHIBIT LILLY FROM SCHEDULING AN
o T-OF- TATE DEPOSITIO 0 FIVE DAYS, ESPECIALLY AT THIS

EARLY STAGE OFTHE CASE.

This court should enter an order pursuant to Civil Rule 26(e) prohibiting

Lilly from proceeding with the May 23 deposition of Dr. Beasley in this ease.

Alaska is not asking that this court interfere with the deposition as it is currently

be remanded to state court.

[Docket o. 10] Alaska contends this case should not be consolidated, and should

has not yet been ruled on, and for reasons stated in Plaintiffs Motion for Remand

moved to consolidate this case with the multi-district litigation, but that motion

Indiana deposition is scheduled in connection with those other cases. Lilly has

jurisdictions, and some have been consolidated in a multi-district litigation. The

to re-depose him in this case." (Exhibit 2]

this is your opportunity to depose Dr. Beazley lsic]. and we wilt resist any attempt

Indianapolis on May 23. (Exhibit I] Lilly's counsel stated: "Our position is that

counsel served Alaska's counsel with notice that Dr. Beasley will be deposed in

employee who was closely involved in the development of Zyprexa.



cheduling any deposition in this case is premalure pursuant 10 Alaska

Lilly's anempttO make me Ma) 23 deposilion laskas sole opportunil 10

Rule 26(d). That conference has nOI occurred, and Lilly has not sought leave of

noticing a deposition prior to the parties' planning conference in connection wilh

... ""..,.,.-vo.""'d

Civil Rule 30(a)(2)(C). which requires a party to seek leave of court before

gel a plane reservation to Indianapolis in time to allend the deposilion.

Alaska's counsel ean rearrange all of his previous professional commitmentS and

cannot reasonably be expected to prepare for a deposition. \l is nol even certain

key witnesses. \Vim five dayS notice and wimoul any discovery. Alaska's counsel

depri,.ed of its right 10 participate meaningfUIl) in a deposition of one of Lilly'S

ultimatel) i eonsolidaled with the multi-district litigation, Alaska should not be

examine Dr. Beasley is completely improper. Regardless of whether Ihis case

district litigation.

s he:dule:d in onncclion with other cases thai are already a part of the multi-

Exl'\Ibi\ 1
MallOn for ProteetN8 Order

Prohibiting Premature Discovery

000235 JAN-06-5630CN

cheduling an out-of-state deposition on fIve days notice also violates Civil

Thi court should require Lilly 10 abide by standard civil rules and not

permit Lilly to deny Alaska its chance to depose Dr. Beasley on reasonable notice,

Memorandum in Suppon of MOlion for Proteclive
Order Prohibiting Premature Deposition
Case 'o.3:06-cv-00088.TMB
Page 3 of4

Rule 30(b)(I). which requires a partY 10 give reasonable notice prior 10 the

deposition. Five days notice of an out-of-state deposition is absolutely not

reasonable.

court to take this deposition.



DATED this 19th day of May. 2006.

.--

Altomcys for PlainliffSlale of Alaska

FELDMA ORLA SKY & SA DERS

500 L Irecl, Suile 400
Anchorage, A'aska 9950 I
Telephone: (907) 272-3538
Facsimile: (907) 274-0819
Email: sanders@lrozcnlaw.com

[Alaska Bar No. 75100851

By_ I Eric T. Sandill

tJ!CI'A"'....n ••

..-".....--...........-

deposilion.

Brewster H. Jamieson

Exhibit 1
Motion for Protective Order

Prohibiting Premature Discovery
3AN.()6.5630 Civ

00023G

~emod randum in Support of MOlion for Proleclive
r er prohlbttmg Premature Deposition

Case 0.3:06-<:v.OOO88-TMB
Page 4 of4

By lsi Eric T. anders

I certifY thai on May' 9,2006, a copy of Ihe
foregoing Memorandum in Support of MOlion
for Prolective Order Prohibiling Premalure
Deposilion was served electronically on:

~ilicale of Service



TIlIRD JUDICIAL DlSTRJCT

STATE OF ALASKA,

Plaintiff,

"S.

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

Defendant.

ORDER FOR SCHEDULI G AND PLANNlNG CONFERENCE

o00237 At!mllllJtr.lfve Auldant

,2006

Mark Rindner
Superior Court Judge

BY THE COURT

DATED this~ day of c§.p-r
during the conference,

Having determined that this is a Non-Routine case, the Court will conduct a

Scheduling and Planning Conference on the B"'!:! day of De<anber, 2006, al 3',00

-I2.m. Ten days before the conference each party shall file a memorandum which reviews

the factual and procedural background of this case and identifies issues to be considered

....womcES
~CJiUA"'''SIO'4..........

... LSTUEr
Fouml ......

o\..tr«:HOI.AGE. AK 99501
llL907.1nlli1
FAX:.901214.D119
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'PERIOR co R1 fOR TilE TA 1'1' 01' LA KA

nllRO J OICIAL 01 '1 RICT

th parti s rna) disagree aboul \\h) the case should be characterized in this manner.

Case 0.3A -06-5630 elV

)
)
)
)
)
)
)
)
)
)

PlaintifT.

Oefendanl.

OCOMPA Y.

Th parties agree thai this ease should be eharaelerized as Non-Routine based

\s.

lTOI ALA KA.

upon th guidelines SCi forth in Administralive Order 3AO-03-04 (Amended). Ilowever,

From the plaintilTs perspective. on the issue of liability, this is a routine

phann eutical failure to \\ am elaim against Eli Lilly, the manuraeturer or Zyprexa.

B atlS<' man) other produci liabilit) la\\ uilS have been filed against Eli Lilly, a

ub laIlllal amount of disco\e!) concerning liability issues has already been completed in

-06-5630 CIV

000238



On the other hand. establishing the damages to the talc of Alaska will not be

routine incc it will require the compilation of thousands of documenlS from a databnse

maintained by the State. It \ViII also require the depositions of medicnl nnd statisticnl

e<perts to ealculnte the present value damage to the State for the past and future health

care co t of many hundreds of Zyprcxa-rclated diabetics who arc Alaska residcnts.

Hence. lhis case involves "special circum lances:'

In addition. the State anticipates that it will take approximately scvcn days to

present ilS case. Assuming Lilly requires a similar amount of time to present a defcnse,

this case is one "requiring more than 10 trial days ...."

The State of Alaska requeslS that this Coun hold a cheduling and Planning

Confe",n e for the purpose of establishing an appropriate Non-Routine pretrial order. To

enable the panies to present the Coun with anticipated discovery problems at the earliest

opponunity, the State requeslS that the conference be scheduled for 90 minutes.' As

stated in the proposed order submitted with this motion, the panics agree that prior to the

h aring they should file a memorandum explaining the factual and procedural

I It is anticipated that the panics will disagree about what discovery should be
allo\\ed and \\hen it should .occur. To the extent the Coun can offer guidance at the
conferencc. or ~tabh~h a bnefing schedule on the disputed discovery issues, it would
ccnaml) streamlme thiS hugauon.

000239



BY

background of this lawsuit and identitY issues 10 be considered when they appear before

the Court.

DATED this 1" day of eptember,2006

FELDMA ORLANSKY & SANDERS

Counsel for Plaintiffs

~--Eric T. Sanders
AK Bar No. 7510085

GARRETSON & STEELE
Matthew L. Garretson
Joseph W. Sleele
Cormselfor Plaintiffs

U'<\'OFACES
fIlDtU,....~a:

SA..,..,
500Lsnar
.....,.FLoao

"-"'Ot(lI.AO[. AK 99501
TI!L 901..212.J5l1
FAX- 907.274.0&19

RICHARDSON, PATRJCK. WESTBROOK
& BRJCKMAN, LLC

H. Blair Hahn
Counsel for Plaintiffs

Certificate of Service
I hereby c~rtify that a true and correct copy
afme Motion to Characterize this Case as

on-Routine, and (proposed) Order for
Schedu~i~lanning Conference were
sef'\ed~messenger I facsimile on:

Brewster H. Jamieson
Lane Powell LLC
301 West Northern Lights Boulevard, Suite 301
Ane~. Alaska 99503-2648

~te?tij~
Motion to Characterize this Case as Non-Routine
~~; ~~t~aska v. Eli Lilly and Company. Case o. 3AN-06-5630 CIY
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THE SUPERIOR CO RT FOR THE STATE OF ALA

THlRD J D1CIAL DiSTRICT AT A CHORAGE

1: :rE OF ALA KA.

Plaintiff.

Case o. 3AN-06-05630 CI

000241

Defendant Eli Lilly and Company ("Lilly"), by and through counsel, and hereby

submits its qualified nonopposition to the State of Alaska's Motion to Characterize Case as

on·Routine.
Lilly agrees (1) thaI this case should be characterized as non-routine, (2) lhat lhe

coun should hold a Scheduling and Planning Conference, and (3) lhal the parties should submit

memoranda ten days before the conference to identify and discuss issues lhal should be

addressed during the conference.
Lilly does not agree, however, with the Stale's charaelerization of lhe liability issue

as "a routine pharmaceutical failure to warn claim." On lhe contrary, Lilly expects that

discovery on the liability issues will be unusually extensive. The faelual issues underlying

plainlilrs claims are similar or identical to the issues underlying hundreds of product Iiabilily

actions, as well as two actions filed by the Attorney General of Louisiana, consolidaled in

multi-district litigation, captioned In re: MDL-1596, Zyprexa Products Liability Litigation,

pending in the United States District Coun for the Eastern District of New York (the

"MOL"), In that proceeding, more than 10 million documents have been produced, including

four databases, and depositions of more than 40 of defendant's current and former employees

have been taken. Accordingly, Lilly expects a significant overlap between the discovery in

this case and discovery already completed (or yet to be completed) in the MDL.

QUALIFIED NO OPPOSITION
TO MOTION TO CHARACTERIZE

CASE AS NON-ROUTI~E
Defendant.

ELI LILLY D COMPANY,

v.



Byfl~~~
~Brewster H. Jamieson, ASBA No. 8411122

Page 2 of2

000242

QUllifltd Nonopposilkln (0 Motion to Cbs .
Slitle 01Alosko ,~ Eli LiiJ)' an'd Co (Cractcnze Case as 'on·Routinernpany ase No. 3AN-Q6-05630)

Given the number of witnesses in' olvcd. the volume of documentation (both on Ihc

liabilily and on the damages issues) and the complex nature of the underlying facts, it is

almo t cenain thaI the State's claim that it can pUI its ase on in seven trial days is hopele sly

oplimi tic.
Lilly agrees with the relief sought in this motion. Lilly does not agree, howcvcr,

with the Stale's simplistic view of liability di covcry and the length of trial. Lilly will

address the e issues in greater detail in the memorandum it will submit in advance of the

Scheduling and Planning Conference.

DATED this 14th day of September, 2006.
LA E POWELL LLC
Allomcys for Defendant



Case o.3:06-ev-88 TMB

Plaintiff,

vs

ELI LILLY & COMPANY.

