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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. J Case No. 3AN-06-5630 CI

ORDER
Lilly’s motion in response to Court’s on-record comments is denied.
The trial will proceed as scheduled as previously ordered. Should a second
phase of the trial be necessary issues regarding additional discovery can

be addressed at that time.

DATED at Anchorage, Alaska, this 22™ day of February 2008.

’7774& %u(«#/

MARK RINDNER
Superior Court Judge

I certify that on February 22, 2008 a
copy was mailed to:

E. Sanders B. Jamieson
Crrpe

Administrative Assistant
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IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRICT AT ANCHORAGE

‘.‘ STATE OF ALASKA,

E

Case No. 3AN-06-05630 CI

Plaintiff,

ELI LILLY AND COMPANY,

Defendant. | ORDER

Defendant Eli Lilly and Company’s request for oral argument is GRANTED. Oral
argument on Eli Lilly and Company’s Supplemental Brief Seeking Dismissal of the State’s
Claims Pursuant to the UTPCPA Exemption and Federal Preemption is set for

?UA 37 ,2008, at lll«() a.m./p=a. Each party is granted 30 minutes.

ORDERED this & day of 141.7‘ , 2008,
%‘%K QML

The Honorable Mark Rindner
Judge of the Superior Court

Telephone

fy that on February 5, 2008, a copy of
the foregoing was served by hand on:

EricT. Sanders, lwq
Ecldm S

Nhof L Biggery
009867.0038/168453 1

L cortty thaton 22208

of tha above was malled to nd\ of the the fol i ot
thalr addresses of record: ks

garzc/ers Jamieson

V2%
Adminhstrative Assistant
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IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRICT AT ANCHORAGE

| STATE OF ALASKA, ‘

Plaintiff, “

" | Case No. 3AN-06-05630 CI
| ELILILLY AND COMPANY, ‘
Defendant. | ORDER

THIS COURT, having considered plaintiff State of Alaska’s Motion in Limine

H to Exclude Testimony or Argument Regarding Other Dr

ugs Manufactured by Defendant Eli
Lilly and Company, Lilly’s Qualified Opposition and Cross-Motion, any responses thereto,
as well as applicable law, it is hereby ORDERED that Plaintiff’s motion is DENIED insofar
as it only prohibits Lilly from introducing at trial any evidence referring or relating to
medications manufactured by Eli Lilly and Company, other than Zyprexa. Instead, it is
hereby ORDERED that Lilly’s Cross-Motion is GRANTED, both Lilly and the State of

Alaska are prohibited from introducing at trial any evidence referring or relating to

Telephone

medications manufactured by Eli Lilly and Company, other than Zyprexa.

ORDERED this ol day of February, 2008.

The Honorable Mark Rindner
Judge of the Superior Court

8007 ¢ | €34

1 certify that on February 14, 2008, a copy
of the foregoing was served by hand on:

c T. Sanders, Esq
a )yl:mssk) & Sanders
Jartty ot en 222208 sy
of the sbove was mailed to esch of the following of
thelr sddresses of records .
Sanders Jamieson

Administrative Assistant

002478




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

STATE OF ALASKA,

Plaintiff,

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

8007 ¢ | €34

THIS COURT, having considered plaintiff State of Alaska’s Motion in Limine to

H Exclude Testimony or Evidence Regarding the Lack of Restrictions on the Availability of

| Zyprexa or Lack of an Injunction Against Certain Conduct by Defendant, defendant Lilly’s

7.276.2631

Opposition, any response thereto, as well as applicable law:
IT IS HEREBY ORDERED that Plaintiff’s motion is DENIED.
ORDERED this (I3~ day of February, 2008.
W/M -mei«_ﬂ
The Honorable Mark Rindner
Judge of the Superior Court

301 West

I certify that on February 14, 2008, a copy
of the foregoing was served by hand on:

| Eric T. Sanders, Esq
Feldman Orlansky & Sanders
Suite 400
e, Maska 99501-5911

| cartity that on _-Z__Z.Z'_D,?__ & copy
of the above was mailed to cach of the following &t
helr addrasses of records

Sanders

Jamieson

e

Administrative Assistant
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IN THE SUPERIOR COURT FOR THE STATE OF ALASKA
THIRD JUDICIAL DISTRICT AT ANCHORAGE
i STATE OF ALASKA,
| Plaintiff,
(3 Case No. 3AN-06-05630 CI
ELI LILLY AND COMPANY,
Defendant. J ORDER

THIS COURT, having considered plaintiff State of Alaska’s:

(1) Motion in Limine to Exclude Evidence Relating to Zyprexa’s Efficacy or
Benefits of Zyprexa for Indicated Uses, and

(2) Motion in Limine to Exclude Evidence Relating to Zyprexa’s Efficacy or
Benefits of Zyprexa for Non-Indicated or “Off-Label” Uses, and
defendant Lilly’s Oppositions, any responses thereto, as well as applicable law:

IT IS HEREBY ORDERED that Plaintiff’s motions are DENIED.

ORDERED this ()2 Lday of February, 2008,

7
The Honorable Mark Rindner
Judge of the Superior Court

I certify that on February 14, 2008, a copy
of the foregoing was served by hand on:
Eric T. Sanders, Esq

Feldman Orlansky & Sanders

sy poon . 2L LLOB oy

of the above was mailed to each of the following at
thelr addresses of record:

Sanders

Jamiespn Qmm/

Administrative Assistant

002480




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

| STATE OF ALASKA, \

/
Plaintiff, |

Il v.

I
ELI LILLY AND COMPANY,

|

|
Case No. 3AN-06-05630 CI

|

Defendant. ORDER

IHIS COURT, having considered defendant’s Eli Lilly and Company’s Motion in
Limine to Exclude Evidence Relating to the State of Alaska’s Alleged Damages or Economic
Injury, all responses thereto, as well as applicable law:

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

is prohibited from introducing at trial any evidence referring or relating to its alleged

ol

The Honorable Mark Rindner
Judge of the Superior Court

damages or economic injury.

ORDERED this &7\ day of February, 2008,

I certify that on February 4, 2008, a copy
of the foregoing was served by hand on

Eric T. Sanders, Esq
Feldman Orlansky & Sanders
500 L

‘mmm__%;}.%;??.@._.w
of the above was mailed 1o each f the fellowing o*
thelr eddresses of records

Sanders  Jamieson

G

Adminlstrative Assistant

00248




301 West

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA
THIRD JUDICIAL DISTRICT AT ANCHORAGE
| STATE OF ALASKA.,
Plaintiff,

| Case No. 3AN-06-05630 CI

V.
| ELILILLY AND COMPANY,

Defendant. ‘ ORDER

THIS COURT, having considered defendant’s Elj Lilly and Company’s Motion in
" Limine to Exclude Evidence Relating to Other Litigation Involving the Defendant, all
| responses thereto, as well as applicable law:

IT IS HEREBY ORDERED that Lilly’s motion is GRANTED. The State of Alaska
is prohibited from introducing at trial any evidence referring or relating to other litigation,
government investigations or settlements involving Elj Lilly and Company.

ORDERED this ¥ day of February, 2008,

g

The Honorable Mark Rindner
Judge of the Superior Court

H I certify that on February 4, 2008 acopy
|| of the foregoing was served by hand o

[l Eric T. Sanders Esq
r Feldman Orlan
500

i

1 certify that on .2 A2 08

e 8 COPY
of the above was mailed to each of the following at
thelr addresses of records

Sanders  Tnnmeson

Administrative A:J"{Mm

0o2u82




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

STATE OF ALASKA,

Ve

ELI LILLY AND COMPANY,

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRICT AT ANCHORAGE

Plaintiff,

Case No. 3AN-06-05630 CI

Defendant.

)
)
)
)
)
)
)
)
)
)

ORDER

THE COURT, having considered defendant Eli Lilly and Company’s Motion to

Exclude References to Foreign Regulatory Action, plaintiff’s response thereto, and all

applicable law:

IT IS HEREBY ORDERED that defendant’s motion is DENIED.
ORDERED thisaZQ day of Felsrv— , 2008.
BY THE COURT

Moac 08

Mark Rindner
Superior Court Judge

sty it i s L A2 OB
of the sbove was malled to each of the following af
thele sddresses of records

Sandeérs

Jamieson

Coped—

Administrative Assistant

002483




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

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA
THIRD JUDICIAL DISTRICT AT ANCHORAGE
STATE OF ALASKA,
Plaintiff,
V. Case No. 3AN-06-05630 CI
ELI LILLY AND COMPANY,

Defendant.

ORDER
THE COURT, having considered defendant Eli Lilly and Company’s Motion to
Exclude Testimony and Call Notes of Non-Alaska Based Sales Representatives,

plaintiff’s response thereto, and all applicable law:

L o

IT IS HEREBY ORDERED that defendant’s motion is DENIED.,

ORDERED thisy day of 126« 2008.

BY THE COURT

of Ve we
thelr addresses of record:

Sandeéevs j‘c«m\'g;;l) 1
: all S
2

= Mark Rindner '

Administrative Assistent

Superior Court Judge
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IN THE SUPERIOR COURT FOR THE STATE OF ALASKA
THIRD JUDICIAL DISTRICT AT ANCHORAGE
STATE OF ALASKA,
Plaintiff,
i | Case No. 3AN-06-05630 CI
| ELI LILLY AND COMPANY,
Defendant. | ORDER

THIS COURT., having considered defendant’s Eli Lilly and Company’s Motion in
| Limine to Exclude Evidence Relating to Defendant’s Profits, Net Worth and the Price of
: Zyprexa, all responses thereto, as well as applicable law:

IT IS HEREBY ORDERED that Lilly’s motion is GRANTED. The State of Alaska
is prohibited from introducing at trial any evidence referring or relating to Lilly’s profits, net
worth, or the price of Zyprexa.

ORDERED this ;&L day of February, 2008.

flic flud~

The Honorable Mark Rindner
Judge of the Superior Court

3 2008, a copy
served by hand on

s
& Sanders
e 400

Srey

2-22-08
| cartify that on s cOpy
of the above was malled to each of the following at
thelr addresses of records :
Sandevs  Jamieson

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

[N THE SUPERIOR COURT FOR THE STATE OF ALASKA
THIRD JUDICIAL DISTRICT AT ANCHORAGE
STATE OF ALASKA,
Plaintiff,
Case No. 3AN-06-05630 CI
ELI LILLY AND COMPANY,

Defendant.

)
)
)
)
v. )
)
)
)
)
)

ORDER
THE COURT, having considered defendant Eli Lilly and Company’s Motion to
Exclude References to Recent Regulatory Communications and Developments, plaintiff’s
response thereto, and all applicable law:
IT IS HEREBY ORDERED that defendant’s motion is DENIED.
ORDERED this 3 day of fggw&j,zoo&
BY THE COURT

Nk %g/

Mark Rindner '
Superior Court Judge

| certify that on 2-Z é_—O@ 8 %0pY
of the above was mailed to each of the following at
thelr addresses of recorc:
Sanders
Jamieson)
Administrative Assistant

002486




301 West Nort

V.

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

| STATE OF ALASKA,

Plaintiff,

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

Defendant. ORDER

THIS COURT, having considered defendant Eli Lilly and Company’s Motion to
Accept Overlength Trial Brief, and any response thereto:

IT IS HEREBY ORDERED that defendant’s Motion to Accept Overlength Trial

Brief is GRANTED.
ORDERED this Q:(a day of February, 2008.

The Honorable Mark Rindner
Judge of the Superior Court

I certify that on February 19, 2008, a copy
of the foregoing was served by hand on

Eric T. Sande:
Feldman Orl

| cartlfy that on ._.Z,_Z‘Z_"?S_. & copy
of the above was mailed 1o each of the following at
thelr addrasses of record:

Sunders
TJami'esovr

G’

Administrative Assistant

002487




IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRICT AT ANCHORAGE

STATE OF ALASKA,
Plaintiff,
Case No. 3AN-06-05630 CI

V.
ELI LILLY AND COMPANY,

Defendant.

ORDER
THE COURT, having considered Defendant Eli Lilly and Company’s Motion to

Exclude Certain Testimony of the State’s Experts, plaintiff’s response thereto, and all

-
@
—
-
~
(=]
=]
=]

applicable law:

IT IS HEREBY ORDERED that defendant’s motion is DENIED.

ORDERED this(- day of ﬁbﬂ/q 2008.

BY THE COURT

Mg

Mark Rindner
Superior Court Judge

FELDMAN ORLANSKY
& SANDERS
500 L STREET
FOURTH FLOOR
. 3oty st on
TEL: 907.272.3538 of the above was malled to each of the following at
thelr sddresses of rocords

FAX: 907.274.0819
Sanders

Tamieson | ;
Adm!n!mMNuAﬂmmUUZh88




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
)
)
)
)
)

ORDER
THE COURT, having considered defendant Eli Lilly and Company’s Motion to
Exclude Evidence Relating to New York Times Articles, plaintiff’s response thereto, and

all applicable law:

800Z ¢ | g34

IT IS HEREBY ORDERED that defendant’s motion is DENIED to the extent
defendant seeks to exclude evidence other than the New York Times articles themselves.
The defendant’s motion is specifically DENIED with respect to the February 20, 2007
submission by defendant to the U.S. Food and Drug Administration (“FDA”) and the
March 28, 2007 letter from the FDA to defendant.

ORDERED this 2% day of f’z‘awi//l, 2008.