Defendant

The tate of Alaska brought suit against Defendant Eli Lilly & Company, ("Lilly"), in statc

court, seekmg damages and penalties arising from the marketing and sale of the prescription drug

Zyprexa. Dockct I, Exhibit A (Complaint). The State allcges that Lilly knew of risks associated

with Zyprcxa that were not revealed to the Food and Drug Administration, the state, physicians. or

consumers. tiL. Funhennore, the State alleges that Lilly advertised and sold Zyprcxa for a number

of non·approvcd or "ofT-label" uses. tiL. The State alleges fraud and negligent misrepresentation,

negligence, strict liability, and violations of the Unfair Trade Practices and Consumer Protection

Act, codified in A.S. § 45.50.471, and seeks rclicf of an award of damages in excess of $1 00,000

for Zyprexa-relatcd damages of past, present and future medical expenses for recipients of the

Alaska Medicaid program, restitution for the cost of all Zyprexa prescriptions paid by the state, civil

penalties of55,000 per violation of the Unfair Trade Practices Act, costs, interest, and actual

attorneys' fees. tiL.
Lilly removed this mancr to Federal Court on April 19, 2006, alleging tbat this Court has

Jurisdiction pursuanllo 28 U.S.C. § 1331, 144\, and 1446. Dockct I.

Having reviewed the pleadings and heard oral argument on July 24, 2006, the Court now

enters the following Order.

CertJfied to De a IIUe and 0QlI8Cl 0l1f1f
of onglnal filed In my omce.
Oa18d ]1-3' -0\-

~.R~CIef!(By - ~

000243



Ca

Pur<uanll ~ u. C' 1441(1),1 defendant may generolly remo,e t the .pproprinte

fedenl dl U1 1coun "[a]") wila l1an of\\hl h thcdl Inet couns bo\c origlOllljurisdiction

foonded 00 a wrn or nght ansmg under the Constitution, tre3t1CS or laws of the United latc,"

PllmtlfT mo\ for an order of remand pu",uant to 2 s 1447( c). Docket 10. oder

'14r 1.1 . hall be remanded "[Ijfatloy time before final judgment II appea", that the

IDSlnCI oun lac subJ t matter Jurisdiction" The burden of csmblishmg fcdcrn! jurisdiction fnlls

10 the part) tn\ olmg th rcmo\ al statute. California ex rei Lockyer \' pyncgy Inc.. 375 F.3d 831,

('~1lI CIT ~(04) SeeIlO" 1441(3) "is stn 11)' construed against removal Jurisdiction," J..sl

PlamutTlI argue that remO\al \\~ Improper. because there is no ground for asserting federal

Jun!-dlcuon o\er thl case D kct 11 PhunufTargucs that removal is generally only appropriate

In thrc l".'fI.. wru.lanl,. I, til paru meet the latulary rcqulrl:mcnls for the Court's diversity

lun!-dlCtll..m. ~) the ComplalOt ral!>CS 11 substantia.! federal question; or 3) under lhe "complele

preemptIon" dO(tnne. Plamutr tate law laims have been lot311y ubsumed by fcderollaw.

Dlx 111 at ~ (1.:1131100 omitted). PlamtlfTargues lhat Its claims for rclicfarise exclusively under

latl: ~t.atutol) and common lay,. and do not require lhe construCl1on or application of fcdcrnllaw as

~cnual element of tho. claim: Doclclll Accordingly, there is no subswntinl federal

qu SUon. and PlamufTas ns a remand to tale coun is required, ld...

Defendant argu that fed ""I quesllon removal is proper, because Plaintitrs Complaint

f8,1!>es substantial and dl puted federal questions under the federal Food, Drug llnd osmclic ACI.

(-FOCA"). and under federal.1edJcald 18" Docket 13. Defendant relics in pan on a decision

from In re 7\'pre:-.a Products Liabjhty Llugallon 375 F.Supp.2d 170 (E.D.N.Y. 2005), in which lhe

LOlted tat DlqnCl Coun for lhe Eastern District of lew York found federal question jurisdiction

In a Similar ase

I OJ' ersll) 11 not an luue Ln this matler.

'PhunuITD01eS thot ....hile Defendant', eond ,_. L.· • •
._.•L. PI IT oct may 3L:>V U't" In vlolatJon offederallaw it 1$ Slate
~... 101;141 &.1D1I see 10 enforce~ Docket 27 813. •
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In dclCTllUnlOg the presence or absen c of federal Junsdictton. the ouJ1 first applies the

'''" II-pleaded c mplalnt rule: "hi h pro\'id lh t fcdcralJurisdlction exists only when n fcdcml

d I'"~ 75F3dqu uon 1 presented on the face oflhc pJaJOhtr properly plC3dc camp 3ml. . '

., 3 (quoung Ca,emillO[ Inc' W""ams,4 2 . 3 6 (19 7». "The federal issue 'must be

dl J ~N upon the fa corm omplam1. unaided by the answer or by the petition for removal.· ..

M. \quoung Gull" f,T" 'at'! Bank m Meodlan, 299 U.. 109, 112 (1936», "A defense is not

pon f. plamuffs properl) pleaded IDlemenl of his or her claim." lsi. (quoting Rivel v Regions

1lIlll..5c~\; 4"0.4'5(199 n·
On It face. Plamtlff' Complamt docs not state a chum arising under fcdcml1aw. Plnintiffs

rehef under Alasla statutes" bleb prohlbl1 dcecpth'c trade prncticcs, and under common law

neghgcn~ and Sinet hablht) analyscs.

\\ • m lai

Th OUJ1'~ InqUll) does not end there:. LmQ!!t v Raymond Jpmcs Financial Services Inc.

,40 f 3d 10". 1041 (9" CIT 2003)." ndenhe aoful pleading doctrine, a plainliffmay not avoid

federal Jum,dJ tlon b) 'ommmg from the comphunl federal law essential to his claim, or by casting

In Slat lav. tenns a 131m that can be made only under fcderallaw...• Rains v Crjterion Systems

iIK... '0 f.3d 339, 344 (9 IT 1996XelIDtion omilled). Courts have applied the anful pleading

doctrine m rompl t preemption cases and substantial question cases, the lancr of which includes

v. ben: the cl 1m IS n saril) federal in character or where the right 10 relief depends on the

IUllon ofa substaDuaJ. dl pUled federal question. J.innill, 340 f.3d al 1041-1042. The inth

Jibed the artful pleadmg doctrine as "8 useful procedural sieve to detcct traces of

federal sub) t maner Jurisdiction 10 a pamcular case," but cautions that "Couns should invoke the

doctnne only ID limited ircumstances as it raises difficult issues of state and federal relationships

and often yIelds UDSIusfaelory ~IIS:' 340 f,3d al 1041 (eiIDlions and quolDlions omitled).

-!- ub I.utial [wen! QUeslion

'The anful pleadmg doctrine allows federal courts LO relaiD jurisdiction over Slate law

clamls thallrnplicate a ubstanua1 federal question:' !JmiliL 340 F.3d at 1042. A state law claim

faIls 10 thiS category Yo hen I) a 5ubstanual, disputed question of federal law is a necessary element

Th
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aflhe w U.pleadcd state claim, or the claim is an "inherently federal claim" articulated in state-law

terms, or 2) the right to relief depends on the resolution of n substantial, disputed federal question.

.lib (citations omilled). The J.J.mrin court observed that "no specific recipe exists for a court to

alcbemize a state claim into a federal claim - a court musl look at a complex group of facts in any

panicular case 10 decide whether a state claim actually 'arises' under fcdcmllaw." llL at 1042-43.

The Supreme Court suggests thatlhc relevant inquiry is "docs a state-law claim necessarily raise a

stated federal issue, actually disputed and substantial, which a federal forum may entertain without

disturbing any congressionally approved balance of federal and state judicial responsibilities."

Grable & Sons Metal Prods. Inc. v. Dame Eng'g & Mfg., 545 U.S. 308, 125 S.C!. 2363 (2005).

Plamtiff argues that it has alleged violations of state consumer fraud and unfair trade

pracuce statutes, as well as claims under Alaska common law, and that federal law is implicated

only in light of the state statutory and common law violations as a "factual predicate" for such

\"iolatlons. not as an essential clement. Docket 11 at 8.' 0 element of Plaintiff's claims requires

tither the interpretation or application of federal law." !.i. Plaintiff argues that while federal law

created me Medicaid program, Congress has delegated to the slates the administration and operation

of the program through individual state Medicaid agencies. Docket II at 11-12, £iJing 42 U.S.C.

13963(a). Plaimiff acknowledges that its state law claims may touch upon areas in which FDA

regulations arc prescnt, but those regulations provide no cause of action for Plaintiff. Docket 27 at

5, £i!iJ!g Grable & Sons 125 S.C!., 2370.

Defendant argues that "Plaintifrs case is so infused with federal issues" under the FDCA

and Medicaid law that the Complaint raises "substantial and disputed" issues of federal law that

provide this Court with original jurisdiction. Docket 23 at 3. Specifically, Defendant suggests that

because federal funds constitute at least 50010 of Alaska's Medicaid program funds at issue in the

lawsuit, federal jurisdiction is proper. Docket 23 at 10. Further, Defendant suggests that federal

questions relating to ofT-label promotion lie at the hean of the Complaint. Docket 23 a15. "Federal

regulations require that all claims in promotional labeling or advertising be consistent with warning,

labeling and promotional materials approved and monitored by the FDA." Docket 23 at 5, £i!ing 21

C.F.R. §202.I(eX4X2005). Defendant suggeslS that resolution of the ofT-label promotion claims
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and lhe warnings-related claims requires construction and application of the relevant federal

latulory and regulatory provisions. Docket 23 at 6.

The Supreme Court has counseled that "rcdcraljurisdictiOIl demands not only a contested

federal issue, but a substantial onc, indicating a serious federal interest in claiming the advantages

thought to be ioherenl in a federal forum."~ 125 S.Cl at 2367 (emphasis added). The Court

finds no substantial federal question in this matter at this rime.~ In rc Zyprcxa Products

Liabilitv Litigation 375 F.Supp.2d 170 (E.D. .Y.2005).

- Complete Preemption

·Preempted state law claims may be removed to federal court only in the rarc instances

where Congress has chosen to regulate the entire field." AReO Environmental Remediatjon v

Depl. of Health and Environmenlal Ouality of the Slate of Montana 213 F.3d tl 08,1114 (9" Cir.

2(00). The Ninth Circuit has observed that there are two categories of cases where the Supreme

Coun has found complete preemption: ERlSA and the Labor Management Relations Act.J 340

F.3d, at 1042. Complete preemption only applies when "fcderallaw completely preempts state law

and provides a federal remedy." ARCO 213 F.3d, al 1114, (quoting Ethridge v Harbor House

Restaurant 861 F.2d 1389, 1403 (9" Cir. 1988)). In otber words, the exclusive cause of action for

the claim under these federal SlaLUtes was found within the statute itself.·

Defendant suggests that complete preemption exists here because "Congress has so

thoroughly and intentionally regulated the marketing and promotion of prescription medications

that any challenge to such marketing and promotions necessarily states a federal cause of action."

.>Pl.aintiffs note that complete preemption also has been found by the National Bank Act. Docket II
at 17 (CitatiOns omitted).

·10 contrast, "conni~ preemptio?" exists when state law actually conflicts with federal law.
Defendant suggests that con~l~t preemp1ton exists in light of the FDA's position [hat is approval of labcling
under the ac~ preempts confllctmg or contrary state law. Docket 23 at 7. Plaintiff however nOtes that "lh
~~.~gn.rz~ that FOS's regulation ofdrug labeling will not preempt all State iaw action~." Dockct 27:t

,k!!!ni eaUlrernents on Conlent anj Fo?"at of kabcUng for Human Prescription Drug and Biologic
~f~ Fed. Reg. 3922, ~936. Unbke complete preemption, preemption that stems from a connict

ceo eral and state law IS a defense 10 a State law cause of action d th r. d
jurisdictjon over the case," .6.RQ1 213 F 3d at III ( . an, ere orc,oes not confer federal
confliet.precm f " I '. 4 emphasiS added). Therefore, Defendant's argument that
Docket 23 at lS:OD pnnclp es apply to faJlure·to-wam claims such as those asserted here is not dispositive.
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Dockct23, rn, II. Howcver, as PJaintifTobserves, the FDCA does not provide an exclusive cause

or action or remedy, and it provides no privote right ofnction, Docket II at 17, Similarly, "federal

Medicaid law docs not provide exclusive remedies, or in some cases remedies at all, for those

requcsts for relief." Docket 27 at 7. Rather, "federal medicaid law delegates the management of

thc Medicaid program, and recovery of Medicaid funds, to the states, Further, the states are

required to havc laws in place to facilitate this recovery," Docket 27 at 7, Accordingly, neither the

FDCA nor Medicaid completely preempt state law and provide a federal remedy, and complete

preemption docs not apply,

In light of the foregoing, the Court eoncludcs that the artful pleading doctrine docs not

apply. Plaintifrs claims do not implicate a substantial federal question, and the Court does not find

complete preemption. Plaintifrs claims seek relief to recover damages solely under Alaska law.

CONCLUSION

Fortbe reasons set out above. the Motion for Remand at Docket 10 is GRANTED, and this

matter is REMAt~nED to the Superior Court for the State of Alaska, Third Judicial District at

Anchorage. It is further ordered that Defendant's motion at docket 4 to Slay all proceedings, and

Plaintiff's motion for hearing at Docket 13 arc DENIED AS MOOT.

Dated at Anchorage, Alaska, this 28· day of July, 2006.

Imolhy . Burgess
United States District Judge
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Date Filed # Docket Text

04119/2006 QI NOTICE OF REMOVAL by Eli Lilly and Company from
Superior Court for the State of Alaska, case number3AN-06-
05630 Cl. ( Filing fee $ 350) (Attachments: # 1 ExhIbIt A
Summons & complaint # 2 Exhibit B Santa Clara & USA # 3
Exhibit C notice to state court)(SMF) (Entered: 04/20/2006)

04/19/2006 2 ***Civil Cover Sheet (SMF) (Entered: 04/20/2006)

04120/2006 Q3 MINUTE ORDER TO PETITIONER SUBSEQUENT TO
REMOVAL. Petitioner to file wlcrt \VIi days copies of state
court docs and svc list.. Signed by Judge Timothy M. Burgess
on 04/20/06. (SMF) (Entered: 04/20/2006)

0412012006 ***StaffNote this is a MDL case therefore, copy of docket
sheet and complaint forwarded {o Clerk. (SMF) (Entered:
04120/2006)

04/20/2006 Q~ MOTIO to Stay re I Notice of Removal, by Eli Lilly and
Company. (Attachments: # I Exhibit A # 2 Exhibit B # 3
Exhibit C # 4 Exhibit D # 5 Exhibit E # QExhibit F # 7 Exhibit
G # 8 Exhibit H # 9 Exhibit I # 10 Exhibit J # II Exhibit K #
12 Exhibit Index & # 13 Text of Proposed Order)(LSC) # 14
Additional Exhibt L added on 4/2012006 (LSC, ). (Entered:
04/20/2006)

04/20/2006 ***Set Deadlines as to 4 MOTION to Stay re I Notice of
Removal,. Responses due by 5/8/2006. (LSC) (Entered:
04/20/2006)

0412012006 Q
Docket Annotation re 1 MOTION to Stay re 1 Notice of
Removal; Error: Exhibit L inadvertently not attached to

hltps:l1156.128.41.2I1Cgi.binIDktRpt.pl?938663305047754_L_923_o.1 000250
813112006



SWER to Complaint by Eli Lilly and Company.(Jamieson,

Brewster) (Entered: 04/24/2006)

."Set CMC Pull: CMC to check status 6/18/2006. CMeto
check status 7/13/2006. CMC to check to see If case IS at Issue

1712006. (PLD) (Entered: 04/24/2006)

mOlion. Correction: Exhibit L allached to motion. (LSe)

(Entered: 04/20/2006)

•••Set CMC Pull: CMC to check status 5/1/2006. Removal
documents due. (PLD) (Entered: 04/24/2006)

a6 Corporate Disclosure Statement by Eli Lilly and Company.
(Jamieson, Brewster) (Entered: 04/24/2006)

0412412006

0412412006

04/24/2006
•••Set CMC Pull: CMC awaiting response from chambers
5/30/2006. Email to Judge Burgess 4/24/06, does he want to
issue the 16(b) a this time, or wait until the motion to stay is
ruled on? (PLD) Modified on 5/18/2006, No response from
chambers motion for stay is now U/A(PLD). (Entered:
04/24/2006)

OTlCE ofCompliance re State Court File and Service List
by Brewster H. Jamieson on behalf of Eli Lilly and Company
re :l. Order (Attachments: # 1 Exhibit A, State Court File)
(Jamieson, Brewster) (Entered: 05/03/2006)

05/08/2006 Q8 RESPO SE in Opposition re 1\ MOTION to Stay re I Notice
of Removal, filed by State of Alaska. (Attachments: # I
Exhibit A - April 10,2006 Order MDL-1596# 2 Exhibit B­
Memorandum & Order MDL-1596# 3 Exhibit C - January 30,
2006 Order MDL-1596# 4 Text of Proposed Order)(Sanders,
Ene) (Entered: 05/08/2006)

https:l1156.128.4J.2J/cgi.binIDklRpl.pl?938663305047754-L_923_0_1

Q II MEMORANDUM ofLaw in Support ofMotion to Remand to
State Court by State of Alaska J..Q MOTION to Remand to

8/31/2006
000251

···Set Deadlines as to 4 MOTION to Stay re I Notice of
Removal,. Replies due by 5/18/2006. (EKS) (Entered:
05/08/2006)

LQ MOTION to Remand to State Court by State of Alaska.
(Attachments: # 1Text of Proposed Order)(Sanders, Eric)
(Entered: 05/08/2006)

Q'l MOTIO for Hearing Re Motion for Stay by State of Alaska.
(Sanders, Eric) (Entered: 05/08/2006)

05/08/2006

05/08/2006

05/08/2006

05/08/2006



05192006

05 192006

anders. En ) ( "ntcred:

Notice to Coun el re 14 Reply to Response re 4 MOTION to
laY, filed by Eli Lilly and Company. A review of lhe

document submined at dkt 14 confirms that it is over 25 pages
in length. Counsel is reminded that, pursuant to D.Ak.LR 10.1
(b), you are required to provide the court with a COURTESY
paper copy of your filing at dkt 14. (PLD) (Entered:
051162006)

"'Motions Taken nder Advisement: 4 MOTION to Stay re
I once of Removal. (PLD, ) (Entered: 05/16/2006)

MOTIO for Protective Order 011 Shortelled Time Prohibitillg
Premature Deposition by Slate of Alaska. (Attachments: # I
Texi of Proposed Order)(Sanders, Eric) (Entered: 05/19/2006)

.1EMORAND M in Support ofMotion for Protective Order
by lale of Alaska 16 MOTIO for Protective Order 011

Shortened Time Prohibiting Premature Deposition filed by
lale of Alaska,. (AnachmenlS: # I Exhibil I • Cross- olice of

Deposition# 2 Exhibit 2 - Leiter dated May 18, 2006)(Sanders,

hUps. 156.1' 4121 cgJ-bm.UktRptp!?<J38663305047754-L923 0-\ 000252 8/3\/2006



RE PO.' E in Opposition re 13 MOTIO for Hearing
Regarding Defendall/'s Communications with Judge Weinstein
filed by Eli Lilly and Company. (Attachments: # I Exhibit A
Transcnpl of 06-1 5-04 Status Conf# 2 Exhibit C, In re '
Zyprexa Order 01-12..Q6# 3 Exhibit D, Transcript of Conf 11_
09..Q511 4 Text of Proposed Order # 5 Exhibit B, In re Zyprexa
Ord.er 01-30..()6)(Jamleson, Brewster) (Entered: OS/2312006)

RE PO ' E in Opposition re 10 MOTIO to Remand to State
Coun filed by Eli Lilly and Company. (Attachments: # I
Exhibit A, Amicus Briefin Colacicco v. Apotex# 2 Text of
Propo ed Order)(Jamleson, Brewster) (Entered: OS/23/2006)

"-Motion terminated: I MOTION to Expedite Decision On
Motionfor Protective Order filed by State of Alaska 16
MOTIO for Protective Order on Shortened Time Prohibiting
Premature Deposition filed by State of Alaska. (PLD)
(Entered: OS/2 2006)

05222006

05232006 ~25 'otice to Counsel re 24 Response in Opposition to Motion,

IS6P 41 2IcgJ-bUllDktRpl.pl?938663305047754-L_923_0-1 000253 8/3112006



.:115612l1.41.2I'cgi-bmIDktRpl.pl?938663305047754-L_923_0_1 0002 S4
-~--

05/31/2006

0531/2006

05.312006

05/31 006

06.0612006

061072006 2

"'Motion Taken Under Advisement: I0 MOTION to
Remand to State Court. (PLD) (Entered: 05/31/2006)

'''Motions Taken Under Advisement: 9 MOTIO for
Hearing Re Mo/ionfor Stay, 13 MOTION for Hearing
Regarding Defendant's Communications with Judge Weinsteill.
(PLD.) (Entered: 05/31/2006)

'''Motions Taken Under Advisement: 13 MOTIO for
Hearing Regarding Defendall/'s Communications with Judge
Weinstein. (PLD) (Entered: 05/31/2006)

'''Motion Taken Under Advisement: 12 MOTIO for
Hearing re 10 MOTIO to Remand to State Court. (PLD)
(Entered: 05/3 112006)

'''Set CMC Pull: CMC awaiting response from chambers
612~l2oo6. E:mail sent to Judge Burgess 4/24/06 and 6/6/06 re
~slble MI?L case. Does he want to issue a 16(b) mo at this
tIme or wall unlll he rules on the mot for stay and the mot for
remand. (PLD) (Entered: 06/06/2006)

'OTICE ofSupplemental Au/hority by Brewster H Jamieso
on behalf of Eli Lilly and Company re 4 MOTIO ;0 Stay re

n
I

8/31/2006



8/31/2006

···Set Deadlines as to 32 MOTIO for Hearing re 4

••• et CMC Pull: 0 response from Judge re 6/6/06 CMC
Pull - awaiting response from chambers 6/28/2006. E:mail sent
to Judge Burgess 24/06 and 6/6/06 re posible MOL case.
Does he want to issue a 16(b) mo at this time or wait until he
rules on the mot for stay and the mot for remand. Issue I6(b) if
needed after hrg on motion to remand is held 7/24/06. (PLD, )
(Entered: 07/06/2006)