RSN E £ BY THE COURT

& SANDERS
500 L STREET 7

Sen | e L2208 o S
» of the sbove wes malled 1o sach of the following ot

99501 <
TeL: 907.272.3538 ""‘é“‘“‘“‘ of rocords Mark Rindner
EAXA 274 0610 =anders Superior Court Judge
Jamieson =

i

Administrative Asiistom




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

D | STATE OF ALASKA,

Plaintiff,
| Case No. 3AN-06-05630 CI
|
Defendant. | ORDER

| ELI LILLY AND COMPANY,

THIS COURT, having considered defendant’s Motion for Leave to File
‘\ Supplemental Brief, all responses thereto, as well as applicable law:
‘ IT IS HEREBY ORDERED that defendant’s motion is GRANTED. Defendant
[ shall file its Supplemental Brief no later than —__am/pm, January __, 2008; plaintiff
serve and serve its opposition no later than —_ am/pm., January ___, 2008; and
defendant shall file its reply, if any, no later than —_am/p.m., January 14512008

ORDERED this day of January, 2008,

The Honorable Mark Rindner

Judge of the Superior Court

Telephone 90

| certify that on January 28, 2008, a copy
of the rved by hand on
Eric T. Sanders, Esq

nan Orlansky & Sanders
ite 400

(A5~ 0§




IN THE SUPERIOR COURT FOR THE STATE OF ALASKA
THIRD JUDICIAL DISTRICT AT ANCHORAGE
STATE OF ALASKA,
Plaintiff,
V.

! ELI LILLY AND COMPANY,

9002 0 g3

Defendant.

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

ORDER

THIS COURT, having considered defendant’s Eli Lilly and Company’s Motion in
H Limine to Exclude Testimony and Call Notes of Non-Alaska Based Sales Representatives, all
fi responses thereto, as well as applicable law:

IT IS HEREBY ORDERED that defendant’s motion is GRANTED.

IT IS FURTHER ORDERED that:

1.  The State of Alaska may not introduce testimony of Lilly sales representatives

who work outside of Alaska as evidence at trial;

2. The State of Alaska may not introduce the call notes generated by Lilly sales

Anc

Telephone 907

representatives who work outside of Alaska as evidence at trial; and

3. The State of Alaska may not introduce any other evidence of the conduct of

Lilly sales representatives who work outside of Alaska as evidence at trial.

ORDERED this day of February, 2008.

The Honorable Mark Rindner
1 certify that on February 4, 2008, a copy Tudgsiofinp SuPenor Cotts

of the foregoing was served by hand on

/{/A—(, (/;_,‘\ ;(21/05

Eric T. Sanders, Esq
Feldman Orlansky & Sanders
Street, Suite 49

A7
009867.00387163314 1

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

| STATE OF ALASKA, |
\
v. \

Case No. 3AN-06-05630 CI

Plaintiff,

ELI LILLY AND COMPANY,
Defendant. ORDER

M0z ¥ 0 A3

THIS COURT, having considered defendant’s Eli Lilly and Company’s Motion in
‘ .
| Limine to Exclude References to Foreign Regulatory Action, all responses thereto, as well as
|| applicable law:

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

|
is prohibited from introducing at trial any evidence referring or relating to foreign regulatory

|| action relating to Zyprexa.

ORDERED this _____ day of February, 2008.

The Honorable Mark Rindner
Judge of the Superior Court

Telephone

1 centify that on February 4, 2008, a copy
of the foregoing was served by hand on

Eric . Sanders, Esg

N!{”' 0}-3\ 3]12@_
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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. )
)

.‘Ll.:l_z(f’

ORDER

THE COURT, having considered defendant Eli Lilly and Company’s Motion to

U

Exclude Evidence Relating to Other Litigation Involving the Defendant, plaintiff’s

E—a

response thereto, and all applicable law:

IT IS HEREBY ORDERED that defendant’s motion is DENIED to the extent

8007 ¥ | €34

defendant seeks to exclude evidence of any plea or agreement to plea in criminal

investigations or prosecutions involving conduct similar to that alleged by the plaintiff in

this case.

ORDERED this ___ day of , 2008.

BY THE COURT

FELDMAN ORLANSKY
& SANDERS

500 L STREET 7

FOURTH FLOOR Mark Rindner

ANCHORAGE, AK Superior Co
e D urt Judge

TEL: 907.272.3538
FAX: 907.274.0819

002494




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

Plaintiff.

-

| Case No. 3AN-06-05630 CI

8002 0 M3

ELI LILLY AND COMPANY,

‘ Defendant. ‘ ORDER

THIS COURT, having considered defendant’s Eli Lilly and Company’s Motion in
0

h Limine to Exclude References to Recent Regulatory Communications and Developments, all
| responses thereto, as well as applicable law:

| [T IS HEREBY ORDERED that Lilly’s motion is GRANTED. The State of Alaska

“ is precluded from introducing evidence at trial related in any way to (i) communications to or

1 from the United States Food and Drug Administration (“FDA”) after 2004; or (ii) other
\ e : -
| regulatory communications or developments concerning Zyprexa labeling occurring after
\ 2004.

ORDERED this day of February, 2008.

The Honorable Mark Rindner
Judge of the Superior Court

1 centify that on February 4, 2008, a copy
of the f was served by hand on

Nd—- u}& j-l.l).( op

002495




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

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRICT AT ANCHORAGE
STATE OF ALASKA,
Plaintiff,
VS.
ELI LILLY AND COMPANY,

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

ORDER REGARDING PLAINTIFF’S MOTION IN LIMINE
TO EXCLUDE TESTIMONY OR ARGMENT REGARDING EFFICACY OR
BENEFITS OF ZYPREXA FOR INDICATED USES

IT IS HEREBY ORDERED that Plaintiffs Motion in Limine to Exclude
Testimony or Argument Regarding Efficacy or Benefits or Zyprexa for Indicated Uses is
GRANTED. Defendant is precluded from making any argument or reference to the
efficacy or benefits of Zyprexa for the treatment of Schizophrenia or Bipolar I Disorder.

DATED this day of ,2007.

BY THE COURT

Mark Rindner
Superior Court Judge

002496
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FELDMAN ORLANSKY
& SANDERS
500 L STREET
FOURTH FLOOR
ANCHORAGE, AK
99501
TEL: 907.272.3538
FAX: 907.274.0819

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

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

ORDER REGARDING PLAINTIFF’S MOTION IN LIMINE TO
EXCLUDE TESTIMONY OR ARGUMENT REGARDING THE LACK OF
RESTRICTIONS ON THE AVAILABILITY OF ZYPREXA OR LACK OF AN
INJUNCTION AGAINST CERTAIN CONDUCT BY DEFENDANT

IT IS HEREBY ORDERED that Plaintiff's Motion in Limine to Exclude

Testimony or Argument Regarding the Lack of Restrictions on the Availability of
Zyprexa or Lack of an Injunction Against Certain Conduct by Defendant is GRANTED.
Defendant is precluded from making any argument or reference to the availability of
Zyprexa without restrictions in Alaska or the State’s decision not to seek an injunction
against any of defendant’s conduct that is the subject of this action.

DATED this day of , 2008.

BY THE COURT

Mark Rindner
Superior Court Judge

002497
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FELDMAN ORLANSKY

& SANDERS

500 L STREET
FOURTH FLOOR

ANCHORAGE, AK

99501

TEL: 907.272.3538

FAX: 907.274.0819

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRICT AT ANCHORAGE

STATE OF ALASKA,
Plaintiff,

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

ELI LILLY AND COMPANY,

Defendant.

ORDER

THE COURT, having considered defendant Eli Lilly and Company’s Motion to
Exclude Evidence Related to Plaintiff’s Damages or Economic Injury, plaintiff’s
response thereto, and all applicable law:
IT IS HEREBY ORDERED that defendant’s motion is DENIED to the extent
defendant seeks to exclude evidence related to the nature of damages that the State
alleges it suffered or the nature of the injuries that Zyprexa can cause.

ORDERED this___day of ,2008.
BY THE COURT

Mark Rindner
Superior Court Judge

002498
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FELDMAN ORLANSKY
& SANDERS
500 L STREET
FOURTH FLOOR
ANCHORAGE, AK
99501
TEL: 907.272.3538
FAX: 907.274.0819

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRICT AT ANCHORAGE
STATE OF ALASKA,

Plaintiff,

VS.

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

ORDER REGARDING PLAINTIFF’S
MOTION IN LIMINE TO EXCLUDE TESTIMONY OR
ARGUMENT REGARDING OTHER DRUGS MANUFACTURED BY
DEFENDANT ELI LILLY AND COMPANY

IT IS HEREBY ORDERED that plaintiff’'s Motion in Limine to Exclude

Testimony or Argument Regarding Other Drugs manufactured by Lilly is GRANTED.

Defendant may not offer any argument or evidence referring to other prescription drugs
manufactured by Lilly.

DATED this day of ,2007.

BY THE COURT

Mark Rindner
Superior Court Judge

002499




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

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

STATE OF ALASKA,

Case No. 3AN-06-05630 CI

e

)
)
Plaintiff, )
)
)
)

ELI LILLY AND COMPANY, )
)
Defendant. )
)

ORDER
THE COURT, having considered defendant Eli Lilly and Company’s Motion to
Exclude Evidence Relating to Defendant’s Profits, Net Worth and the Price of Zyprexa,
plaintiff’s response thereto, and all applicable law:
IT IS HEREBY ORDERED that defendant’s motion is DENIED.
ORDERED this ___ day of ,2008.

BY THE COURT

Mark Rindner
Superior Court Judge

002500




i, Suite 301

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

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

Summary Judgment, and any opposition thereto, and being fully advised in the premise,

The Court having considered Defendant Eli Lilly and Company’s Motion for

IT IS HEREBY ORDERED that the Motion for Summary Judgment is GRANTED.
ORDERED this day of ,2007/2008.

The Honorable Mark Rindner
Judge of the Superior Court

n December 10, 2007, a copy of the
served by Mail; on:

Esq
sky & Sanders
)

2.9038/162470.1
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FELDMAN ORLANSKY
& SANDERS
500 L STREET
FOURTH FLOOR
ANCHORAGE, AK
99501
TEL: 907.272.3538
FAX: 907.274.0819

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

Plaintiff,

)

)

)

)

VS. )
)

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

Defendant. )

)

ORDER REGARDING PLAINTIFE’S MOTION IN LIMINE TO
EXCLUDE TESTIMONY OR ARGUMENT REGARDING EFFICACY OR
BENEFITS OF ZYPREXA FOR NON-INDICATED OR “OFF-LABEL?” USES

IT IS HEREBY ORDERED that Plaintiff's Motion in Limine to Exclude

N

“Off-Label” Uses is GRANTED. Defendant is prohibited from arguing or referring to

T'estimony or ArgumcIuLchur ing Efficacy or Benefits of Zyprexa for Non-Indicated or
the efficacy or benefits of Zyprexa for the treatment of any non-indicated uses.
DATED this 3% day of_Fedo”— , 2007.

BY THE COURT

Mark Rindner
Superior Court Judge

002502




301 West

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

STATE OF ALASKA,

Plaintiff,

= Case No. 3AN-06-05630 CI
ELI LILLY AND COMPANY, ‘
Defendant. ORDER

THIS COURT, having considered defendant’s Eli Lilly and Company’s Motion in

| Limine to Exclude References to Recent Regulatory Communications and Developments, all

|| responses thereto, as well as applicable law:

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

is precluded from introducing evidence at trial related in any way to (i) communications to or

I'l't;% the United States Food and Drug Administration (“FDA™) after 2004; or (ii) other

regilatory communications or developments concerning Zyprexa labeling occurring after
2004,

8

s ORDERED this_____ day of February, 2008.

The Honorable Mark Rindner
Judge of the Superior Court

on February 12, 2008, a copy
w n:
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IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

5

THIRD JUDICIAL DISTRICT AT /\NCHORAQ[%

o
| STATE OF ALASKA, 1
Plaintiff,
V. Case No. 3AN-06-05630 CI

[
Defendant.

DEFENDANT ELI LILLY AND COMPANY’S FINAL WITNESS LIST

| ELI LILLY AND COMPANY,

COMES NOW, Defendant Eli Lilly and Company (“Lilly”) and hereby identifies
:l‘ the following witnesses that it may call live or by deposition at Phase I of the trial. In
addition to the witnesses below, Lilly previously served and filed designations and
counterdesignations for witnesses whose testimony may be presented by deposition. Those
designations and counterdesignations are incorporated by reference as if specifically listed
below. Lilly reserves the right to amend this witness list and the right to call additional
witnesses at trial. If other witnesses to be called at the trial become known, their names,
addresses, and phone numbers will be reported to opposing counsel in writing as soon as they

are known; this does not apply to rebuttal or impeachment witnesses.
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»

Robert Baker, M.D.

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

David Campana, Medicaid Pharmacy Program Manager
c/o State of Alaska’s Dept. of Health and Social Services
Division of Health Care Services

4501 Business Park Blvd., Suite 24

Anchorage, AK 99503

Patrizia Cavazzoni, M.D.
¢/o Eli Lilly and Company
Lilly Corporate Center
Indianapolis, IN 46285
(317) 276-2000

Lucy Curtiss, M.D.
3127 Wesleyan Drive
Anchorage, AK 99508
(907) 563-1000

Joey Eski

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

Timothy Franson, M.D.
c/o Eli Lilly and Company
Lilly Corporate Center
Indianapolis, IN 46285
(317) 276-2000

Defendant Eli Lilly and Com, ’s Fi i i
y : pany’s Final Witness List
State of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 CI)

Page 2 of 4
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R. Duane Hopson, M.D.
Alaska Psychiatric Institute
2800 Providence Drive
Anchorage, AK 99508-4677
(907) 269-7100

Silvio Inzucchi, M.D.