···Motions terminated: 12 MOTIO for Hearing re 10
MOnO 1 to Remand to State Court filed by State of Alaska,.
(EKS) (Entered: 07/03/2006)

MOTIO to Expedite Consideration ofMotion for Oral
Argumell/ on lIS Motion 10 Stay Proceedings by Eli Lilly and
Company. (Attachments: # I Declaration of B. Jamieson# 2
Proposed Order)(Jamieson, Brewster) (Enlered: 0711 3/2006)

'ou e of Remo\·al. ( lUI hmenls: /I I Exh,bll , opy of
~mn \. Trimonl Land)(Jamie on, Brewslcr) (Entered:
06 07 (06)

••• et hrg as to lQ MOTIO to Remand to State Court
10tion Hearing set for 7/24/2006 02:00 PM before Timothy

M. Burgess. (NKD,) (Entered: 07/03/2006)

... et Hearing re 1Q Motion to Remand to State Court
Motion Hearing set for 7/24/2006 02:00 PM in Anchorage
Courtroom I before Timothy M. Burgess. (EKS) (Entered:
06130/2006)

ORDER A hearing on PlaintiITs Motion to Remand lOis
scheduled for Monday, July 24, 2006 at 2:00 p.m. m
Courtroom 1. (EKS) (Entered: 06/30/2006)

9 fOTlO for Hearing re 10 MOTION to Rcmand to State
- C un by tate of la ka. (Attachments: # I Exhibit I - May

3; 2006 MOL CTO-52# 2 Exhibit 2 - June 12, 2006 MOL
~Iice# 3 Proposed Order Granting Request for Hearmg)

( anders, Eric) (Entered: 06/27/2006)

~32 MOnO for Hearing re 4 MOTIO to Stay re I Notice of
Removal, al Same Time as Oral Argumem on Plaimiff's
Motion 10 Remand by Eli Lilly and Company. (Attachments' #
I Exhibit A, Order in State of Alaska v. Mereck# 2 Proposed
OrderXJamieson, Brewster) (Entered: 07/13/2006)

07/1312006

06 30 2006

06 302006

06 30 2006



8/3t/2006

•••, 101J0n terminated: 33 MOTIO for onresidem Atlome
to Appear and PartIcIpate filed by Eli Lilly and Company. y

Mmute Emry for proceedings held before Judge Timothy M.
Burge : MOllon Heanng held on 7/24/2006 re 4 MOTION to

l3y re 1 ollce of Removal, 33 MOTIO for onresident
Allorney to Appear and Participate filed by Eli Lilly and
Company, 10 MOTIO 'to Remand to Stale Court filed by

l3te of Ala ka. Court GRA TED Motion for onresident
Anorney to Appear and Participate. Motion to Stay and
MOllon for Remand Iaken under advisement. Court to issue a
"TIlIen ruling. Counsel to file a notice regaring the date of the
, 1DL Panels hearing scheduled for this case. (Court Recorder
PLD.)Plamnff Counsel-Jeffrey Feldman, Eric Sanders;
Defense ounsel-Brewster Jamieson, Rachel Weil; (PLD, )
(Emered: 07·24 2(06)

5612 L2\ clP,b,n'DktRpl.pl"93866330S 77S4-L 923 0-1 000256
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".Help De k ote 36 Order on Motion to tay" Order on
otion to Remand to State Court" Order on Motion for

Hearing, ervice on this docket indicates electronic service to
"",eil~.pepperlaw.com" which is not correctly formatted. In
addition Ms. Weil was not registered electronically, the Help
Desk has contacted her and she has sent in her registration.
(CLW) (Entered: 07131/2006)

···Chamber ote: this ca e was remanded to state court.
MOL cbeduled hearing on 09/28/06. Need to resolve with Ida
status of case. ( RL, COURT TAFF) (Entered: 0811712006)

Certified Copy of Order Vacating Conditional transfer Order
and acating the 9/28/06 Hearing Session. (PLD, COURT

TAFF) (Entered: 08/28/2006)

. 156.128.4121 C81-bmlDk1.Rptpl?938663305047754.L 923 0-1 000257
8/31/2006



C £. O. 3 \ ~.06-0S630

IIIITI \1. PRFTRIAI. ORDER

LPERIOR 0 RT FOR 111£
AT A;'\ 1I0RAGE

o fendanl(s)

Plainllms),

Pu uanl 10 the Lmfonn PrelOal Order Admmlstmllve Order 3AO·03·04,

thIS Court hereby 15 ues Ihe lnmal Pretnal Order 10 thIS case.

Routine Pretrial Order

The pames shall dISCUSS among them elves possible trial dales and the

e peeled length of lOal Wlthm IS da) s afler dlSlribulion of the Initial Pretrial Order, the

pan''''' hall Jomtl) ubmlt a Ii t of three lnal dales thaI arc each approximately 12

month from the date of the Imllal Pretnal Order. The submisSIon to the Court should

also tale Ihe approXImate number of trial days lhe partIes believe will be required. A

Rouune Pretrial Order \\111 be i ued ba cd on the pames' repon 10 accordance with the

Urnfonn Pretnal Order

t.l~ of Alas".

I'TlI

Eli UII) ,Co

H.

ot

Initial Dhelosures

'nl an earlier date IS or has been agreed to by the parties, initial

dl I u reqUIred under Alaska Civ il Rule 26(a)( 1) shall be served nol later than 30

da) aflerdl lnbullon of the Inillal PrelOal Order.

Alternative Dispute Re olution

01 later than 4 da) afler dlstribullon of the 1011101 Pretnal Order, each attorney will

dISC"'" \\ Ith his or her ehenl(s) the po sibihty of seuhng this case (or ponions of Ihe

case) through mediallon, conference, arbumllon, or olher alternative to litigation.

000258

Ialer than 60 da) from the date of this order, the panics or their attorneys shall meet to

d,scu>s \\hether some fonn of altemalive dispute resolullon can be agreed on. Whenever
J"-'~
A.JdGr Pte:u Orrdo
.. 10(6



upcnor ourl Judge

FJced I and ,f . the fonn and tlmmg f the partIe mlended aCII n

~ part,e met ,n pc n or b> phone. \\ helher ahemau\e dl pUle resolu
uon

ha been

rr ,,'.t!. thc I"'rt.
c

.re cn ouraged to mcct .n pcr.>on m "tead of b> phone. \ ilhin 10

da) s f Ihl mecung. Ihe rart,e; hall file a Joint report \\ Ith Ihe ourt md1l:nung \\ hclher



T n 01 ALA

ILl Lll LY

1 lliF PRJOR 0 RTFORTIIF TAn'OF L KA

TIfIRD J DI LAl DI TRI

'"-<

Plainliff.

DCO W Y,
lISe 0.3A -06-5630 CIY

Defendanl.

OTl E OF ORDER
RE t 01 G E TO T TE 0 RT

B fo", an 3JlS\' er "as liIed, this case \\ as rcmo\ cd 10 the nited lates District

oon for th Distric! of AI la by d fendanl Eli Lilly and ompany. Plainliff Slale f

filed. 10lion to Remand to lale Court. Afier briefing and a hearing, Uniled

Di tric! Coon Judge Timoth) Burg is ued an Order remanding this case 10 the

tate of Alaska, Third Judi ial Dislrict at Anchorage.'

Pu uant to AI Chi! Rul 12(a), the defendant must now file an answer 10 lhe

cornpl int. Accordingl). th plaintiff asks the court to issue a rouline prelrial order at this

timt.

_ nached Order dated July 28, 2006 (Dock I 36).

Case 10 la.. Coon
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IN TI{E lTED TA 01 TRlCT CO

FOR TIlE D1 TRlCT OF ALA KA

ease 0 3:06-<:v-88 TMBKA,

Plaintiff,

vs.

ELI LILLY &CO {P Y,
Defendan

The late of Alaska brought suit against Defendant Eli Lilly & Company, ("Lilly"), in Slate

court, seeking damal!es and penalties arising from the marketing and sale of lhe prescription drug

Zyprcxa. Docket I, Exhibit A (Complainl). The Slale alleges thai Lilly knew of risks associated

wilb Zypre"alhal were not revealed to \he Food and Drug AdminisU1ltion, the state, physicians, or

co11SUJJlCB. \ll. Fw\hcrmOre, \he Slate alleges Ibal Lilly advertised and sold Zyprexa for a number

of non-approved or "off·label" uses. IJl. The Slate alleges fmud and negligenl misrepresentation,

I ncgligeocc, strict liability, and violations of the Unfair Trade Pmctices and Consumer Protection

cD Act, codified 10 A.. § 45.50.471, and seeks relief of an award of damages in excess of $100,000

$ for z)'prcxa.related damages of past, present and future medieal expenses for recipients of the

Alaska MediCOld program, restitutioo for \he cost of all Zyprexa prescriptions paid by the Slale, civil

pcnaIues ofS5,ooo per violation nf\he Unfair Trade Pmctiees Ael, costs, interest, and actual

anorncys' fees. \ll.
Lill) rcnlOved Ibis matter lO Federal Court on April 19,2006, alleging that this Court has

jwisdJction pumI&DllO 28 U.S.C. §§ 1331, 1441, and 1446. Docket 1.

Havmg reviewed \he pleadings and heard oral argumenl on July 24, 2006, \he Court now

colen \he following Order.
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Pursuant to 28 U..c. § 144 I(a), a defendant may generally remove to the appropriate

federal di met court "[aJny civil action of which the dismct courts have original jurisdiction

founded on a claim or right arising under the Constitution, treaties or laws of the United tates."

Plaintiffmovcs for an order of remand pursuant to 28 U..C. 1447( c). Dockct 10. Under

§14470 ). a case shall be remanded "[iJf at any time before final judgment it appears thaI the

dishict court lacks subject manor jurisdiction:' The burden of establishing fedcrnl jurisdiction falls

to the pany invoking Ibe removal statute. California ex reI. Lockyer v. Ovnegy Inc 375 F.3d 831,

838 (9* Cir. 2004). cction J441 (a) "is smclly construed against removal jurisdiclion." lsi.

Plaintiffs argue that removal was improper, because thcre is no ground for asserting fedcrnl

jurisdiction ovcr this case. Docket II. Plaintiff argues that removal is generally only appropriale

in three circumstances: I) the partics meet the statutory requirements for Ibe Court's diversity

jurisdiction;' 2) the Complaint raises a substantial federal question; or 3) under the "completc

preemption" docuine, Plaintiff's stale law claims have been totally subsumed by federal law.

Docket II at 3 (citations omined). Plaintiff argues that its claims for relief arise exclusively under

state statutory and common law, and do not require the construction or application of federnllaw as

esseotial clements of those claims.' Docket II. Accordingly, there is no substantial federal

question, and Plaintiff asserts a remand to state court is required. lsi.

Defendant argues that federal question removal is proper, because Plaintiff's Complainl

raises substantial and dispuled federal questions under the fedeml Food, Drug and Cosmetic Ac~

("FDCA"l, and under federal Medicaid law. Dockel23. Defendant relies in pan on a decision

from In re Zyprexa Products Liability Litigation, 375 F.Supp.2d 170 (E.O.N. Y. 2005), in which the

United States Oishict Court for \he Eastern Oishict of ew York found fedcrnl question jurisdiction

in a similar case.

, Diversity is not an issue in this matter.

'P\aintiffnotos thaI "wllile Defendant's condUCl may also be in vinlation affed II ..
lawlhal Plaiotiffteekstotnforce." Docket 27 at 3. era aW,1t IS state

2
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In determining the presence or absence of federal jurisdiclion, the courl first applies the

"'well·pl.eaded complaint rule,' which provides that fedcral jurisdiction exists only when a fcderal

question is presented nn the face of the plaintiffs properly pleaded complain!." ~,375 F.3d

at 83 (quoting Cateroillar Inc v Williams. 482 u, .386 (1987). "Therederal issue 'must be

disclosed upon the face of the complain~ unaided by the answer or by the petition for removal....

I!L (quoting Gully v First at'l Bank in Meridian, 299 U.S. 109, 112 (1936». "A defense is not

pan of a plaintiff's properly pleaded statement of his or her claim." IJL (quoting Rivet y Regions

fumk, 522 U.. 470,475 (1998)).

On Its face, Plaintiff's Complaint does not state a claim arising under federal law. PlaintilTs

seek relief under Alaska statutes which prohibit deceptive trade practices, and under common law

negligence and strict liability analyses.

The Artful Pleading Doctrine

The coun's inquiry does not end there. Lippin v, Raymond James Financial Services Inc

340 F.3d 1033, 1041 (9"' Cir, 2(03). "Under the artful pleading doctrine, a plaintilTmay nOI avoid

federal jurisdiction by 'omitting from the complaint federal law essential to his claim, or by casting

in state law lenns a claim that can be made only under fcderallaw,'11 Rajns y Criterion Systems.

I.n£., gO F3d 339, 344 (9'" Cir. 1996)(citation omitted). Courts have applied the anful pleading

doctrine in complete preemption cases and substantial question cases, the laller of whieh ineludes

cases where the claim is necessarily federal in character or where the right 10 relief depends on the

resolution ofa substantial, disputed federal question. WmliIJ, 340 F.3d al 1041·1042. The Ninth

Circuit has described the artful pleading doctrine as "a useful procedural sieve to detect traces of

federal subject matter jurisdiction in a panieular case," but cautions that "Courts should invoke the

doctrine only in limited circumstances as it raises difficult issues ofstate and federal relationships

and ollm yields unsatisfactory results." 340 F.3d at 1041 (citations and qUOlations omilted).

unli I

"The artful pleading doctrine allows federal coUrts to retain jurisdiction over state law

claims that implicate a substantial federal question." J.jllIlill, 340 !'.3d at 1042. A state law claim

falls in this category when I) a substantial, disputed question of federal law is a necessary elemem
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Plamuff argues that It has alleged \iolalions of stale consumer fraud and unfair tradc

pracu e talUtes. as ",ell as claims under Alaska common law. and thaI federal law is implicaled

001) m lish
t
of the stale statutory and common law violations as a "faclual predicate" for such

vlolauons. nOI as an essential elemenL Docket I I aI8.· 0 elemenl of Plaintiff's clnims requires

eIther the inlCfPretauon or application of federal law." lsi. l'laintiff argues that while federoll
aw

crealed the • ledicaid program. Congress has delegated 10 the stales the administralion and operolio
n

of the program through indi\;dual stale MedicaId ageneies. Dockel 1I at 11-12. kiliDi 42 U.S. .

1396&(a). Pl81nuff ac\J>O'" ledges that Its stale law claims may touch upon areas in which FDA

regulauons are present, but those regulations pro ide nO cause of aetion for Plaintiff. Dockcl27 at

5. 125 .CL.2370.
De endanl argues that "p\aint.iff's case IS so infused with fedetal issues" under the FDCA

and lediC81d Ia", that the CompI81oI raises "substanlial and disputed" ISsues of federal law thai

pro\ .de this CoW1 ""th ong.inal jurisdicuon. Docket 23 at 3. pecifically. Defendant suggests that

becaU>C federal f COOSUlute at least 50% of Alaska's MediC8ld program funds at issue in the

Ia edera1 junsd.cuoo IS proper. Doc el23 at 10 Further. Defendant suggests thaI federal

relaun off.label promou lie al the heart of the Complaint. Docket 23 al 5. "Federal

reqwre that all claimS to promouooa1labeling or advertising be consistenl with warning

and ooa1 . •~ pi mou materials appro\ed and monitored by the FDA." Dockel23 at S. WiJ!& 21

.02 \(e 4 :005). Defendan suggests that resolution of the off-label promolion claims

\ Q.ramlus~~1rlIi\..fIW..JDWJ2l~.fJrU.&1,1f&., 545 U.. 308.125 S.CI. 2363 (2005).

II>< "",II-rl

ca6cd
Ie la"n. or II>< la1l11 IS an "mhc='t1 fedetal claim" arti ulated in stal

e

•

la

"

or ~ the n hI 10 rehef depends on the """Iuu n of a rub \aDual. dlspuled federal question

~ ( ltaU tnIned . The W1 observed that "00 specifie recipe exists for a coun to

aJcl>ertUZC a. e 181m tOtO a feden! claim _a coW1 must look at a comple. group of facts in any

paru ular case 10 decule ",hether a state claim actually 'arises' under federal law." lJ1,.. at 1042-43.

The _upreme CoW1 su egts that the rele\'ant mqull)' is "does a state-law claim nccessarily mise a

stated feden1l. .ue. tuall) dl puted and substanlial. which a federal forum may enlertain wilhout

IOnall) appro\ ed balance of federal and state judicial responsibilities."
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'In con\I'BSI. "conllict. preemption" exists when"'~ law actually connicts with federal law.
OefendanuuIIS"SIS that eonO

ICl
preemption exists in Iigltt of the FDA" position that is approval of labeling

under the 1<".preempts coc:metlftg 0< contrarY ...~ law. Docket 23 at 7. Plaintiff, however, notes that "the
~A_~ that FDS , regulatlOft of drug labeling :"ill not preempt all SlOte law actions." Docket 27 at

, i' .'

fl!ll\d. 71 Fed. Reg. 3922. 3.936. "Unlike compl~ preemption, preemption that stem: from a co~Oict
_ : and SlB~ ~w IS a defense to a~ law cause.of action and, therefore, slPes not confer federal
~ict-preem~::n =. ~12\3 ~.~d at \ \ \4 (emphasIS added). Therefore, Defendant" argumenttha!
Docket 23 at 7-g Ip app Y10 al ure-to-wam ClaIms ,uch as those asserted here is not disposilive.

'plaintiff, no~ that complc1c preemption also has been found by the ational Bank Acl. Docket \ I

at 11 (eltationS _ined).

000266

"Preempted statC law claintS may be removed to federal court only in thc rare instances

"here CongreSS has chosen In regulate the entire field." ARCQ Environmental Bemcdialjo!U.

Q!;pl. o[Heal
th

and Environme
nlal

Quality oflhe S\8Ie of MonlalJll, 213 F.3d \ 108,1 114 (9~ Cir.

20(0). The inth Circuit has observed thaI there are IWO calegories of cases where the Suprcme

Court has found complele preemption: ERlSA and the Labor Management Relalioos Act.' 340

F.3d, at 1042. Complele preemption only applies when "federal law complelely preempts slale law

and provides a federal remedy."~ 213 F.3d, at I I14, (quoting ~ridge v Harbor HollS

~ 861 F.2d 1389, 1403(9'" Cir. 1988)). In other words, thecxclusive cause of action for

the claim under these federal statutes was found within the stalute itself.'

Defendant suggests thaI complele preemption exists here because "Congress has so

thoroughly and inlentionally regulated the markeling and promolion of prescription medicalions

that any challenge 10 such marketing and promolinns necessarily stales a federal cause of action."

and the wanuna.s-rda,ed clauIIS requireS consuuction an

SUltulot)' and regulatory proviSIons. Doc!.et 23 at 6.
The uprcmc Court baS counseled thaI "federal jurisdiclion demands nol only a conlcstcd

fcdcra1 issue, but a~ one, indicating a serious federal inlcrest in claiming the advantag

cS

thought 10 be inherent in a federal forum."~ 125 .Ct. al2367 (emphasis added). The Court

fuuis no substantial federal question in this matter al this time.~ l!U" zvprexa ProdU~
upp.2d 170 (E.D. .Y. 2005).



\mo 'i . urgess
Uniled StaleS District Judge

For the reasons set out above, the Motion for Remand al Dockel 10 is GRA 'TEO. and this

matter is RE. \ANUED to the superior Court for the Stale of Alaska, Third Judicial Distriel at

......borag

e

. II is further ordered thaI Defendant'S molion al dockel 410 stay all proceedings, and

Piaintiff'smotionforbearingatDockell3are DE lED A MOOT.
Daled 81 ......borage. Alaska, this 28· day of July. 2006.

In lighl of the foregoing, the Court concludes thaI the artful pleading doctrine docs not

apply. Plaintiff's claims do nOI implicate a substantial federal question, and the Court does nol find

complete preemption. Plaintiff's claims seek relief to recover damages solely under Alaska law.

Dod... :13. fit. II. Ilo....,,-er. as Plaintiff obscf'es, \he FDCA docs nol provide an exclusive c:aU9C
ofaction or remedY, and ,. pro,ides no private right of Delion. Dockel 11 Dt 1

7
. imilarly. "federal

ledicaid law does nol provide exclusive remedies. or in some cases remedies al all. for those

requestS for relief." Dockel27 a17. Rather, "federal medicaid law deleg
ales

the managemenl of

\he ~edicaid program, and recovery of Medicaid funds, 10 lhe states. Further, the staleS are

requiIed 10 have laws in place 10 faeililale this recovery.n Dockel27 at 7. Accordingly, neither the

FDCA nor Medicaid complelely preempt state laW and provide a federal remedy. and complete

preemption docs nOI apply.

6
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TATE 01' ALA KA,

KA

.-9TICE OF REMOVAL

Case o. 3A _06-05630 CI

PlaiOlilf,

Dcfendan\.

Plaintiff tate ofAlaska
Eric T. andel'S, Esq.
Feldman Orlans\..') & Sande~
500 L Street. uite 400
Anchorage,Alaska 99501-5911

Tel: 272-3538
Fax: 274-0819

PLEA ETAKE OTICEP~uantlOtheprovisionof28U..C.§§ 1331, 1441,and

000268

Cieri< of CourtThe uperior Court for the tatc of Alaska, Third Judicial District

I. TII£
1111RD J DICI L DI TRI T TAN HORAGE

April 19, 2006. with th cieri< of the Untted tales District Court for the District of Alaska.

Ala> Third Judicial District at Anchorage "as liIcd by the above_actual-named defendants on

United \ll District court for the District of Alaska from upcrior Court for the tate of

for allp~ of Stare ofAlaslw \' Eli Lilly and Compally, Case 0.3AN-06-05630 I, to the

DTO:

1446 a 'Olice of Rerno\a1, a COP} of which is allachcd hereto as Ex. A, effecting thc removal

ELI LILLY DCOMP 'i,

\.



o TED Ihi 191h 00) of I'ril. 1OO6.
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STATE Of ALA ItA,

uQTICf, OF RF.MOVA!t.