¢/o Pepper Hamilton LLP
3000 Two Logan Square
Philadelphia, PA 19103
(215) 981-4000

David Kahn, M.D.

¢/o Pepper Hamilton LLP
3000 Two Logan Square
Philadelphia, PA 19103
(215) 981-4000

Suite 301

David Noesges

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

Mark Olfson, M.D., M.P.H.
c/o Pepper Hamilton LLP
3000 Two Logan Square
Philadelphia, PA 19103
(215) 981-4000

301 West

=
=
o
5
&
5

Thomas Schwenk, M.D.
¢/o Pepper Hamilton LLP
3000 Two Logan Square
Philadelphia, PA 19103
(215) 981-4000

Defendant Eli Lilly and Company’s Final Witness List

State of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 CI Page3 of 4
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DATED this 22nd day of February, 2008.

1 certify that
foregoing wa

cruary 22, 2008, & copy of the
erved by hand deivery on

Eric T Sanders, Esq
sky & Sanders
4

Defendant Eli Lilly and Company’s Final Witness List

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

Attorneys for Defendant

PEPPER HAMILTON LLP

Nina M. Gussack, admitted pro hac vice
George A. Lehner, admitted pro hac vice
John F. Brenner, admitted pro hac vice
Andrew R. Rogoff, admitted pro hac vice
Eric Rothschild, admitted pro hac vice
3000 Two Logan Square

18" & Arch Streets

Philadelphia, PA 19103

(215) 981-4000

LANE POWELL LLC

By
Brewster H. Jamieson, ASBA Nof 8411122

Andrea E. Girolamo-Welp, ASBA No. 0211044

Page 4 of 4




FELDMAN ORLANSKY
& SANDERS

500 L STREET

FOURTH FLOOR
ANCHORAGE, AK

99501

TEL: 907.272.3538
FAX: 907.274.0819

[N THE SUPERIOR COURT FOR THE STATE OF ALASKA
[HIRD JUDICIAL DISTRICT AT ANCHORAGE
STATE OF ALASKA,
Plaintiff,
VS.
ELI LILLY AND COMPANY,

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

ORDER PROHIBITING
CORRESPONDENCE TO JUDGE
IT IS ORDRED that the parties in this case shall not submit correspondence or
letters to the trial judge.
DATED this _ dayof  ,2008.

BY THE COURT

Mark Rindner
Superior Court Judge

Order Prohibiting Correspondence to Judge

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

Page 1 of 1

002508




FELDMAN ORLANSKY

& SANDERS

500 L STREET

FOURTH FLOOR
ANCHORAGE, AK

|

TEL 2723538
FAX: 907.274.0819

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

Plaintiff,
Case No. 3AN-06-05630 CI
FILEDIN OPEN COURT
Date: L= =
) Clork——=us

V.
ELI LILLY AND COMPANY,

Defendant.

PLAINTIFE’S AMENDED PAGE/LINE DESIGNATIONS

In response to Defendant’s counter designations and objections, Plaintiff hereby
amends deposition designations as follows:

MIKE BANDICK
JUNE 9, 2006

START PAGE/LINE END PAGE/LINE
49:24
54:10
56:10
573
58:10
58:23
82:11
107:10
107:20
113:9
113:20
114:1

Plaintiff’s Amended Page/Line Designations - B: di
State of Alaska v. Eli Lilly and Csl:npany i etk 3Al\l—l(’)té.lé%l}ofC6[
e 1o
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FELDMAN ORLANSKY

& SANDERS
500 L STREET
FOURTH FLOOR
ANCHORAGE, AK
s01
TEL: 272.3538
Fax: 907.274.0819

—jﬂ)’—

— bR

114:11
114:23
115:6

127:16

131:19
149:13

152:14

152:24

153:5

153:8

154:4

154:11

16420

165:8

169:1

169:7

195221

196:14

1973

197:15

~200:24

201:8

201:24

202:11

202:14

202:14

205:12

205:16

208:2

208:8

208:23

209:18

209:24

210:8

214:13

215:5

221:13

221:23

222:8

222:8

236:10

236:13

236:16

237:8

242:12

242:16

245:2

245:21

246:5

247:1

247:19

247:22

248:7

248:16

251:11

251:17

253:6

253:9

253:14

254:1

256:6

256:8

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

Case No. 3AN-06-5630 CI
Page 2 of 6
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FELDMAN ORLANSKY
& SANDERS
500 L STREET
FourTH FLOOR
ANCHORAGE, AK
501
TEL. 272.3538
FAX: W7.274.0819

"’ru"""
b
Olce | D
o= b
Nis(s

[}
(=)}
o

2639
266:18

268:8

268:14

269:1

269:9

269:14

269:22

315:16

322:7

328:4

328:12

330:24

3311

347:18

372:13

372:23

374:9

374:20

376:2

3177:9

378:4

378:22

379:14

380:5

398:11

399:5

399:14

399:22

401:22

402:4

403:7

403:11

403:17

403:20

405:12

405:19

408:4

409:9

411:8

412:2

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

Case No. 3AN-06-5630 CI

00251 ]

Page 3 of 6




FELDMAN ORLANSKY
& SANDERS
500 L STREET
FOURTH FLOOR
ANCHORAGE, AK
501
TeL. 272.3538
Fax: W7.274.0819

s

419:22

e

421:20
422:1
435:4
435:10
435:18
436:17

439:5

440:23

444:4

445:18

445:23

451:4

451:10

451:15

453:14

458:7

462:23

463:12

463:16

464:6

464:16

470:10

471:16

472:10

472:14

472:19

472:23

473:7

473:10

476:5

476:15

478:8

478:19

479:2

479:5

479:12

479:16

479:24

481:1

489:3

489:9

489:12

489:14

491:10

491:19

491:24

492:11

493:3

493:12

496:9

497:3

Plaintiff’s Amended Page/Line Designations - Bandick

State of Alaska v. Eli Lilly and Company

002512

Case No. 3AN-06-5630 CI
Page 4 of 6




519:10
519:17
521:13

1:21

DATED this @@lay of February, 2008.

FELDMAN ORLANSKY & SANDERS
Counsel for Plaintiff

w L

Eric T. Sanders
AK Bar No. 7510085

FELDMAN ORLANSKY
& SANDERS
500 L STREET
FOURTH FLOOR
"‘C"Q":ﬁ"- K Plaintiff’s Amended Page/Line Designations - Bandick Case No. 3AN-06-5630 CI
or 272.3538 State of Alaska v. Eli Lilly and Company Page 5 of 6
FAX: 907.274.0819
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FELDMAN ORLANSKY
& SANDERS
500 L STREET
FOURTH FLOOR
ANCHORAGE, AK
S
TeL., 2723538
FAX: 907.274.0819

GARRETSON & STEELE
Matthew L. Garretson
Joseph W. Steele

David C. Biggs

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

RICHARDSON, PATRICK, WESTBROOK &

BRICKMAN, LLC

H. Blair Hahn

Ch n A. Marcum

David Suggs

P.O. Box 1007

Mt. Pleasant, SC 29465
7-6500

Certificate of Service

I hereby certify that a true and correct copy of
Plaintif’s Amended Page/Line Designations
- Bandick was served by messenger on:

Brewster H. Jamieson

Lane Powell LLC

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

By /24@14_/5 Legese

o //L/Dz/’z%as/

Date

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

HENDERSON & ALLEN, LLP
T. Scott Allen Jr.

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

FIBICH HAMPTON & LEEBRON
Kenneth T. Fibich

1401 McKinney, Suite 1800
Houston, Texas 77010

(713) 751-0025

Counsel for Plaintiff

Case No. 3AN-06-5630 CI
Page 6 of 6
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FELDMAN ORLANSKY
& SANDERS
500 L STREET
FOURTH FLOOR
ANCHORAGE, AK
501
TeLS §9272.3538
FAX: %i7.274.0819

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

STATE OF ALASKA,
Plaintiff,

\ Case No. 3AN-06-05630 CI

ELI LILLY AND COMPANY,

Defendant.

PLAINTIFF’'S AMENDED PAGE/LINE DESIGNATIONS

In response to Defendant’s counter designations and objections, Plaintiff hereby
amends its deposition designations as follows:

CHARLES BEASLEY
JULY 26, 2006

START PAGE/LINE END PAGE/LINE
26:10 26:16
26:21 27:4
31:18 31:22
32:6 33:3
44:7 44:14
45:18 46:11
48:7 49:6
49:24 50:11
56:4 56:15
72:16 72:22
73:5 73:18
74:13 74:16
75:19 79:6
80:22 81:4

Plaintif’s Amended Page/Line Designations - Beasley

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

Page 1 of 4
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FELDMAN ORLANSKY
& SANDERS
500 L STREET
FOURTH FLOOR
ANCHORAGE, AK
722501

Te || @272.353

FAX: 97.274.0819

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

Case No. 3AN-06-5630 CI

002516
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FELDMAN ORLANSKY
& SANDERS

500 L STREET
FOURTH FLOOR
ANCHORAGE, AK

1
e 3371.3535

FAx: 907.274.0819

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

Case No. 3AN-06-5630 CI
Page 3 of 4

002517




DATED this /) [ Gay of February, 2008.

FELDMAN ORLANSKY & SANDERS
Counsel for Plaintiff

BY

"~ Eric. Sanders
AK Bar No. 7510085

GARRETSON & STEELE HENDERSON & ALLEN, LLP

Matthew L. Garretson T. Scott Allen Jr.

Joseph W. Steele 2777 Allen Parkway, 7" Floor

David C. Biggs Houston, Texas 77019-2133

5664 South Green Street (713) 650-6600

Salt Lake City, UT 84123

(801) 266-0999 FIBICH HAMPTON & LEEBRON
Kenneth T. Fibich

RICHARDSON, PATRICK, WESTBROOK & 1401 McKinney, Suite 1800

BRICKMAN, LLC Houston, Texas 77010

H. Blair Hahn (713) 751-0025

Christiaan A. Marcum

David Suggs

P.O. Box 1007 Counsel for Plaintiff

Mt. Pleasant, SC 29465

(843) 727-6500

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

Brewster H. Jamieson

Lane Powell LLC

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

FELDMAN ORLANSKY
& SANDERS
500 L STREET
FOURTH FLOOR
ANCHORAGE, AK Plaintiff’s Amended Page/Line Designations - Beasley

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

Page 4 of 4

TeLY ,inms;x
FAX: 907.274.0819
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FELDMAN ORLANSKY
& SANDERS
500 L STREET
FourTH FLOOR
ANCHORAGE, AK

501
Ta| Q?n.asax
Fax: 274.0819

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA
THIRD JUDICIAL DISTRICT AT ANCHORAGE
STATE OF ALASKA,
Plaintiff,
V.

ELI LILLY AND COMPANY,

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

Defendant.

)

PLAINTIFF’S AMENDED PAGE/LINE DESIGNATIONS

In response to Defendant’s counter designations and objections, Plaintiff hereby
amends its deposition designations as follows:

ALAN BREIER
JANUARY 11, 2007

START PAGE/LINE END PAGE/LINE
19:3 19:5
24:14 24:20
25:24 26:9
26:21 27:13
29:12 30:1
37:8 38:4
39:3 39:5
39:8 39:18
58:3 58:8
64:9 65:7
65:11 65:21

Plaintiff’'s Amended Page/Line Designations - Breier

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

Page 1 of 7
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68:9
69:6
o U
95:5

112:4

113:20

118:1

120:19

126:4

126:15

127:6

128:23

133:8

138:3

143:16 0 143:22

14433 144:5
144:14 145:13
147:1 148:6
154:12 : 155:4
155:11 155:21
156:1 . 156:8
158:12 158:18
162:23 163:4
163:10 163:15
164:11 164:15
167:15 168:2
175:4 175:22
178:24 179:13
184:24 185:18
187:24 189:3
192:10 192:19
196:10 196:23
FELDMAN ORLANSKY ‘ 197:4 197:6
& SANDERS L 198:1 199:12
500 L STREET

FOURTH FLOOR
ANCHORAGE, AK

e Plaintiff's Amended Page/Line Designations - Breier
o 3271 v State of Alaska v. Eli Lilly and Company
FAX: 1.274.0819

Case No. 3AN-06-5630 CI
Page 2 of 7

002520




FELDMAN ORLANSKY
& SANDERS
500 L STREET
FOURTH FLOOR
ANCHORAGE, AK
501
Tew | (@90272.3538
FAX: %7.274.0819

- ’rr’T)QZ/O_"
i

= 203:17
: U

L

205:7
207:14

208:7
210:15
212:16
213:12
214:4

221:24

27221

273:15

276:17

278:14

28081

280:15

281:24

282:23

283:16

283:21

286:12

286:20

287:12

287:23

290:4

291:4

1293:18

296:8

302:16

303:8

303:19

303:24

309:16

310:24

314:15

315:16

316:9

317:21

324:11

324:12

324:21

326:6

329:3

334:4

335:10

337:14

338:1

338:8

338:17

339:8

340:6

340:7

342:11

344:6

Plaintiff's Amended Page/Line Designations - Breier
State of Alaska v. Eli Lilly and C ompany

Case No. 3AN-06-5630 CI
Page 3 of 7
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FELDMAN ORLANSKY
& SANDERS
500 L STREET
FOURTH FLOOR
ANCHORAGE, AK

1
TEL ggﬂ.ﬁ}ﬁ
FAX: .274.0819

8

~ BREIER,ALAN

401:16

404:7

4067

406:12
407:11

40624
407:

408:10

408:16

409:5

410:13

410:20

411:19

413:15

415:1

416:6

416110

417:5

418:10

418:17

419:4

419:12

421:7

422:24

424:4

425:10

427:5

428:14

428:22

430:13

433:10

435:1

435:11

437:9

437:23

439:3

439:23

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

Case No. 3AN-06-5630 CI
Page 4 of 7
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FELDMAN ORLANSKY
& SANDERS
500 L STREET
FOURTH FLOOR
ANCHORAGE, AK

501
TEL 272.3538
FAX:907.274.0819

440:4
442:11
442:22
444:24
446:10
448:17

449:13

451:15

457:9

457:12

461:1

477:15

478:9

478:17

479:4

479:22

480:4

480:10

481:10

483:6

484:9

484:18

485:9

485:20

486:6

486:7

486:22

487:12

487:16

487:21

488:9

489:4

489:10

490:15

490:23

493:12

493:24

494:21

495:3

496:12

498:7

499:22

500:7

500:20

501:13

502:15

502:24

503:15

503:16

503:20

503:24

505:19

506:2

512:10

512:23

516:18

517:16

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

Case No. 3AN-06-5630 CI
Page 5 of 7

002523




FELDMAN ORLANSKY
& SANDERS
500 L STREET
FOURTH FLOOR
ANCHORAGE, AK
1
Ta 272.3538
FaX: 97.274.0819

603:20

= A A
611:3
611:10

~ 633:16
634:19
641:1
642:18
650:3
651:13
653:5
669:6

DATED this 24/ Aay of February, 2008.

FELDMAN ORLANSKY & SANDERS
Counsel for Plaintiff

BY

Eric T. Sanders
AK Bar No. 7510085

Plaintif’s Amended Page/Line Designations - Breier

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

Page 6 of 7
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FELDMAN ORLANSKY
& SANDERS
500 L STREET
FOURTH FLOOR
ANCHORAGE, AK

501
TEL ﬁﬁ.}ﬁ&
Fax: %7.274.0819

GARRETSON & STEELE
Matthew L. Garretson
Joseph W. Steele

David C. Biggs

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

RICHARDSON, PATRICK, WESTBROOK &
BRICKMAN, LLC

H. Blair Hahn

Christiaan A. Marcum

David Suggs

P.O. Box 1007

Mt. Pleasant, SC 29465

(843) 727-6500

Certificate of Service

I hereby certify that a true and correct copy of
Plaintif’s Amended Page/Line Designations
- Breier was served by messenger on:

Brewster H. Jamieson
Lane Powell LLC
301 West Northern Lights Boulevard, Suite 301

Anchor@\lasl\a 99503-2648

By [
”””;D&a.af/

Date

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

HENDERSON & ALLEN, LLP
T. Scott Allen Jr.

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

FIBICH HAMPTON & LEEBRON
Kenneth T. Fibich

1401 McKinney, Suite 1800
Houston, Texas 77010

(713) 751-0025

Counsel for Plaintiff

Case No. 3AN-06-5630 CI
Page 7 of 7
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[N THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRICT AT ANCHORAGE

STATE OF ALASKA,

Plaintiff,

ELI LILLY AND COMPANY,

)
)
)
)
V. ) Case No. 3AN-06-05630 CI
)
)
)
)

Defendant.

sl mncs)

PLAINTIFE’S AMENDED PAGE/LINE DESIGNATIONS

Ly T R

In response to Defendant’s counter designations and objections, Plaintiff hereby
amends its deposition designations as follows:

JACK JORDAN
OCTOBER 26, 2006

START PAGE/LINE END PAGE/LINE
21:20 22:2
22:10 22:14
243 24:19
30:14 31:11
43:18 443
48:18 48:21
49:24 50:7
55:18 55:24

59:8 59:20
FELDMAN ORLANSKY 60:22 61:1

&scz?ﬂik; 61:14 62:12
[ 66:3 66:9

FOURTH FLOOR
ANCHORAGE, AK

1 2w
sl g&um P'lamuﬂ_‘s Amended Page/Line Designations - Jordan
Fax: 0F7.274.0819 State of Alaska v. Eli Lilly and Company

Case No. 3AN-06-5630 CI
Page 1 of 5
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FELDMAN ORLANSKY
& SANDERS
500 L STREET
FOURTH FLOOR
ANCHORAGE, AK

1
TeL 8 572 3538
FAX: 907.274.0819

66:11

O:1d ]

TR

84:22

P (1

105:11
113:13

114:4

136:12

136:22

136:16

137:7

137:10

138:6

157:4_

157:6

157:9

157:22

158:1

158:17

163:9

164:4

164:13

164:19

166:21

166:22

167:1

167:2

167:10

167:20

168:14

168:17

171:14

171:21

174:24

175:10

175:24

176:21

177:16

177:24

189:17

190:2

209:15

209:20

219:9

219:16

220:20

221:2

223:13

223:17

223:22

223:24

2354

235:16

236:4

236:7

237:24

238:6

243:24

244:8

246:9

246:13

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

Case No. 3AN-06-5630 CI
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247:4
262:2
267:9
265:1
285:11

i T [Ers 296:24

~ 297:18 297:20

— 301:20 302:2

_306:1 306:7

07 307:9
307:15__ 307:17
308:18 309:21
318:15 318:23
320:22 321:5
321:8 321:16
339:6 339:11
342:8 342:9
342:11 342:15
343:2 343:8
344:16 345:9
346:1 346:13
347:12 348:12
349:20 350:2
325:8 325:14
352:24 3537
354:22 354:24
355:20 356:2
357:5 357:8
357:22 358:20
358:23 359:8
362:20 363:3
363:16 364:21
366:11 366:23
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FELDMAN ORLANSKY
& SANDERS
500 L STREET
FOURTH FLOOR
ANCHORAGE, AK

TeL 272.3538
FAX: 97.274.0819

DATED this zfg,d:i) of February, 2008.

FELDMAN ORLANSKY & SANDERS
Counsel for Plaintiff

GARRETSON & STEELE
Matthew L. Garretson
Joseph W. Steele

David C. Bigg

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

RICHARDSON, PATRICK, WESTBROOK &
BRICKMAN, LLC

H. Blair Hahn

Christiaan A. Marcum

David Suggs

P.O. Box 1007

Mt. Pleasant, SC 29465

(843) 727-6500

Certificate of Service

Eric T. Sanders
AK Bar No. 7510085

HENDERSON & ALLEN, LLP
T. Scott Allen Jr.

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

FIBICH HAMPTON & LEEBRON
Kenneth T. Fibich

1401 McKinney, Suite 1800
Houston, Texas 77010

(713) 751-0025

Counsel for Plaintiff

I hereby certify that a true and correct copy of Plaintiff’s Amended Page/Line Designations —

Jordan was served by messenger on:

Brewster H. Jamieson

Lane Powell LLC

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

By /
Date_

L 22y g
VIV o/ 20 /05

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

Case No. 3AN-06-5630 CI
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FELDMAN ORLANSKY
& SANDERS
500 L STREET
FOURTH FLOOR
ANCHORAGE, AK
1

TeL W9 2272.3538
FAX: 93/274.0819

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.

)

PLAINTIFE’S AMENDED PAGE/LINE DESIGNATIONS

In response to Defendant’s counter designations and objections, Plaintiff hereby
amends its deposition designations as follows:

ROBIN WOJCIESZEK
DECEMBER 11, 2007

START PAGE/LINE END PAGE/LINE
6:10 6:12
6:15 6:17
10:2 10:4
11:6 L:28
12:15 12:17
14:2 14:20
15:20 16:4
547 17:1
17:23 18:19

ftlas 19:1 22:22

| 23:4 23:8

Plaintif’s Amended Page/Line Designations - Wojcieszek

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

Page 1 of 3
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TeL

.3538
Fax: %7.274.0819

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

Case No. 3AN-06-5630 CI
Page 2 of 3
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DATED this 2 Zday of February, 2008.
FELDMAN ORLANSKY & SANDERS

FELDMAN ORLANSKY
& SANDERS
500 L STREET
FouRTH FLOOR
ANCHORAGE, AK

Counsel for Plaintiff’

GARRETSON & STEELE
Matthew L. Garretson
Joseph W. Steele

David C. Big

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

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

Christiaan A. Marcum

David Suggs

P.O. Box 1007

Mt. Pleasant, SC 29465

(843) 727-6500

Certificate of Service

Eric T. Sanders
AK Bar No. 7510085

HENDERSON & ALLEN, LLP
T. Scott Allen Jr.

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

FIBICH HAMPTON & LEEBRON
Kenneth T. Fibich

1401 McKinney, Suite 1800
Houston, Texas 77010

(713) 751-0025

Counsel for Plaintiff

1 hereby certify that a true and correct copy of Plaintiff’s Amended Page/Line Designations —

Wojcieszek was served by messenger on:

Brewster H. Jamieson
Lane Powell LLC
301 West Northern Lights Boulevard, Suite 301

.»‘\nchora/gﬁaska 99503-2648
By Lz 5

Date 707 222

Plamntiff’s Amended Page/Line Designations - Wojcieszek

State of Alaska v. Eli Lilly and Company

Case No. 3AN-06-5630 CI
Page 3 of 3
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[N 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.
)

PLAINTIFF’S AMENDED PAGE/LINE DESIGNATIONS

In response to Defendant’s counter designations and objections, Plaintiff hereby
amends its deposition designations as follows:

DENICE TORRES
DECEMBER 15, 2006

START PAGE/LINE END PAGE/LINE
30:24 31:11
38:7 38:11
42:5 42:11
46:20 47:16
54:16 54:17
54:20 S5
62:13 63:14
68:19 68:20
75:11 75:14
FELDMAN ORLANSKY 75:19 76:3
&SI«;?RE‘J;ST 77:18 77:24
FourTH FLOOR

ANCHORAGE, AK Plaintiff’s Amended Page/Line Designations - Torres

1
Taﬁn 3538 State of Alaska v. Eli Lilly and Company Case No. 3AN-06-5630 CI
Fax: 907.274.0819 Page | of 5
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1
TeL 72.3538
Fax: 07.274.0819
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125:18

127:11

127:22

135:6

136:15
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154:23

165:14

166:6

171:17

174:2
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177:14

178:23

180:2

181:18

182:20

186:9
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189:18

198:22

200:6 |

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

Case No. 3AN-06-5630 CI 5
Page 2 of 5 =
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& SANDERS
500 L STREET
FOURTH FLOOR
ANCHORAGE, AK
1
T 72.3538
Fax: 907.274.0819
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Plaintiff’s Amended Page/Line Designations - Torres
State of Alaska v. Eli Lilly and Company

Case No. 3AN-06-5630 CI
Page 3 of 5
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FELDMAN ORLANSKY
& SANDERS
500 L STREET
FOURTH FLOOR
ANCHORAGE, AK

1
Tﬂﬁn.l‘ﬂ
FAx: 274.0819

| e e TR

510:8
510:23
514:15
528:2
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531:14

536:24
538:7
538:15

538:20
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540:19
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547:13
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549:12

DATED this Z ( day of February, 2008.

Plaintif's Amended Page/Line Designations - Torres

State of Alaska v. Eli Lilly and C ompany

FELDMAN ORLANSKY & SANDERS
Counsel for Plaintiff

w_ 4B L

Eric T. Sanders
AK Bar No. 7510085

Case No. 3AN-06-5630 CI
Page 4 of 5
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FELDMAN ORLANSKY
& SANDERS
500 L STREET
FOURTH FLOOR
ANCHORAGE, AK

1
1;1,?723535
FAX: .274.0819

GARRETSON & STEELE
Matthew L. Garretson
Joseph W. Steele

David C. Biggs

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

RICHARDSON, PATRICK, WESTBROOK &
BRICKMAN, LLC

H. Blair Hahn

Christiaan A. Marcum

David Suggs
P.0O. Box 1007

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

Certificate of Service

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

Brewster H. Jamieson

Lane Powell LLC

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

B}’L/Z?%jdc&w(

Date AT ToT=r

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

HENDERSON & ALLEN, LLP

T. Scott Allen Jr.

2777 Allen Parkway, 7" Floor

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

FIBICH HAMPTON & LEEBRON

Kenneth T. Fibich

1401 McKinney, Suite 1800
Houston, Texas 77010
(713) 751-0025

Counsel for Plaintiff’

Case No. 3AN-06-5630 CI
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FELDMAN ORLANSKY
& SANDERS
500 L STREET
FOURTH FLOOR
ANCHORAGE, AK
1
TEL 3538
Fax:%7, 2740819

>

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

STATE OF ALASKA,

Plaintiff,

ELI LILLY AND COMPANY,

)
)
)
)
V. ) Case No. 3AN-06-05630 CI
)
)
)
)

Defendant.
)

PLAINTIFE’S AMENDED PAGE/LINE DESIGNATIONS

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

amends its deposition designations as follows:

GARY TOLLEFSON
NOVEMBER 6, 2006

START PAGE/LINE END PAGE/LINE

11:9 11:11

13:6 13%9)

13:18 14:4

14:23 15:3

29:16 3113

35:10 35:22

36:7 36:19

39:17 40:16

al 51:24

e 52:14

s 77:23

Plaintiff’s Amended Page/Line Designations - Tollefson Case No. 3AN-

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

Case No. 3AN-06-5630 CI
Page 2 of 3
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FELDMAN ORLANSKY
& SANDERS
500 L STREET
FOURTH FLOOR
ANCHORAGE, AK
=01
TeL: ~72.3538
FAX: 7.274.0819

DATED this 7 Z _day of February, 2008.