Case o. 3:06-<:v-_.--

PlaintitT,

DefendanL

!NTHE 'ITED STATES 01 mCTCOURT

FOR THE Dl mCT OF ALASKA AT ANCHORAGE

o COMPANY,EUULtY

pLEASE T....KE 'OTICE thaI, pur>uanllO 2S U.S.C. H 1331, \441, and 1446, defendant

Eli Lilly and eompany t'LillY"), a eorpGJauon, hereby removes Ibis case from the Superior Cnurt for

Ibe State of Alaska. TIurd Judicis! DlSmct at AnchoJase, 10 Ibe Un"ed States District Court for the

DlSrnct of Alaska- III support of1Ius OIlCC of Removs!, Ltlly sv"" as followS:

B CKGRO NO

I. PlsmllfT, Ibe State of ....Iaska. commenced ibIS action in Ibe Superior Court for Ibe

..... of Alaska. TIurd Judicial DIStrict at AnchoJaSe, on Mareh I, 2006. A copy of the Summon

and ComplamtlS anacb<d herelO as Ex. A Lilly was served on Mareh 20, 2006.

2. This action mvo"'" allqar"ns regarding Ibe FDA-approved medicine Zypre.. .

~uhldlJ\J1Cl htip''''' In,. Z}prOD producrs Llabl/Jl)! Llligarion. MOL o. 1596, is pending before

Ibe Honorable Jodt B Weimtem in Ibe Uroted StateS DIstrict Court for Ibe Eastern District of New

VOl\. TwO sundar SUIts li1ed by Ibe At\D1'llCy G.....l of Ibe State of Louisiana are already pending

m tba1 MOL proceeding. Sa In ,. Z}PrOD Producu LlabU'1)! Llligallan, 315 F. Supp. 2d 110

EXHIBIT I!
~. ~c _'_OF J!..

000270

v.

B"""..... H.JAlDletOO. A BA '0. 11\22

LAJ'E POWELL LtC301 West. 'onhcm \.lgb aoule'..ro. u,te 301
Ancl>oJag<. 99503-264
Telepboo< 90 .211-9511
F umle. 901-216-2631
Ema>1' jam'....n anq><>well.com

Attorne}.. for Defendant
Eb \.lily and CompanY
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I Sa. e.g.. JohtUo

n

v. Eli Lilly Co.. Inc '" Dr. J. Colvin, o. 4:05-<:v-02139.
ERW

(B.D. Mo. Feb. 27, 2006) (a
Stly"will allow for c:onsis\Cll

t

pretrial ruling.s and will conserve judicill resources bc<Iusc only one court WIll
ocod 10 make such ruling.s ... with regard to the parties' jurisdictional diapute," and that "prejudice of a
jrel.u,-ely short dellyl does nol ou\Weigl! the judicial economy interests")· See also Wesley v. Lilly, CV-06-
569 D. ,,\I., Marcll 27,20(6); McDonald v. Lilly. H-06-6S I (S.D. Tex., March 9, 2006); MeTler v. Lilly.
C -05-607 (MD. "la., Aui- 9, 2005); Muhammad v. Lilly, CV-OS-I046 (M.D. All., Nov. 22, 2005);
McCraY-Mart," v. Lilly. CV-OS-I048 (MD. Ala., ov. 22, 2005); Andrews v. JtmJs

en
/,harma<;eul

ica

• L./'.. et
aI.. 4:OS-<:v-Ol

I1
6-CD

P
(B.D. Mo. Feb. 16, 1006); Atterberry v. Eli Lilly'" Co. et 01., 4:0S-<:v-02171-CDP

(E.D. Mo. Feb. 26, 1(06); Benlon v. Ell Ully '" Co.. et 01., 2:0S-<:v-043
37

•
NKL

(W.D. Mo. Dec. 13,1005);
B/<dsoe' Janssenp_~ 1.1'. et aI., 4:0S-<:v-02330.ERW (B.D. Mo. Feb. 13,2006); Bradley v. Ell
LUly '" Co.. <t aI.. 4:OS-ev-00932-SOW (W.o. Mo. [)ceo 27, 2005); Buck v. JtmJlO

n
/,harma<;eulica. 1.1'. el

aI.. 4:0S-<:,.-0192
2
-CBl (BD. Mo. Jan. 27, 10(6); CoiJey v Ell Lilly'" Ca.. <t aI., 6:0S-<:v-03474-DW (W.o.

\0. [)oc. 21, 1005); Davis v. Ell Lilly '" Co.. <t aI., 6:0S-<:v-03490·RED (W .D. Mo. Jan. 6,1006); Deruyter v.
)anSlen phartfl<JUutiCO. 1.1'. <t aI.. 4:0S-ev-021 SS-CAS (E.D. Mo. Feb. 6, 2006); Eods v. Ell Lilly & Co.. et
aI.. 4:0S-ev-009

87
-GAF (W.D. Mo. Jan. 6,20(6); Easley v. Ell Lilly'" Co.. <t aI., 3:05-<:v-05I 50-GAF (W.D.

Mo. J.... 6,2(06);~ v. Eli Lilly'" Co.. <t aI., 1:0S-ev-00174.ERW (B.D. Mo. Jan. 17,2006); Ewing v.
Ell Lil/y & Co., <t aI.. 2:0s-ev..()()066-ERW (B.D. Mo. Jan. 17,20(6); Forb.. v. Ell Lilly & Co.• el 01., 2:05­
ev-04331-N1G-(WD Mo. [)ceo 13,1005); Fru_ v. Eli Lilly & Co.. et 01., 6:0S-<:v-03SQ4-DW (W.D. Mo.
J.... 3, 1(06); /IQIT11lgro<l •. Janssen p__lJ1leD. 1.1'.. et aI., 4:0S-ev-02IS8.ERW (E.D. Mo. Jan. 17,
2006); HoyU V. Ell Lilly & Co.• <t aI., 4:0S-ev-02128.AGF (B.D. Mo. Jan. 25, 2006); Hemphill v. Ell Lilly
~e-pany<t aI. 4:OS",,-01145-DW (WD Mo. Mar. 10, 20(6); HeJira v. Eli Lilly'" Co.. et 01., 4:0S-<:V'
01ISI-DW (W O. Mo. \or 14,20(6); Henry Y Eli Lilly & Co.. <t aI., 2:0S-<:v-04317-S

0W
(W.D. Mo. Dec.

12, 2005); Holden •. Janssen phartfl<JUlJ1ictJ, L.P <t aI., 4:OS-<:v-Ol121 -SNL (BD. Mo. Mar. 2, 2006);
Howard Y. )anSIen plfarrrrOC"1I'lCIJ. 1..1'.• <t aI.. 4:0S-ev-02122-CDP (B.D. Mo. Feb. 27,2006); Howard v. Ell
Lilly & Co.. <t aI.. 4:06-<:Y-0006

2
-HE" (E.D. Mo. Feb. 17, 20(6); Hurst v. JtmJSen Pharma<;eulU:a, L.P el

aI.. 4:05-<:'-Ol181-CEJ (E.D. Mo. Jan 2O,lOO6);Johnson v Ell Lilly'" Co.• eI aI., 4:0S-<:v-00960-D
DS

(W D
Mo. [)oc.10,200

S
); JohnsOn Y. Eli Lilly Co., <t 01.. 4:0S-<:v-Ol139-ERW (B.D. Mo. Feb. 27, 2006); Journe~'­}anJSDlp~ 1..1' <t aI., 4:0s-ev-01924.ERW (B.D. Mo. Jan. 11,2006); Karsch v. Ell Ll/l & C;~1;31~(E.D-0433~~~.D.Mo. [)ceo 14, 2005); Ku~h v. JtmJsen pharma..

Ulical
. L.P. et aI.,~:05-<:~~

. ..., 1006); ~lIey Y. Ell Ully '" Co., eI ai, 2:0S-<:v-04327.NKL (W D M
13, lOOS); L<pe Y Ell Lilly & Co.. et 01., 6:0S-ev-03487.RF.D (W D Mo Feb \5 2006)' C U' . )0. Dec.• ' • • f f' \I. anuen

(continued ...)

"'" .Y."'",....._ ••_. til" ..... ·"" .,_to''''''" -"'••
octioo 10 rot.. '0. 1596.3. Lilly bas filed cootemponneous1y with this otice of Rero

oval
a Motion to tay All

\'t(lc:eCdin pcndmg Transfer by the Judicial Plocl 00 Muludistrict Litigation, asking this Court 10

stllY this oction pending transfer to MDL o. 1596. AO explained in the Motion, a stay will conserve

the Court's and the parties' resources. I,'(lid duplicative litigation and pre
venl

inconsistent rulings 00

global issUd _ including jurisdictional isSues - that arise repeatedly in zyprexa actions. For these

reasons, courtS in rnore thAD 60 cases have pted stays pending tranSfer of zyprexa-rel
ated

actions

10 IDL o. 1596.'



28 U C 9(c' beC8use it is the "district

4. COlle is proper in this Courtp~tto ..' ,',

and di'.;sion cmbr¥-ing \be place ,.'\lete such acuon is peoding." ee 28 U. .C. § 144 I(a).

s. Lilly will promptlY (a) file a uue and corteCt copy of this otice with the Clerk of

Court for the uperior Court for the tate of Alaska. Third Judicial District at AJ\cbornge, in

accordance WIth 18 U..C. § l446(d), and (b) serve plaintiff'S counsel with a copy of this Notice of

R<IIlo
val

, in accordance ....,th 28 U.S.C. § 1446{d).
ALLEG TlONS REO ES1'ED RELn:;E

6. Making allegations that implicate federal food and drug regulations, as well as the

federal Medicaid statute, the Complaint alleges, inrer alia:
"Defendant failed to warn consumers, including the State, its physicians, and
Medicaid recipients, of the dangers and permanenl health consequence~ ,:"used by
the use ofZyprex.. In fact, Defendanl instrUcted its representaUVCS to minImIze ~d
misrepresent the dangers of Zypre,," affirmalively and consCIously ~la~tng
company profits above publie safelY, This is particularly ~e of the p~csenpuons
written for off-label uses. This failure to warn was deSIgned and tnlended to
maximize companY profits, even after Lilly'S own experts were questioning thc

safelY ofZypre".... See Ex. A, Complaint, at 19.

(... continued)p/IanIl<JCC1I'ica. t.P dol. 4:0S-<:v.()21&3-CAS (E.D. Mo. Feb. 6, 2006); Martin Y. Eli Lilly'" Co.. Inc. el 01.,
4:0S-<:v~2tSO-OIS (ED. Mo. Ian. 25, 2006); Maurice Y. J(]IUSen p/wrmaceurica t.P. dol., 4:0S-cy-02293­
cAS (E.O. Mo. Mar. 6, 2006); Muds Y. Eli Lilly '" Co.. er 01., 6:0S-cv~34&5-GAf (W.O. Mo. Ian. 6, 2006);
f,{arlan Y. Eli Lilly & Co.. d 01., 1:05-<:v~1&9-CAS (E.D. Mo. De<:. 20, 2005); Prince Y. JOIUsen
PftarmaCC"'ica. IJ'. d 01. 4:05-cV~20&6-CDP (E.D. Mo. Mar. &, 2006); Quebedeaux Y. Eli Liliy '" Co.. el
01. 2:0S-<:V-04326-NKL (W.O. Mo. De<:. 13,2005); Schmidt Y. Ell Lilly '" Co., d aI., 2:05-cv-04320-NKL

D. Mo. De<:. 13,2005); ScJu;rTdtltonr Y. Eli Lilly '" Co.. d 01., 4:0s-cY~2331-CDP (E.D. Mo. Feb. 27,
2006); Smllh Y. Ell Li//y '" Co., d aI. 4:06-<:V-0006t-f!EA (E.D. Mo. Feb. 24, 2006); Sousley v. Eli Lilly and
c;ompany, d "'. 2~S-<:v-04412- lKL (W.O. Mo. Mar. 14,2006); St. Cin Y. Eli Lilly'" Co., 4:0S-cv~IS96­
ER (ED. Mo. Jan. 17,2006); Srark.eY Y. J01ISJen PftarmaCC"'ica. t.P.. el aI., 4:0S-cy~2141-CDP (E.D. Mo.
Feb. 27, 2006); Sr...art Y. Eli Lilly 4< Co.. el aI., 6:0S-cY~3473-RED (W.O. Mo. Feb. 15,2006); Surfoc

e
Y.