FELDMAN ORLANSKY & SANDERS
Counsel for Plaintiff

GARRETSON & STEELE
Matthew L. Garretson
Joseph W. Steele

David C. Biggs

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

RICHARDSON, PATRICK, WESTBROOK &
BRICKMAN, LLC

H. Blair Hahn

Christiaan A. Marcum

David Suggs

P.O. Box 1007

Mt. Pleasant, SC 29465

(843) 727-6500

Certificate of Service

" Eric T. Sanders
AK Bar No. 7510085

HENDERSON & ALLEN, LLP
T. Scott Allen Jr.

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

FIBICH HAMPTON & LEEBRON
Kenneth T. Fibich

1401 McKinney, Suite 1800
Houston, Texas 77010

(713) 751-0025

Counsel for Plaintiff

I hereby certify that a true and correct copy of Plaintiff’s Amended Page/Line Designations —

Tollefson was served by messenger on:

Brewster H. Jamieson
Lane Powell LLC
301 West Northern Lights Boulevard, Suite 301

Anchorage-Alaska 99503-2648
By X ,Xé&&—;‘/{

Dae’ V27 2/
A T4

Plaintiff’s Amended Page/Line Designations - Tollefson

State of Alaska v. Eli Lilly and Company

Case No. 3AN-06-5630 CI
Page 3 of 3
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FELDMAN ORLANSKY
& SANDERS
500 L STREET
FOURTH FLOOR
ANCHORAGE, AK
1
TEL 272.3538
FaAX: 907.274.0819

*

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRICT AT ANCHORAGE

STATE OF ALASKA,

Plaintiff,

ELI LILLY AND COMPANY,

)
)
)
)
V. ) Case No. 3AN-06-05630 CI
)
)
)
)

Defendant.
)

PLAINTIFF’S AMENDED PAGE/LINE DESIGNATIONS

In response to Defendant’s counter designations and objections, Plaintiff hereby
amends its deposition designations as follows:

SIDNEY TAUREL
SEPTEMBER 19, 2007

START PAGE/LINE END PAGE/LINE
10:12 10:23
11:2 11:6
16:1 16:12
62:19 64:10
64:12 64:18
64:20 65:16
65:18 66:4
66:6 66:24
68:3 ) 68:8
68:16 69:24
70:2 72:14
72:16 72:18

Plaintiff’s Amended Page/Line Designations - Taurel
State of Alaska v. Eli Lilly and Company N 3AN-](3)2;6113(;;3 ‘{
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Plaintiff’s Amended Page/Line Designations - Taurel
State of Alaska v. Eli Lilly and Company

Case No. 3AN-06-5630 CI
Page 2 of 4
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DATED this 7. L4 of February, 2008.

FELDMAN ORLANSKY & SANDERS
Counsel for Plaintiff

BY

Eric'T. Sanders
AK Bar No. 7510085

FELDMAN ORLANSKY
& SANDERS
500 L STREET
FOURTH FLOOR
ANCHORAGE, AK Plaintif’s Amended Page/Line Designations - Taurel
501 % RS
al %?72.3538 State of Alaska v. Eli Lilly and Company

FAx: 907.274.0819

Case No. 3AN-06-5630 CI
Page 3 of 4
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FELDMAN ORLANSKY
& SANDERS
500 L STREET
FOURTH FLOOR
ANCHORAGE, AK
)|
TEL, @0272.3538
Fax: 9%7.274.0819

GARRETSON & STEELE

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

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

(801) 266-0999

FIBICH HAMPTON & LEEBRON
RICHARDSON, PATRICK, WESTBROOK & Kenneth T. Fibich

BRICKMAN, LLC 1401 McKinney, Suite 1800
H. Blair Hahn Houston, Texas 77010
Christiaan A. Marcum (713) 751-0025

David Suggs
P.O. Box 1007

Mt. Pleasant, SC 29465 Counsel for Plaintiff

(843) 727-6500

Certificate of Service

I hereby certify that a true and correct copy of
Plaintif’s Amended Page/Line Designations —
Taurel was served by messenger on:

Brewster H. Jamieson

Lane Powell LLC

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

By &/MQ—JW i

Date 77 ;;’ -2;//0;’-

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

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

<01
Tew (Ph7 3538
Fax: 907.274.0819

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRICT AT ANCHORAGE
STATE OF ALASKA,

Plaintiff,

ELI LILLY AND COMPANY,

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

Defendant.
)

PLAINTIFF’S AMENDED PAGE/LINE DESIGNATIONS

In response to Defendant’s counter designations and objections, Plaintiff hereby
amends its deposition designations as follows:

JOHN C. LECHLEITER, PH.D.
MARCH 28, 2007

START PAGE/LINE END PAGE/LINE
23:1 23:8
24:11 24:24
25:18 26:14
27:8 27:18
32:6 32:19
33:5 33:17
39:9 39:19
43:22 44:3
45:20 45:23
58:11 59:15
62:9 63:5

Plaintiff’s Amended Page/Line Designations - Lechleiter

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

Page 1 of 5
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FELDMAN ORLANSKY
& SANDERS
500 L STREET
FOURTH FLOOR
ANCHORAGE, AK
]
TeL ¥ 272.3538
Fax:%07.274.0819
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DATED this 7],/ day of February, 2008,

FELDMAN ORLANSKY & SANDERS
Counsel for Plaintiff

BY

Eric T. Sanders
AK Bar No. 7510085

Plaintiff’s Amended Page/Line Designations - Lechleiter Case No. 3AN-06-5630 CI
State of Alaska v. Eli Lilly and Company

Page 4 of 5
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FELDMAN ORLANSKY

& SANDERS
500 L STREET
FOURTH FLOOR
ANCHORAGE, AK
~2501
TeL { XB72.3538
Fax: 47.274.0819

GARRETSON & STEELE
Matthew L. Garretson
Joseph W. Steele

David C. Biggs

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

RICHARDSON, PATRICK, WESTBROOK &
BRICKMAN, LLC

H. Blair Hahn

Christiaan A. Marcum

David Suggs

P.O. Box 1007

Mt. Pleasant, SC 29465

(843) 727-6500

Certificate of Service

[ hereby certify that a true and correct copy of
Plaintiff’s Amended page/Line Designations —
Lechleiter was served by messenger on:

Brewster H. Jamieson

Lane Powell LLC

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

5y [ e A

Date. 7’V Z /o225
P

Plaintiff”s Amended Page/Line Designations - Lechleiter
State of Alaska v. Eli Lilly and C ompany

HENDERSON & ALLEN, LLP
T. Scott Allen Jr.

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

FIBICH HAMPTON & LEEBRON
Kenneth T. Fibich

1401 McKinney, Suite 1800
Houston, Texas 77010

(713) 751-0025

Counsel for Plaintiff

Case No. 3AN-06-5630 C1
Page 5 of 5
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®

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRICT AT ANCHORAGE
STATE OF ALASKA,

Plaintiff,

ELI LILLY AND COMPANY,

)
)
)
)
V. ) Case No. 3AN-06-05630 CI
)
)
)
)

Defendant.

)

PRETRIAL DISCLOSURES PURSUANT
TO ARCP RULE 26 (A)3(B) - PAGE/LINE DESIGNATIONS

BRUCE KINON, M.D.
JULY 10, 2006

Line

18-20, 23-24
1-5

11-13

24

1-18

20-24

1-6

6-14

15-24
11-13, 20-22

FELDMAN ORLANSKY
& SANDERS
;00 L STREET
AF:)LI-H;::S:IA :—IF rx’x& Prctrial»Disclosures Pursuant to ARCP Rule 26(A)3(B) —
ey Page"me Designations - Kinon Case Ni
e 73 3538 State of Alaska v. Eli Lilly and Company ello o
Fax: 072740819 i PRl
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TeLr X7 3538
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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,
Case No. 3AN-06-05630 CI

Defendant.

OPPOSITION TO LILLY’S MOTION FOR RECONSIDERATION
AND RESPONSE TO COURT’S ORDER

On the eve of the first phase of trial in this case, Lilly has filed a “Motion in
Response to the Court’s On-Record Comments” that asks the Court to reconsider (1) “its
discovery rulings” and (2) “its bifurcated trial planf‘] Lilly’s untimely and misleadingly
titled motion offers the Court no valid reason to reconsider either.

The State has several times predicted that Lilly will do everything it can to avoid
going to trial in this case. With its latest motion, Lilly again confirms the accuracy of the
State’s prediction. The State trusts that the Court will recognize Lilly’s present motion

for what it is, and it asks the Court to deny Lilly’s eleventh-hour attempt to prevent the

State from holding Lilly to account. The parties have marshaled their resources, pre-trial

FELDMAN ORLANSKY
& SANDERS
500 L STREET

FOURTH FLOOR — e
ANCHORAGE, AK 1

T Eli Lilly and Company’s Motion in Response to the Court’s On-Record

T ?’g;é;:gﬁ Comments During the January 29, 2008 Hearing (Motion for Reconsideration) at 1.

State of Alaska v. Eli Lilly and Company Case No. 3AN ivi
f i Li : -06-5630

Opposition to Motion for Reconsideration and Response to Court’s Order Page 1 ()Ci3 ‘1,191

002558




FELDMAN ORLANSKY
& SANDERS

500 L STREET

FOURTH FLOOR
ANCHORAGE, AK

99501

TEL: 907.272.3538
FAX: 907.274.0819

activities are coming to an end, and Lilly’s motion should not be allowed to obscure the

essential fact that this case is ready to go to trial in 10 days.

DISCUSSION
Lilly’s motion asks the Court to reconsider discovery rulings of possible relevance
only to the second phase of trial, and nonsensically asserts that bifurcation should be
abandoned because preparations for the next phase will be contentious and difficult
(assuming Lilly loses the first trial). Lilly has offered the Court no reason to reconsider
any of its prior rulings, and its motion should be denied.

I LILLY HAS OFFERED THE COURT NO REASON TO RECONSIDER ITS
DISCOVERY RULINGS.

Lilly first asks the Court to “reconsider[] its discovery rulings” and allow
“discovery of individual prescriber decisions, including medical records and prescriber
depositions.” The request is untimely, less than admirably candid, and meritless. Lilly
has at all times in this litigation been free to depose physicians and inquire about their
“individual prescriber decisions” and the fact that it has not done so is a reflection only of

Lilly’s litigation strategy. The Court has precluded Lilly only from obtaining

individuals® “patient identifying” medical records, and Lilly’s present motion gives the

Court no reason to reconsider that ruling,

Id.

State of Alaska v. Eli Lilly and Com,
f i L ompany Case No. 3AN-06- ivi
Opposition to Motion for Reconsideration and Response to Court’s Order P:g?g Ef} ‘{g
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LILLY’S REQUEST FOR RECONSIDERATION OF THE COURT’S DISCOVERY
RULINGS IS UNTIMELY.

In asking the Court to allow “discovery of individual prescriber decisions,

including medical records and prescriber depositions,":‘ Lilly is now asking the Court to
order discovery that Lilly acknowledges is not at all relevant to the first phase of trial.

Lilly asserts that the Court must allow discovery of “individual prescriber
decisions” because it insists that such discovery will reveal that physicians would have
continued to prescribe Zyprexa even if they had received different warnings from Lilly.*
Even if true, the contention goes only to the issue of specific “causation,” a fact that Lilly
has itself acknowledged.’

“Causation” is a phase two issue that the Court correctly noted has been placed
“down the road” by bifurcation.” The Court’s order was designed to allow the parties to
focus on the threshold issues of liability, and Lilly’s motion offers the Court no insight

into why it felt the need to burden the State and the Court with a phase two discovery

3

Id.
% Id. at 2-5.

5

Id. at 6 (“the State cannot prove causation”); ¢f. Defendant’s Reply Brief in
Suppon of Its Motion to Compel Discovery (Aug. 20, 2007) at 5 (arguing that the
“testimony of individual treating physicians” is relevant to “proximate cause”); Oral
Argument at 14:18 — 15:5, Exhibit A (comments of Lilly’s counsel noting that the issues

presented in the first phase of trial in this case are “separate and distinct from proximate
causation™).

6 :
See Oral Argument on Motions for Summary Judgment at 54:1 1-18, attached as

Exhibit A. (“The trial has been bifurcated to put the causation issue down the road and

discovery on the causation issue down the r ’t [Lilly’ i
ery « oad. Doesn’t [Lilly’s] motion reall
causation issue? That’s my first question.”), i TEES

State of Alaska v. Eli Lilly and Company
f : 0 ) Case No. 3AN-06- ivi
Opposition to Motion for Reconsideration and Response to Court’s Order ?’:;Bg on} ‘1,191
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feel free to deny

motion at this particularly busy and inopportune time. The Court should

Lilly’s request on that basis alone.

B. LILLY HAS AT ALL TIMES IN THIS LITIGATION BEEN FREE TO DEPOSE
TREATING PHYSICIANS AND TO INQUIRE ABOUT THEIR “INDIVIDUAL
PRESCRIBER DECISIONS.”

Lilly’s request also comes precariously close to asking the Court to “reconsider” a

ruling that Lilly knows the Court never made.

In the January 29, 2008 hearing on the parties’ motions for summary judgment,
the Court asked whether it should “reconsider [its] decision as to whether or not to allow
individual decisions of physicians in this case.”” In response, counsel for the State
informed the Court that reconsideration is unnecessary because Lilly has at all times in
this litigation been free to collect whatever information about individual physicians’
decisions that it feels is necessary to its defense.®

The State’s response could not have come as a surprise to Lilly. The Court has

made only two discovery rulings in this case. The first, which the State quoted for the

Oral Argument at 21:20 —22:22, Exhibit A.
Id. at 46:24-47:22:

_What you told the defendants and what you said in your order
is if you want to pursue discovery in [that] way you can do
it.... You told them way back when, when you did your
order: You can do it; if you want to defend yourself in this
way, you can do it. They just haven’t done it.

State of Alaska v. Eli Lilly and Company
f Z ’ Case No. 3AN-06- ivi
Opposition to Motion for Reconsideration and Response to Court’s Order ?’:g?g OC; ‘1"91
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: o ;
confirmed that Lilly is free to defend against the State’s case In

9

Court at the argument,
i i i iscove! ermi ivil

whatever manner it desires and that it can obtain all discovery permitted by the Ci

Rules:

The manner by which the State intends to prove its
case . . . should not, by itself, limit Lilly’s method of defending
acainst the State’s claims. Lilly is free to obtain discovery in
;\:‘cm'duncc with the Rules of Civil Procedure. '’

As counsel for Lilly noted in a hearing before the discovery master in this case, Lilly
understands that this ruling empowers it to discover how individual doctors made their

“prescribing decisions™:
What Judge Rindner has ruled is: . . . Lilly is free to defend
the case as it needs to defend the case. [T]he argument was
made to Judge Rindner that what individuals think or how
doctors make prescribing decisions are completely irrelevant
and Judge Rindner ruled [that] Lilly is free, subject to
constraints of Rule 26, to go ahead and defend itself.""

The discovery master confirmed for Lilly that this Court “did not limit Lilly’s discovery
solely to the defense of epidemiological evidence,”'* and the Court itself removed any

basis for possible confusion when it affirmed the discovery master’s order in full."

9

See Oral Argument at 57:21-25 (counsel for the State quoting Order re: Plaintiff’s
Claim of Proof (Aug. 1, 2007) at 5).

' See Order re: Plaintiff’s Claim of Proof (Aug. 1,2007) at 5 (emphasis added).
Transcript of Motions Arguments Before Discovery Master at 43:16

2008), attached as Exhibit B. 5 e St Iy

12

1

See Disgovgry Master Order at 3 (“[The Court] noted that that Lilly was free to
dgfend the claim in whatever ways might be appropriate, and thus did not limit Lilly’s
discovery solely to the defense of epidemiological evidence.”).

State of Alaska v. Eli Lilly and Company
f - 0 Case No. 3AN-06-5 ivi
Opposition to Motion for Reconsideration and Response to Court’s Ord, Pag?g S; ‘1,19]
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Lilly’s present motion obscures this history and, incredibly, fails to mention that

Lilly actually noticed the depositions of five prescribing physicians after the Court made

its second, and final, discovery ruling."* Lilly later cancelled the depositions (on the

: “ 15 P
telling basis that the depositions went only to “damages” "), but its failure to conduct the

depositions is reflective only of its litigation strategy—Lilly has at all times understood

that it is free to ask doctors about the specifics of their decisions to prescribe Zyprexa and
that it may in particular ask, among other things:

why the doctor prescribed Zyprexa in a particular patient’s case;

what condition (or conditions) the doctor hoped to treat by prescribing
Zyprexa to a particular patient;

whether the prescription was on-label, off-label for indications supported
by medical compendia, or off-label for any other use;

whether the doctor prescribed Zyprexa as a first-, second-, third- or fourth-
line treatment,

whether the doctor prescribed Zyprexa as “emergency treatment by a state
hospital,” or in any other emergency situation,

whether the doctor’s decision was influenced by Lilly’s representations,
and

whether the doctor would have made a different decision if Lilly had issued
different warnings.'®

¥ See Order (Nov. 14, 2007).
14
See Affidavit of Eric T. Sanders at § 3 (notin: i i iti

s g that Lilly noticed deposit
Drs. Von Hafften, Magee, Nassar, Schults, and Stillner). y g

B Idatys.

16 -
Cf. Motion to Reconsider at 2 (listing many of these questions).

State of Alaska v. Eli Lilly and Com;
f : ipany Case No. 3AN-06- ivi
Opposition to Motion for Reconsideration and Response to Court’s Order N 0?’::(232 Efl ‘;191
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uffered from the delusion that this Court denied “discovery of

Lilly has never s
individual prescriber decisions,”"” and its present motion should not create confusion on
that point.

C. LILLY HAS AGAIN FAILED TO SHOW THAT IT NEEDS ACCESS TO
INDIVIDUAL PATIENTS’ MEDICAL RECORDS.

The single thing that Lilly seeks in its present motion that it is not already entitled
to receive is the right to discover patient-identifying medical records.'® But Lilly’s
renewed request for patients’ medical records can be readily discharged on the basis that
it is both procedurally flawed and substantively deficient.

Lilly’s desire to review patients’ highly private and federally protected medical
records was extensively briefed and exhaustively addressed during a nearly five-hour

' After the hearing, the discovery master issued a

hearing before the discovery master.
lengthy opinion in which it held that Lilly had failed to show that its purported need for
individual patients’ medical records outweighed the substantial “cost, burden, and harm”

that would be caused by Lilly’s obtaining the data.” Lilly appealed the discovery

master’s decision, and this Court affirmed, holding that the discovery master had

A !

38 Seeid. at 1.
19
See Defendant’s Motion to Compel Discove inti

ry at 5-7(Aug. 6, 2007); Plaintiff’s
Response ,lo Defendfml’s Motion to Compel Discovery at 3-9 (Aug,) 15, 2007);
Defendant s Reply Brief In Support of Its Motion to Compel Discovery at 1-4 (:t\ug 20’
2007); Motion Arguments Before the Discovery Master (Sept. 11, 2007). =

20 :
See Discovery Master Order at 6 (Sept. 24, 2007).

State of Alaska v. Eli Lilly and Com,
f 4 : pany Case No, 3AN-06- ivi
Opposition to Motion for Reconsideration and Response to Court’s Order - Ot}s’:g?’(/) <(>:f! ‘1,191
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. . 3321 . 5 < . ;
“correctly balanced the competing interest[s]. Lilly moved for reconsideration, and

the Court summarily denied its request on November 27,2007.

Procedurally, the time for Lilly to file a motion for the Court to reconsider that
decision has long since passcd.:3 and (the title of Lilly’s motion notwithstanding) the
Court gave no indication in its “on-record comments” that it would now entertain a late-
filed motion to reopen the issue. (And it is also long past the time for Lilly to file a
second motion for reconsideration, if the rules permitted one.) But the most critical
defect in Lilly’s request is substantive: Lilly’s request for “reconsideration” contains no
suggestion that the Court’s original decision was wrong, and it fails even to attempt to
explain how access to individual patients’ medical records would now enable Lilly to
learn or do anything that it is not presently able to learn and do. Both are prerequisites
for reconsideration in this circumstance.”

Lilly’s motion therefore plainly offers the Court no reason to reconsider its
decision to protect from discovery individuals’ highly personal and “patient identifying”
medical records. Lilly’s request for reconsideration of the Court’s “discovery rulings”

should be denied in total.

21

Order (Nov. 14, 2007) (affirming the Discovery Master’s Order).

See ALASKA RULE OF CIVIL PROCEDURE 77(k) (*“
must be made within ten days™).

2
a motion to reconsider [a] ruling

& See id.

State of Alaska v. Eli Lilly and Company

e - C i G ivi
Opposition to Motion for Reconsideration and Response to Court’s AN

Orded Page 8 of 19
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LILLY OFFERS THE COURT NO REASON TO RECONSIDER ITS
BIFURCATION ORDER.

Althoush the Court made no “on-record comments” about the issue, Lilly

concludes its “Motion in Response to the Court’s On-Record Comments” with a wishful

request for the Court to “revisit” its bifurcation order.”* Ignoring the fact that the time to

move for reconsideration has long since passed.:5 and that supreme Court found no fault
with the Court’s order,” Lilly first summarily asserts that the Court should have been
persuaded by previous arguments.”’” Then, in what amounts to the latest in Lilly’s
ongoing series of legally unfounded attempts to prevent the State from presenting its case
to a jury, Lilly argues that trial must be now postponed because (a) the State was unable
to produce additional portions of its Medicaid database to Lilly by January 31;* (b) Lilly
would like to take numerous depositions before the second phase of trial begins and it
disagrees with the legal theory that the State will present in the second phase;”* and (c)
the State “dismissed its design defect claim.”® But Lilly is now in possession of all

portions of the Medicaid database that the State was ordered to produce, and the

Motion for Reconsideration at 6.

See ALASKA RULE OF CIVIL PROCEDURE 77(k).

See Order [Denying] Petition for Review (Jan. 14, 2008).

Motion for Reconsideration at 6-7 (“As Lilly previously argued . . .”).
Id.at7.

Id.

Id.

State of Alaska v. Eli Lilly and Company
f : Case No. 3AN-06- ivi
Opposition to Motion for Reconsideration and Response to Court’s Order = 0?’::333 c():i} ‘1"9]
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anything, only further underscore the wisdom of

remainder of Lilly’s arguments, if
holding an immediate trial on the issue of Lilly’s threshold liability.

A.  THE STATE HAS PRODUCED ITS DATABASE TO LILLY.

In its order to the parties, the Court asked the State to address “why (as
represented in Lilly’s motion) it [did not] produce[] a complete database” to Lilly by
January 31.%' Responsive to the Court’s request, the State attaches an affidavit of counsel
that recounts the history of the State’s database-production efforts in detail.”

In brief, after providing Lilly on or before Sept. 1, 2007 with the Medicaid data

o . e . 33 s
files that it needed to test most, if not all, of the State’s claims in this case,™ Lilly

Order (Feb. 19, 2008).

See Declaration of Mathew Garretson filed herewith.

See id. at 2:

[O]n or before September 1, 2007, the State of Alaska (SOA) provided

Lilly with State Medicaid data files which were sufficient to calculate the
following:

A.  Number of Medicaid users from 1996 until the fourth quarter of
2006.

B. The number of Medicaid users who were prescribed Zyprexa.

The number of Medicaid users who took Zyprexa and contracted
diabetes. This includes the number of individuals who took Zyprexa
before treatment for Diabetes as well as those who received Zyprexa
after treatment for diabetes.

The total number of Zyprexa prescriptions from 1996 until 2006.

The_ number of Zyprexa prescriptions which went to geriatric and
pediatric patients.

The number of Zyprexa prescriptions for uses not supported by FDA
regulations including compendia.

State of Alaska v. Eli Lilly and Company

/4 . Case No. 3AN-06- ivi
Opposition to Motion for Reconsideration and Response to Court’s 6-5630 Sl

Orﬂeé 25 6 7Page 10 0f 19
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demanded that the State provide it with additional database entries and then filed a
motion to compelj:4 During the hearing before the discovery master on the motion, the
State agreed to provide Lilly with numerous additional database entries, and later
estimated that it would be able to do so by January 31.* The data that Lilly requested
was first delivered to the State by its contractor in an unusable form (for unforeseen
technical reasons), causing the State to miss its estimated delivery date, ® but it has since
made good on its promise:

At 11:30 AM, February 20, 2008, the State turned over files

reflecting eligibility and the State formulary. Thus, the State

has produced all data agreed to by Mr. Steele and requested

by Lilly. This includes all material ordered to be produced by

Judge Hensley and the Court.”
The State’s supplementary production should end discussion on a point that should

always have been clear: no issues related to the production of the State’s Medicaid

database merit delaying the first phase of trial **

G.  The average dosage for pediatric, geriatric and off label use.
Id.

ld.
Id.
Id.

a cf. Memgr‘andum in Support of Bifurcation at 1 (Nov. 1,2007). (
that it needs additional time to scrutinize the state’s Medicaid database
receive, at most, a delay narrowly tailored to address that need.”). :

“If Lilly believes
Lilly is entitled to

State of Alaska v. Eli Lilly and Com,
f : ipany (€] -06- ivi
Opposition to Motion for Reconsideration and Response to Court’s O:i:rNo‘ ks ?’2;:6??(?; ‘1,191
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LILLY’S INSISTENCE THAT IT WILL NEED TO TAKE NUMEROUS
DEPOSITIONS AND THAT IT WILL VIGOROUSLY OPPOSE THE STATE’S
SECOND-PHASE LEGAL THEORY PROVIDES MORE, NOT LESS,
JUSTIFICATION FOR THE COURT’S BIFURCATION ORDER.

Lilly’s second purported basis for seeking reconsideration is its belief that it will

be necessary to engage in extensive discovery and contentious motion practice before the
second phase of trial in this case begins.” It asserts that its desire for additional second-
phase discovery and belief that the State cannot, as a matter of law, use “aggregate
evidence” to establish causation are “consideration[s]” that justify “postpon[ing] phase
one.” In fact, these arguments only further underscore the efficiency advantages of
holding a first trial limited to the issue of Lilly’s threshold liability.

Lilly continues to vigorously assert that Zyprexa does not cause diabetes, that its
warnings about Zyprexa were at all times adequate, and that it did not improperly
promote Zyprexa in Alaska.*' If Lilly is correct, it will prevail in the first phase of trial,
and bifurcation will ensure both that Lilly’s purported need for additional second-phase
discovery will be entirely eliminated, and that the Court and the parties will be spared the
expense and ordeal of the looming and protracted legal battle that Lilly has promised to

wage against the State’s specific causation and damages cases.

Motion for Reconsideration at 6-7.
Id atl,6-7.