Ell Lilly 4< Co, d aI. 2:0S-cv-043
4

1-!'lKL (WD. Mo. De<:. 21, 2005); rmdall v. Ell Llliy '" Co., er 0/., 4:05­
ev~1246-DW (WD. Mo. Mar. 1,2006); Wallace Y. Eli Lilly'" Co.. er 01., 4:0S-ev~1152-REL (W.O. Mo.
Ian. 13, 2006); wanon Y. Eli Lilly 4< Co., d aI., 6:0S-cv~34SS-DW (W.O. Mo. De<:. 2&, 2005); Wesr Y.
J_np~ IJ'., dol. 4:0S-<:v.()2I24-COP (E.O. Mo. Feb. 27, 2006); Wolfe Y. Eli Lilly'" Co
d aI. 4:0S-<:v-00990-0W (W:D. Mo. De<:. 2&, 2006); Wright v. Eli Lilly 4< Co.... aI., 2:05-cv~4413-S0W

D. Mo..Ian. ~O, 2006). Lilly~ DOl ~ed cop,es of tbes< unreported decisions due to their volume;

"",,"0''<0", Lilly ",ill produce COP'" immed....1y upon ~uCSl of the Court.
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Beg1JUl1Dg in the 1990's. Defendant's str1\te haS been to aggtesSh-el
y

marl<et~
sell zyprexa by \\~Ufully misleading potential users about seno

us
dangers ~u1ung

from the use of Zyprcxa. Defeodant undertoOk an ad,ertising blitz, c:JCtolhng the
virtueS of Zyprexa in order to induce widesPn:ad use· ... Defendant has also

advertised the use of Z)l'lCl'8 for off·label uses .... Ex. A, complalOt, 20

"In making Zyprex
a

available to Medicaid patients, [LillY] knowingly
misrepresented to the State of Alaska that zyprexa was safe and effective. The tate
of Alaska aUO\\'f:d the purchase of zyprexa for Alaska Medicaid recipients based

upon such misrq>resentaUons." Ex A, Complaint, 25.

"Zyprexa haS been prescribed by Alaska physicians to many recipients of the
Medicaid program of the State. As a result of ingesting zyprexa, Alaska Medicaid
patients have suffered serious health effects, which now requirc further and more
extensive medieal treatment and health·related care and services. For these
individuals, the State is the responsible partY for these services. The State has thus
suffered and will continue to suffer financial loss in lbe care of lbose Medicaid
recipients who consumed prescriptions which were incffective, unsafe and actively

hannfuI." Ex A, Complaint, 6.

7. The Complaint also contains substantive counts sounding in neglig
cnce

, strict

liabUiry, and violations of \he Alaska Unfair Trade Practices and Consumer Protection Act

tUTPCPA"). it seek:> compensatory damages for "past, present and future medical expenses for

recipients of the AJaska Medicaid program," restitutioo for lbe cost of all Zyprexa prescriptions paid

by the we under its Medicaid program, civil penalties ofS5,OOO for each violation of the UTPCPA,

costs, inu:rest. and anomeys' fees.
FEDERAL OUESTIO JURISDICTIO

8. This Court has jurisdiction under 28 U.S.C. § 1331 and under lbe principles set fonh

in Grable & Sons Mad Prods.. Inc. v Darue Eng 'g & Mfg, 125 S. Ct. 2363 (2005).
9. The United StaleS Supreme Court's decision in Grable held that "federal question"

jurisdictioo did oot require the plaintiff LO have asserted a violation of a federal statute providing a

pOvll1e parallel right of action.' Rather, a case assening only state law causes of action is removable

Morell';:;::;=.~~~Ulfca1s,Inc. v. Thompson, 478 U.S. 804 (1986), LO lbe extent
~ prod liab" unp I or I ~ a federal cause of action wu required LO remove a

a JU!>JUn1ial fcdenl':'~litySe~aZI~~:~o;~~9~ law causes of action is ",movable if it raises
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if,t raiseS •~ federal quesUon. "acroall dispUted and subsWt
tial

, which a fedenl forum

ma c:nl':rtain without distUJbing any congressionally appro' ed balance of fedenl ""d stale

responsibilities" &e Grable, i25 . Ct. al 236 -1i &< also CountY ofSanta Clara v. A.srra USA,

Inc., o. C 05.()31 (WHA), 2005 U.. Dis\. LEX] 34453 (N.D. Cal. Dec. 2,2005) (copy attached

be%eIO IS Ex. B).iO. As more fully expiained below, plaintifl's claimS directly raise issues in twO areas of

fedcnlla"" i) the fedcnl Food, Drug & eosmctic ACI C'FDCA"), 21 U.S.C. § 301, er seq, which

regulateS prescription drug manufacturerS' public and promotional stalCments aboul prescriplion

drugS; aDd ii) fedenl Medicaid law, which determines which drugs a StalC mUSI cover under its

Medicaid program and Ibe \imiled circumstances under which il can decline 10 pay for such drugs.

See 42 U.S.C. §§ l396r-S(d)(i)B, (d)(4).
II. Recently, in In re Zyprexa Products Liability Litigalion, 315 F. Supp. 2d 110

(B.D. .Y. 2005), Ibe court asserted fedenl queslion jurisdiction over state law claimS involving

Lilly's nw'Lcting of Zyprcx
a

and Ibe S\8le of Louisi""a's payments for Zyprcxa under Mcdicaid.

1bc court found \hal references in lbe complainllO federal funding provisions and laws demonstrated

"a~ of substantial issues [thai were] fedenlly orienled." Id., al 172·13.
i2. Similarly, in a recenl case involving Medicaid drug pricing, Ibe court in Counry of

Santa Clara v. Asrra USA. Inc., o. C 05.()3140 (WHA), 2005 U.s. Dis\. LEXlS 34453 (N.D. Cal.

Dec. 2, 2005) (copy anac\lCd herelO as Ex. B), invoked fedenl question jurisdiclion under Grable

b<:ca11SC p1aintifi's 5\81C iaw claimS against pharma"Cutical manufacturers for allegedly overcharging

plaintiff for Medicaid drugS presented subsWttial questions of fedcnl law. In concluding tltal

Medicaid drug pricing issues merited fedenl jurisdiction, lbe court observed thai one measure of

evalualing subsWltiality is "the importance of Ibe fcdcnl issue." The court noted Ibat "[u]nder Ibis

approach. the following issues have been found 10 be substantial: those tltat directly affect Ibe

functioning of the fcden1 goveromeol, those in an area reserved for exclusive fedcnl jurisdiction,

aDd those \hal impact • complex federal reguialOry scheme." Ex. B, County ofSanta Clara, 2005 U.

S. DisL LEXl 34453, al ·i6.



11. To accomplish its pwpose, the rnA maintains a Center for Drug Evaluation and

Research (the "COER"). 1be COER regulates pharmaceUtical companies' development, testing and

research. and manufacture of drugs 1be COER examines data generated by these companies to

'-off-labcl" p""""""" is "a promollOO that vlOla1es!he (FDA"] suicrures on off-label marl<eting." Uniled
Stato a r<1 Frankl.. • Paru-Daws. D,. of Warner·Lambert Co 0 eiv A 96-11651 2003 WL
:204l2SS .. '2 (D Uss. Aug. 22, 2003) AccOrd gl wll •... . •~ I U\hemIlI) aile".. a '101auoo ~ffederal ~w Y. ere... here, the Compl81nl allege. "ofT-label"

14 ,Ian) of the c1auns 10 l1"s CUt: are premIsed upon alleged violations by Lilly of the

FDCA, tn parucular thaI Lilly illegall prom ted Zyr=a for vanous olT-Iabel uses,' thereby

caUSIlll! harm to the state. cry slImlar a1legauo were made by the tnte of Louisiana. In r.

Zypre:.w Products UabJlll)' U/lgallOn, 315 F upI" 2d 110 (E.O..Y.2oo5). In addition, the Utte

alleges that lI11) Illegall) promoted an unsafe drug for publie use and failed to adequately wllrtl the

rnA.. doctors. state regulators and consumers ofn Su. e.g. Ex. A, Complaint, 11, Ig. 19,20,

21.22,23,24.25,30.31. 32, 33, 38. 42, 43, 44, 45, 53. LIlly disputes these allegations, including

the a1legauon that 1\ violated the FDCA by marketing Zyrrexa for olT·label uses·
\ 5. In addluon, the Complaint alleges thaI lyrrexa was not adequately tested, and that

the OS of lyprexa outweighed Its benefits. S. . e g. Ex A, Complaint, 21. 22. 3 I. 39. PlaintilT

therefore dire<:U) challenges the rnA'S decISIOns to approve Zyrrexa for sale and to continue to

allow lI11) to market and sell Z)1,rexa today·
16. As a currentl)-markeu:d presenpuon drug, Zyprexa is subject to extensive regulation

b) the rnA 1be YDCA reqttires the FDA to ensure that "drugs are safe and elTective" for their

mu:nded uses, 21 U.SC. § 393(b)(2)(B), 10 part by "promptly and officially reviewing clinieal

researeh and taking appropriate aeuon on the markeung of regulau:d products." 21 U.S.. §

393(b)(1). 1be Sec:reW) of the rnA bas the authority to promulgate regulations to enforce the

FDCA. winch are codified tn the Code of Fed=! Regulauons.21 C.F.R. § 200, el seq 21 U.S.C. §

311(a).

Because thc:Ie cJajmS. Ille those tn GraM,. In rt Z pruD. and CauntY of "ta

ora. will ooccssan1y tn' he SU tial l:<kBI quest! ns, 11\1 Court bas federal question

JurUdJcuoo 0' plamuff's eWIns.
II ed Violation of Ihe YO aod il 1m lementin R

0lJDt.r~·a1

.-of........... EJJ UIJ1 on4 c.mpony
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20. plaintiff has made a violation of federal law a critical element of its claims against

LiUy. Accordingly, plaintiff's claints regarding the safety, labeling, promotion and marketing of

Zyprexa ",iU necessarily raise substantial federal questions by requiring the Court to interpret the

meanin& of the FDCA and its implementing regulation>.