See Eli Lilly and Company’s Trial Brief at 8-12,

State of Alaska v. Eli Lilly and Company
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It should be clear, then, that Lilly’s present objection does not stem from a bona

fide objection to the merits of bifurcation, but rather represents Lilly’s latest attempt to

prevent the State of Alaska from holding Lilly to account in front of a jury. In fact, that

Lilly will insist upon taking numerous depositions and will vehemently object to the legal
theories that underpin the State’s specific causation and damages cases, are
considerations that make bifurcation only more attractive.

(6 DISMISSAL OF THE STATE’S DESIGN-DEFECT CLAIM SIMPLIFIES THE
FIRST TRIAL AND MAKES BIFURCATION MORE EFFICIENT.

Lilly finally claims the Court should be motivated to reconsider its bifurcation
order in light of the State’s decision to simplify this case by dismissing its design-defect
claim.”* By reducing the number of issues that will have to be tried in the first phase of
trial — which remains potentially case-determinative — the State’s dismissal, if anything,
only further increases the “advantages of bifurcation” in this case.*

The State has now repeatedly demonstrated that severing the issue of Lilly’s
threshold liability serves each of the several interests set out in Alaska Rule of Civil

Procedure 42(b): by vastly increasing the likelihood of settlement,* mitigating (to the

Motion for Reconsideration at 7.

Order (Feb. 19, 2007).
44 =
See Memorandum in Support of Bifurcation at 10-11 (Nov. 1. 2007) (“The most

powerful argument in support of the State’s motion, however, may be that bifurcation
will greatly increase the likelihood of an expeditious and economic settlement. Th

history of the Zyprexa litigation shows that the Lilly tend to settle on the Cour'tho :
steps. Earlier this year, Judge Weinstein entered an order in the MDL proceedings rel l::;
to Zyprexa that denied Lilly’s request for summary judgment and set three cascsg for t:iar

State of Alaska v. Eli Lilly and Com
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and potentially

5 - > L e
State’s recognized detriment”) a possibility of jury confusion™,

47
eliminating the need for a trial on specific causation and damages altogether,

3 248
bifurcation is “conducive to expedition and economy, further[s] . . . convenience,
, 49
and causes prejudice to neither party.
The State’s recent agreement to dismiss its design-defect claim does not alter this
analysis. At the time that the state originally moved for bifurcation, it noted that its

claims were based on “three bedrock principles of liability™ that, as applied to this case,

would require the State to prove:

Lilly then immediately settled those cases. This was not an isolated occurrence: to date,
Lilly has entered into entered into eve-of-trial settlements with thousands of litigants
together totaling more than one-billion dollars. To date, Lilly has not allowed any
Zyprexa case to go to trial.”).

4 See id. at 9-10 (citing 9 CHARLES ALAN WRIGHT AND ARTHUR R. MILLER,

FEDERAL PRACTICE AND PROCEDURE § 2390, p. 508 (noting that “defendants win in 42%
of the cases tried routinely, [but] win in 79% of the cases in which the liability issue is
submitted alone™)).

“  See id. (“[Blifurcation . . . avoids the potential that the State’s damages case
might inappropriately prejudice jurors in their determination of Lilly’s liability. It is
well-known that jurors who hear testimony related to damages are more likely to hold a
defendant liable. Bifurcation ensures that evidence related damages will not improperly
influence the jury’s liability determination, a result that the State embraces, even while it
recognizes that bifurcation may have the effect of making its own liability case more
difficult to prove.”).

47

Id. at 8-9 (“[if] Lilly escapes liability, the Court is spared the need to hold any trial
on damages, and the parties will not need to expend huge sums to develop an analysis of

thelS_taxe's Medicaid database or present much of the expert testimony that they presently
anticipate offering in this case”).
*  ALASKA RULE OF CIVIL PROCEDURE 42(b).

® Memorandum in Support of Bifurcation at | 1.
State of Alaska v. Eli Lilly and Company C
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that Zyprexa is defective,

that Lilly failed to issue adequate warnings about Zyprexa's defects,

and

that Lilly’s marketing and labeling of Zyprexa involved numerous
= s N 50
unfair and/or deceptive acts.

Dismissal of the State’s design-defect claim merely simplifies the first two prongs of this
rubric: now the State will endeavor to prove, not that Zyprexa was or is defective in
design, but that (1) Zyprexa “posed a risk of injury to people who used the drug in a
reasonably foreseeable way” and (2) Lilly failed to issue adequate warnings about that
risk.’’ The nature of the proof that the State will present to establish these simplified
claims is not fundamentally different from the nature of the proof that it believed it
anticipated presenting in support of its design-defect claim,”” and it of course remains
true that “the State’s threshold liability case does not depend on any analysis of the
state’s Medicaid database and [can] be judiciously established at . . . trial in March

2008.7%

50

Id at3.
5" See State’s (Proposed) Jury Instructions And Verdict Form at Proposed Instruction
No. 23 (Feb. 4., 2008); Cf. Lilly’s Trial Brief at 8.

52

h See Memorax?dum in_ Support of Bifurcation at 4 (“To prove its liability case on
dcsxgn (?efect and Lilly’s failure to adequately warn, the State will rely on the testimony
of Lilly’s employees, the testimony of experts, and evidence of Zyprexa’s labeling.”).

53

=7 Id at3.

In its Order of Feb. 19, the Court also invited the State to address the effect that its

opposition to Lilly’s “pending in limine motion to exclude evidence relati inti
pending i i elating to plaintiff’s
damages and economic injury” has on merits of bifurcating trial. By withdrawing its

State of Alaska v. Eli Lilly and Com
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It should be clear, then, that Lilly’s present suggestion that dismissal of the State’s

desien-defect has somehow “diminished” the possible efficiencies and advantages of

bifurcation is entirely unfounded.® Indeed, far from being a bona fide objection to the
merits of bifurcation, Lilly’s present motion seems plainly to be but the latest in Lilly’s
long series of legally unfounded efforts to avoid trial. As the Court’s files reflect, Lilly’s
present objection to bifurcation represents at least its seventh attempt to avoid having to
present a defense to a jury composed of Alaskans:

Though it had no legal basis for doing so, Lilly removed the case to federal

Court and then opposed the meritorious motion to remand.

When this Court asked Lilly a year ago to propose a trial date, Lilly’s
counsel declined to propose any date.

After a trial date was set, Lilly made repeated efforts to extend pretrial
deadlines, which would have had the effect of requiring the Court to vacate
the date.

Simultaneously, Lilly made onerous and irrelevant discovery demands, in
which its only apparent motive was to delay the trial.

When it appeared that discovery issues related only to specific causation
and damages could not be resolved before March, Lilly vigorously opposed
this Court’s suggestion to bifurcate the trial, despite the fact, if Lilly is
innocent, bifurcation is plainly in its best interests.

Fin_a!ly. after the Court nevertheless ordered a bifurcated trial, Lilly
petitioned the Alaska Supreme Court to review the bifurcation order; the
Supreme Court denied the petition.

Opposition to Lilly’s motion to exclude, the State ho, i i
( ] y pes to clarify that it has
intended to present evidence of the State’s damages during the first phase of trial g

54 .
See Motion for Reconsideration at 7.
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Lilly’s strategy of delay and avoidance is consistent with its nationwide litigation

practice, which inexorably leads to one end: every time that a Court has refused to give in

to Lilly’s delaying tactics and has ordered it to prepare for trial, Lilly has settled the
claims. Of the thousands of claims that have filed, Lilly has tried none.

In this case, the time has come for the parties to go to trial and Lilly has offered no
valid reason for the Court to indulge its latest request for delay. This Court should adhere
to the plan that it sensibly adopted in November. Lilly can, as it has in the past, avoid a
trial if it elects to settle this case.

D. VACATING TRIAL AT THIS LATE DATE WOULD IRREPARABLY HARM
THE PARTIES.

Finally, it should not escape the Court’s attention that any decision to delay the
first phase of trial at this late date will cause irreparable harm to the parties. Trial is now
only 10 days away. Members of the State’s trial team — composed of lawyers, paralegals,
secretaries, technicians and jury consultants from many different states — have finalized

their travel plans and are now arriving in /\nchorage.55

The State has spent $20,000 to
reserve lodging to host its trial team, and the parties have each assembled rooms at the
Hotel Captain Cook, complete with computers, copiers, audiovisual hardware and the

myriad other equipment needed for trial.*® Lilly’s last-gasp attempt to reschedule trial

ignores these costs entirely, yet they in-and-of-themselves supply the Court with an

e = C e R

*  Affidavit of Clyde E, Sniffen, Jr. at § 3, filed herewith.
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additionally sufficient basis upon which it can deny Lilly’s request: Lilly’s motion

ignores the fact that the Court’s bifurcation order is a bell that cannot now be costlessly
unrung.
CONCLUSION
Lilly’s eve-of-trial “Motion in Response to the Court’s On-Record Comments™
provides the Court with no basis to reconsider either (1) its discovery rulings or (2) its
bifurcated trial plan. The motion is untimely, misleadingly titled, and meritless. It
should be denied.
Dated this 21st day of February 2008.

FELDMAN, ORLANSKY & SANDERS
Counsel for Plaintiff

w4

Eric T. Sanders

Alaska Bar No. 7510085
William D. Falsey
Alaska Bar No. 0511099

56

Id.
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Page 2
PROCEEDINGS
THE COURT: We're on the record in case
number 3AN-06-5630 civil, State of Alaska versus Ell
Lilly and Company. Present in the courtroom we have
Mr. Sanders, Mr. Sniffen and Mr. Steele for the
and Mr. Jamieson and Mr. Brenner for the

And then do we have some people in front?
UNIDENTIFIED SPEAKER: No, Your Honor.
THE COURT: I had a list of other people
were here. This is the time set for oral
lly's motion for summary judgment.
nner, are you going to argue this?
: 1am, Your Honor.
THE COURT: Just a couple of preliminary
things so that the parties are aware. Yesterday, I
ived the expedited motion from Eli Lilly asking for
tal brief given that the state
xhibits in opposition to the

ntal exhibits, so 1 didn't do anything about
ed we would deal with it today,

Page 4 ||
told them that every prescription was a violation of the
UTPA because the package insert was - (indiscernible)
- so they are simply factually incorrect on that point.

And we could provide the court with the
discovery to responses of the court, which is -~

THE COURT: Well, if that's the case, why
did you need to file a supplemental exhibit instead of
filing this stuff with your brief if it was so clear and
obvious and this Is what you were relying on?

MR. STEELE: We were ordered to by Judge
Hensley to provide a further answer. We had not, at the
time we filed our brief, provided the further answer, so
when we provided the further answer, which relterated
the position of the state that every prescription was a
violation, we thought it wise to attach that as well
since It sets out at some length what we claim to be
violations as well as accompanying exhibits that
document the violations.

And since motions for summary judgments are
to be dedided, among other things the interrogatories,
we thought it wise to have those before the court.

THE COURT: I will allow the supplemental
brief. When do you want to file it?

MR. BRENNER: Your Honor, we could file it
on Thursday, If that's useful.

Page 3

Those exhibits did come In this morning and

re read those exhibits, although I had about five or
tes, so I can't really say I have looked at them
hard, but I sort of have a flavor.

What is the state's position on the
supplemental brief?

MR. STEELE: Your Honor, we don't think it's
necessary. The prindpal issue that they raised on the
supplemental brief is that somehow they did not know
until last Thursday or Friday that we would claim that
every prescription that was written that was accompanied
by a package insert, as they all are --

THE COURT: Mr. Steele, I'm going to tell
you that I was 2 little surprised at that, and it may
affect what I do in this case significantly, so do you
want - are you going to oppose them filing a brief?

Do you want a chance to file something and
they file something. And I will let everybody know
after Thursday. I'm gone until the 19th, so the time of
doing this is — there is no point in getting it in by
Friday because it won't get read until the 20th, or the
weekend of the 16th at the earliest.

MR. STEELE: The first point I would make,

Your Honor, is that they are factually incorrect. On
December the 20th, we filed supplemental responses that

Page 5
THE COURT: It's not. I don't want anybody
to have to -- I realize I'm dealing with at least one
large firm and that they can do things in different ways
than smaller firms can do, but there is no point for
people to work late into the evening given that it won't
get read until I get back from vacation, so -
MR. BRENNER: Would a week from today be
appropriate, Your Honor?
THE COURT: Sure. That's fine. Why don't
— if they file a supplemental brief by a week from
today, it will be the fifth. How about the 12th?
MR. BRENNER: The 12th will be fine.
THE COURT: And then it will be waiting for
me when I get back. Why don't you go ahead,
Mr. Brenner.
MR. BRENNER: Very good, Your Honor. If
Your Honor please, as this motion was originally
submitted, the bulk of it was directed to the state's
design defect claim; the assertion that Zyprexa's risks
outweighed its benefits and in effect should never have
been marketed at all.
As discovery proceeded, it became clear that
the state had no proof in support of that claim.
Everyone from former commissioner Gilbertson on down — |«
THE COURT: That claim is gone. All we have

PACIFIC RIM REPORTING 907-272-4383
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page 6
left in this case now, am 1 correct, is the warning
claim and the UTPA claim?
MR. BRENNER: Yes. The UTPA claim is
parts, a claim for civil penglties, a
UTPA and then compensatory damages

THE COUR
MR. BRENN
le state's claim
vil violations portion of the UTPA
has already alluded to the fact the
S mission on Friday, and the state has
set out basically two grounds in opposition to our
motion.
One, that every prescription was a violation
of the UTPA. 1 think that Your Honor has allowed
that. That's probably an
or another day.

m a little concerned about

se law and those kinds of things, but we're
of time for arguments for another day before

Page 8 |

Those are the brief, and I would describe f
them as pretty cryptic notes of contacts between Lilly
sales representatives and doctors.