8. Peden! Preemntion of Drug Lab ling and Wamio2,

21. On January 24, 2006, the FDA announced a new rule, which includes a detailed and

emphatic swem<'1
t
of the FDA's intention that its approval of product labeling, whether in the "old"

fonna1 or the format ~uired by the new rule, completely preempt moS! state law claims related to

the adequacy of prescription drug wanungs because such claims frustrate "the fuU objeclives of the

Federal law." S.. Requi=tlts on Contenl and Formal of Labeling for Human Pre ., D
scnpuon rug

and Biologic Products, 1\ Fed.. Reg. 3922, 3935, 3934 (Jan. 24, 2006) ("FDA believes that under

e:xistm& preemption principles, FDA approval of labeling under the acl ... preempts conflicling or

COIIIIll1Y Swc law."). ACCO-,:··Iy there IS' a sub 'a1 '-~-ra1 .......... , stanu ...... questlon with re>pectto whether, in

coodUCl • nslJbe"dit anal .s and make an appto,-al deci ion. The COER also
ad''Cltis;ing for prescription drugs, in pan by approving package Insert> thai properly outline benefil

and risk information. Once drugs are marleted, the COER continues 10 monitor them for uno pected

bealth ri thai may ~uire public notification, a change in labeling, or removal of the prodUCI from

the marleL In short, the COER evaluates and monilors the effectiveness and safely of prescription

drugs. Su geMrally hnp:J/WWW.fda.gov/eder/abouVfaq!defaultihun.
Ig. Promotional communications 10 physicians aboul Zyprexa are contained within, and

restricled by, warning, labeling, and promotional malerials, such as the Package Insert, thai are

approved and monitored by the FDA to ensure the provisioo of aceUlllle infonnation aboulthe drug's

comparative risks and benefits. Under federal regulations, even claims in promolio
nal

labeling or

advertising must be consistenl with approved labeling. 21 C.F.R. § 202.I(eX4X2005).

19. The FDA'S responsibility to regulale prescription drugs sold in the Uniled States,

and to enforce laws with respect to such drugs, inclusive of the precise content and fonnat of

prescriptioo drug labeling (e.g., the instructions, warnings, precautions, adverse reaction infonnation

prD,oided by manufacturer>, and marketing materials), is plenary and exclusive. See 21 U.S.. § 301

dseq



light of the FDA'S posinon on conflict preemption, plaintiffs can claim that, by

adequate warnings for Zyprexa, U1ly violated stale law.

n. The Complaint also e<eates federal question jurisdiction under the doctrine of

complete preemption. Courts find complete p"",mption where there is a "congressional intent in the

enactment of a federal statute not just to provide a federal defense to a state created cause of action

but 10 grant a defendant the ability 10 remove the adjudication of the cause of action tn a federal court

by uansforming the Slate cause of action into a federal cause of action." 14B Charles Alan Wright, ct

aI., Federal Practice and Pro«dure § 37n.1 (3d ed. 1998 & upp.2oo5).

23. Here, complete p"",mption exists because, as explained above, Congress has so

thoroughly and intentionally regulaled the Dllllketing and promotion of prescription medications thaI

any chaJ1enge 10 such Dllllketing and promotion necessarily staleS a federal cause of aclion.

24. Lilly acknowledges that there is no private right of action under the FDCA, and that

under existing law a private right of action may be a requirement for the complete preemption

doctrine. In Grable, bowever, the United taleS Supreme Coun rejected any bright-Ii De rule that a

pnvate right of action is a siM qua non 10 substantial federal question jurisdiction, reasoning that

Congressional intent 10 create a federal forum for an issue could be inferred even in the absence of a

private right of action under federal law. Grable, 125 S. Ct. a12370-71. Based on that rationale,

courts should not regan! Congress' creation of a private right of action as the only means of

ascertaining Congressional intent vis-a·vis complete preemption.

C. AIlOl!ed Violations of Federal Medicaid Law

25. Plaintiff's claims raise substantial questions of federal law under lbe federal

Medicaid SlalUte because they depend upon the interpretation and application of fedcral stalulOry

provisions that govern wbat can be included in or rejected from State Medicaid formularies,

including Alaska's, and because federal funds constitute the majority of Alaska's Medicaid program

funds, which funds are at issue in this IawsuiL

26. The federal Medicaid program authorizes federal grants 10 states 10 provide medicaJ

assistance 10 low income individuals. 42 U.S.C. § 1396, el seq. "AlthOUgh panicipation in the

prognmt is voluntary, participating States must comply with certain requirements imposed by the Act

and regu1ati0llS promulgated by the Secretary of HcaJth and Human Services." WI/der v. Virginia

Paee 8 or 11
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Hosp ,w.... 496 ., 49 • 502 (1990). In Alaska. the Medicaid

[)cpeIU"ent of Health and Social Sc1'iccs.
21. Federalla..~ stateS. subject to ccrWn narro'" exccpuons, 10 ",imbunc FDA-

approved preoenption dJUgs of any manufacturCf that has cntcICd intO and complies with a ",bate

agreement WIth the ",wY of Health and Human SerVices, 42 U..C. § I396r-8(d){4){B). Thus,

Alaska lS requirt:d under federal la'" 10 ",imburse companies for drugs, such as Zyp",xa, if the

manufacWrcr complies with federal requirements.
2. The only time a state can exclude Iiom its formulary a covered outpatient drug

subject 10 a r<:bate agr<:Cmcot is "with r<:SPCCtlO the treatment of a specific discasC or condition for an

identified population ... if, based on the drug's labeling ... Ihc excluded drug docs not have a

significant clinically meaningful Iherapeutic advantage in terms of safety, effectiveness, or clinical

outcome of such treatment for such population over olhcr drugs included in Ihe formulary and Ihcre

is a wriuen explanation (available 10 the public) of Ihe basis for the cxclusion." 42 U.S. . § 1396r-

(d){4){O). Moreover, even a decision to require prior aulhorization must satisfy federally mandated

require
mcots

. 42 U..C. §§ 1396r-8(d){4){E), (d)(5). Thus, every stcp a state takes with regard to

coverage of an FDA-approved drug is subject to strict federal mandates.
29. Accordingly, bccaUSC the Alaska Medicaid program operates wilhin this overarching

federal ",gu!JUOry (rame""'rI<. plaintiffs claims that Zyprexa should not have been part of that

program necessarily implicate and turo on qucsUons of federal Medicaid law.

THE FEDERAL INTERE IN PROVIDING A FORUM

30. The federal govcrnmcot has a strong interest in having a federal court determine

wbether any conduct of Lilly, including the alleged marketing of Zyprexa for unapproved uses,

violated any fedcral laws or "'gulatiOllS ",Iated 10 the labeling and marketing of Zyprexa, and

....1>etbcr Lilly's alleged clisserJtination of information about off-label uses was proteCted by Ihe First

AD1Cfl'lmenL
31. The federal government also has a strong inte",SI in having a federal court determine

wbether the FDA-approved Zyprexa label was false and misleading, as alleged by Ihe plaintiffs, and

wbc:lher a state may impose liability on Lilly for oot updating the label 10 provide more information

OIl byperglycemia and diabeteS, as the plaintiffs contend Lilly should have done. Not only did Ihe

~o(~",,·1.1

S!I#U _/A/6sIU ~ Ell UJJt «lUI Q>mpGJ<1
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FDA approve Ibe label for Zyprexa before it was flrst markeled in 1996, and on later occasions when

changes were made to Ibe label, but also the FDA was clnsely involved with the precise labeling

issue raised by the plaintiffs in this case. Before ""Iuesting a change 10 the labeling of Zyprexn and

all olber atypical antipsycboties on eptember II, 2003, the FDA had spent several years studying

the data relating to all atypical antipsychotic medicines and diabetes. The FDA's decision not to

request a label change relating to diabetes before September 11,2003, was based nn sound policy

decisions. The FDA believed that any significant label change ""Iuired scientific suppolt, and lhnt a

label change could influence physicians to prescribe less often and possibly divelt patients to olber

drugs, which could cause Ibe same problems.

32. Finally, Ibe federal government has a strong interest in having a federal coult

construe and interprel federal Medicaid law, including questions related to reimbursement for

Zyprexa under Alaska's Medicaid formulary.

33. PlaintiJI's claims may be vindicated or defeated only by construction of federal

sUltUtes and regulations. The availability of a federal forum to protect the impoltanl federal interests

at issue is lherefore consislCDt wilb Grable, and determination by a federal COUlt of Ibe subs1alltial

and disputed federal issues !hat lie at Ibe heart of this case would not "disturb any congressionally

approved balance of federal and state judicial responsibilities." Grable, 125 S. Ct. at 2368.

PROPRIETY OF REMOVAL

34. For Ibe foregoing reasons, this CoUlt has jurisdiction over this maller.

35. This otice is being flied within 30 days after Lilly's flrst receipt of a copy of Ibe

initial pleading setting folth the claim for relief upon which Ibe action is based, as ""Iuired by 28

U.S.C. § 14%(b).

36. Apart from Ibe Summons and Ibe Complaint (attached hereto as Ex. A, Summons

and Complaint), Lilly has received no other process, pleadings, motions or orders.

37. The United States District Coun for Ibe District of Alaska is Ibe federal judicial

district embracing the Third Judicial District at Anchorage, Alaska, where Ibis suit was originally

filed. Removal to this District is Iberefore proper under 28 U.S.C. § 1441 (a).

•_ or IWaoffi
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DATED this 19th day of April, 2006.
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By sf Brewster H. Jamieson
30 I West Northern Lights Boulcvard, Suite 30 I
Anchora8e, Alaska 99503-2648
Tel: 907-277-9511
Fax:907-276-2631
Email: jarnicsonb@llanepoweU.com
ASBA No. 8411121

LA E POWELL LLC
Attorneys for Defendant

3. Accordingly, the present lawsuit may be remo

late of Alaska at Anchorage, and brought before the United tates District Court for the District of

Alaska pursuant to 28 U..C. § 1331, l332(a) and 1441(0).

39. Pursuant to 28 U..C. § 1446(d), a copy of this

"ith the Clcrlc of Court for the Slate of Alaska, Third Judicial District at Anchoragc.

hereto.

otict or ftc."..1
!Wm DrAltzsu o. E1l Ulq IUIdCD_y
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o This case has been assigned to Districl Court Judge-------------

SUMMONS

CASE '0. WI- ()lr5v30 t-L

)
)
)

Plaintiff(S), )
)
)
)
)
)

oefendanl(s). )
......J

To oefendant: £.11 Lilly and (;ooIpany
You arehc%dlY summonedand required 10 lile with Ihecoun a wnllen answerto the complaint which
_parties this wnmon .YouranswermuSlbeliled with the coun 81 825W.4lh Ave., Anchorage,
Alaska 99501 within 20 days' afler the day you ~eive this summons. In addition, a copy of your
answer mUSI be sent to the plaintiffs Iltorney~ Eric T. Sanders •
whoSeod<\reSJu: =.
If~ fail to file your aDS"'''' wimin the required lime, a default judgment may be entered againsl

you for the relief demanded in me complainL

~ This case has been assigned 10 Superior Court JUdg3, od I) e,t=:

vs.

STAn: OF AUSU,

Q.ERK OF COURT

3-/-0(;;
!yClerlt

• Tbe Stilt or a Stale offJCer or agency named as a defendanl has 40 days 10 file ill answer

C1V-IDO Al'C!I (IamfllLJl .• 028 \ .Civil _ 4, 5, 12,
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