They are not self-explanatory, Your Honor,
and the problem with them as we see, certainly on our
motion for summary judgment is, they have been offered
without any affidavit or deposition of anyone who was
party to the conversation.

And without that, counsel for the state can
give their interpretation, I can give my lnterpreiaﬁqn,
but there are respectfully no facts of record that will
tell us what the notations mean.

You are left to draw Inferences based on
oral argument. We would respectfully submit that's not
the appropriate method for defeating summary judgment.
And if we're right in that assessment, then Lilly should
be entitled to summary judgment on that claim.

Turning to what I'll call the other two
clalms for compensatory damages under either --
(indiscernible) -~ failure to warn count or the
compensatory damages provision of the UTPA.

Under elther cause, the action the state has
to prove proximate causation. It has to prove toa
different warning, if the waming was in fact
inadequate, that a different warning would have altered

WK
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page 7
MR. BRENNER: Very simply, under the 551
ims, State of Alaska seeks to penalize Eli Lilly and
Company for using the FDA and mandated and approved
product Iabel that it had to use pursuant to federal

resents ssic issue of conflict
ther it is two sovereigns debating over

rse of conduct of a defendant has to be.
And unlike the products liability context where this
preemption e is now currently hotly debated, this is
an instance where a state is seeking to penalize a
defendant.

That is, well overstating it, that's an
issue of constitutional proportion. It's a preemption
issue. Embedded with that is so-called exemption within
Alaska's own UTPA that provides that while another state
or federal agency regulates the conduct, there is not to
be enforcement under the UTPA, and that's what we want
to advance in the brief that will be submitted to Your
Honor next week.
The other thing that the state did in

©Opposition to this portion of the motion was to submit
these records that, Your Honor, I think indicated he had
a chance to look at very briefly. These are the
so-called call notes,

Page 9 |1
prescribing physicians' conduct, it would have ylelded a
different result.

With respect to the state's claim that Lilly
promoted Zyprexa off-label, meaning that it improperty
promoted the drug for other than its FDA approved
indications, under the UTPA, as we understand it, the
state will have to show that doctors relied on some
specific misrepresentation.

That is the proximate cause element of that
claim. The state has no such proof under either prong
of their test. The state's basic position has been, as
we understand it, that they don't have to provide such
proof, that they can use some form of aggregate
evidence,

That was addressed, at least in part, in the
very early stages of this case. 1 know look at Your
Honor's July 2007 order, as I read it, the court
basically declined to rule on that until discovery had
unfolded.

We think the arguments we made then still
preveil today and we have offered you the most recent
case from the Southern District of New York, the Rezulin
case, which we think is the most closely on point case
that we can find, because it is a mirror image of a

claim brought by the State of Louisiana essentially
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Page 12
1 proximate causation, again, the state doesn't really
2 deny that there is a proximate element.
3 What it says is well we are — !
4 (indiscernible) -- it in places where adequate wamnings
S
6
7
8

Page 10
dentical in its daims.
THE COURT: Well, it's not. I mean,
ouisiana — the state characterizes that case as an
were produced Zyprexa use declined.
As I have read the materials in this, they
have offered no such proofs that that happened in
d they can correct me Alaska. What they have offered to the f:ourt are twg
it's an over-pricing case and 9 things; @ memo from a Lilly reprtf_ﬁenlamye making his
t. G 10 personal observations about the impact in Japan of 2
11 warning change there, which Is unlike any wamning change
12 that was effected in the United States; and a report of
13 one of their experts, Dr. William Washing (phonetic),
14 who wrote In his report that an adequately Informed
15 physician would not have used Zyprexa first line,
ould respectfully disagree 16 meaning wouldn't use it first out of the box.
tion. Judge Kaplan starts out by 17 Well, at deposition, Dr. Washing recanted
s of stvswa':a as seeking 18 that. That's in our papers. He answered, "Sure, there
expenses incurred by Medicaid | 19 are patients for whom he would use it first line."
20 And, secondly, Dr. Washing doesn't say
with the 21 anything about use of Zyprexa second line, and we know
i and reimburse prescriptions that 22 that that happened in Alaska, even from the somewhat
have been written. Again, that is 23 limited data that the state has produced to this point.
esse: verbatim tracks the claims with the State of 24 In the world of schizophrenics and atypical
Alaska here. 25 or even typical antipsychotics, often the first one

e than that.
at. They say,
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Page 11 Page 13 |
doesn't work. We know that patients who fall on a drug |!
like Risperdal or Saraprol (phonetic) and were then put
on Zyprexa, that Is some portion of the punitive claims
before Your Honor. So none of the expert proofs
addressed that point.

With respect to the UTPA dlaim, the same
arguments apply. We submit that you have to show
individual alliance by physicians, that the physician
read the waming, that he or she took It into account,
and that a different warning would have yielded a
different outcome, they wouldn't have prescribed, they
would have done something different.

That's pretty much black letter law in the
world of pharmaceutical products cases,

With respect to the state's claim that Lilly
promoted off-label and that therefore some people got
Zyprexa who shouldn't have, that, we think, is
fundamentally a case — requires a case-by-case
analysis.

How wiil you know whether a particular
patient received it off-label unless we know all the
details of that patient's treatment. And that, of

And there, Louislana, like Alaska here,
argued that the pharmaceutical manufacturer had misled
the entire medical community. And Judge Kaplan said
that Is quintessentially a fraud on the market theory,
which he found, s many courts have, not applicable to
anything other than the —

THE COURT: But there is two parts in what
he says. He says they argue they are entitled to
recover because defendants misled patients and the
medical community concerning the safety and efficacy of
Rezulin, In consequence of which they claim Louisiana
was called upon to reimburse for prescriptions that
otherwise would not have been written,

That sounds to me like this case - at
prices they would otherwise not have been charged. That
doesn't sound to me like this case.

MR. BRENNER: Clearly, that's — Your Honor
ST but I would submit that's in addition to the
other two elements, which I think are all fours with
Alaska's claim here,

So we reassert, Your Honor, with this new
authority that this entire 2ggregate evidence approach
really §hou\c not be adopted. This is just more course, the state has successfully resisted In terms of
authori t? consider in remedying that issue. making any of those disclosures, a

With respect to the nuts and boits of That's fine that they have, and we
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ons are so vague 3

e to try to help

threshold that
there is
ny message, any
ription in Alaska

quacies were
they didn't warn the

Page 16 |’
of the problem and that, you know, maybe it was on the
internet, I don't know, that physicians — there would
be some physicians that may In fact have taken that into
account and had everything that was supposed to be
disclosed been disdosed in the labels, some physicians
would have said, "Yeah, I knew this already"?

MR. BRENNER: Yes, Your Honor. In fact,
that's essentially the testimony of Dr. Hopson
(phonetic), who Is the medical director at API, that he
was aware early on that Zyprexa was associated with
weight gain, and he was aware of that from his own
practice, and that today Zyprexa is used without
restriction at APL

Today, API has patients Involuntarily
treated with Zyprexa. Sometimes the attorney general's
office has gone to court to get orders to require use of
Zyprexa.

I hate to put on a hypothetical, Your Honor.
It's actually a fact item we are seeing in the
multi-district litigation. You have a physician who s
treating a patient with Zyprexa. The patient suffers
significant weight gain.

The doctor says, "I think this is caused by
Zyprexa. I have seen this before. I'm taking her off
Zyprexa." The patient's condition then worsens on

Page 15
BRENNER: That is certainly the first
on't get anywhere unless they can show the
was inadequate, but that is separate and

Oom proximate causation as it plays out in
these cases.

You have a myriad of different situations,

You have doctors who never look at the fabel, That
1appens sometimes. You have doctors who - let's look
t weight gain. Although weight gain was in the

from day one, the state asserts it was

quately disclosed.

But you had many, many doctors early on who
believed because of their own experience, because of
continuing medical education, because of discussions
with their colleagues that Zyprexa was associated with

and they took that into account in their

O YOu are saying even - there

Id be proof, you bel eve, if individual physicians
were questioned that even though, assuming that the
facts they say are true for the purposes of this
discussicn, that in fact there were things known to
Lilly that weren't discdosed and were in fact
deliberately not disclosed, that the medical community,
by seminar, gossip, whatever method, kind of was aware

PACIFIC RIM REPORTING 907-272-4383
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another drug and comes back and says, "Really, the
Zyprexa works. We can deal with the weight gain."

He counsels the patient and decides, "We
understand there is this risk of weight gain, but for
you, this drug was so efficacious we're putting you back
onit."

My point there, Your Honor, is not so much
that there are myriad fact patterns, there are, but that
that's why the state's approach that we can fill some
kind of aggregate proof, some kind of gross analysis
proximate causation, we think can't be done, It just
cannot be done.

THE COURT: Let me ask Yyou, and I want you
to be free to be critical of me, up until now, my
approach has sort of been I'll deal with the summary
Judgment motion as a summary judgment motion,

If there are material facts, there are
material facts, and summary Jjudgment should be denied,
As I'm sure you are probably aware by now, materia)
facts in Alaska don't take very much,

But on the other hand, my intention has
always been that when I hear this expert testimony, if
the expert testimony doesn't get you -- doesn't get --
doesn't deal with the issues that Yyou are talking about,
then that's the subject after T have heard the evidence
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how 1 think you characterized it.

If I have got it wrong, let me know why, but
that's one thing I would like to talk about. I \_fvould
like you to talk about Judge Weinstein's} dedision that
you talk about, and as I read that decision, there seems
to be a lot of discussion about what individual doctors
or individual patients claimed.

And I realize that's not a -- he doesn't
seem to be dealing with a state claim like this one, but
It certainly suggests that what individual doctors would
have done and wouldn't have done.

And then lastly, and maybe even firstly
because I'm telling you - I will tell you right now I'm
troubled -- I would like you to talk about, as I
understand it, the way Zyprexa is utilized, there are
several ways,

It can be used as a first-line drug for
conditions that -- there doesn't seem to be a lot of
dispute what people should use it for. The question is
what are the side effects and whether the risks and
benefits of this particular drug, for a particular
patient, is worth using.

Then there is people that you have tried a
different drug because perhaps you thought that the
risks of Zyprexa, for those same conditions, the risks

1
2
3
4
6
7
8
9
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t and the evidentiary standards, but even
stendard, there has to be some facts.
I k the case — (indiscernible) - that said more
than a scintilla
I would argue we even have that
If the crux of proximate cause in this
i ly is, and s here, is

physician, the record is

because of that absence of proof, either
t of the strict liability dlaim or of the
iabel promotion, UTPA daim, the state's proofs
fail. And we would respectfully submit that Lilly is
entitled to summary Jjudgment.

Thank you, Your Honor.

MR. STEELE: Before I address the court,
would it be all right If 1 asked does the court have any
Questions of me?

THE COURT: Well, 1 do actually, First, I
would like you to talk a little bit about the Rezulin
<ase. In particular, You characterize it — again, I
think I previously in this discussion characterized it

PACIFIC RIM REPORTING
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of Zyprexa were too great or another drug might be a
little bit safer or more effective, and it turned out
not to be, that it didn't give the relief that the
parties wanted, and so now You are moving onto a second
drug or third drug of choice despite risks because the
first drug hasn't been used,

Then there is the what you call the off
market uses, which I'll say there is a little more
contraversy perhaps as to whether or not Zyprexa would
be used for that kind of thing, and kind of — [ guess
with all of those things, there is a question of what
are the risks that a doctor would consider and warn a
patient about and did Lilty adequately advise people
about that.

But then there is the issue of what doctors
would have done had they been adequately advised, Would|
they still have used the drug or did they know about it
already, We had that conversation with Mr. Brenner
about that Issue,

1T guess one question T have for you is; Is
there any indication in the discovery so far about how
many of what kind of uses we're talking about or don't
you know, and then, secondly, which I Suppose is the
elephant in the room, if there are all of these uses and
all of those possibilities and the state is now claiming

§ (Pages 18 to 21)
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So take them In whatever order you want.

MR. STEELE: Thank you. It's a little bit
like going to the Academy Awards; You can prepare a
speech, but you are not sure You get to give it,

THE COURT: That tends to be how oral

with me.

I'have got a speech. The
speech addresses €every one of the issues that you
raised, and if I forget one, perhaps the court would be
kind enough to prompt me,

Let's start with Rezulin first, Rezulin is
not related to our theory. The case that we are
pursuing Is not a fraud or misrepresentation case, so we
started out with a fraud Or misrepresentation case.

If the court will recall on Your memorandum
Or your order that was written with respect to our offer
of proof; in other words, how we're going to prove the
Case, that was number five, and that has since been
dismissed,

THE COURT: Yeah, but don't you — I mean,
here is what Judge Kaplan says the Rezulin case — what
Louisiana was arguing,

They argue that they are entitfed to recover
because defendants misled patients and the medica|
community conceming the safety and efficacy of Rezulin,

PACIFIC RIM REPORTING 907-272-4383
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Isn't that what you are saying --

MR. STEELE: Itis.

THE COURT: — as for Zyprexa? And then go
on, It says in consequence of which Loulslana was called
upon to reimburse for prescriptions that otherwise would i
not have been written.

Isn't that what you are also asking? And
then there is language at prices that otherwise could
not have been charged.

So Isn't three-quarters of Judge Kaplan's
description of what Louisiana is claiming the exact same
thing that you are claiming In this case?

MR. STEELE: Or at least two-thirds.

THE COURT: Okay.

MR. STEELE: The answer to that is "yes,"
and as to why he dismisses the other two claims, he
doesn't say, and, of course, a federal court decision in
Loulslana is not binding on the Alaska court.

And if they don't offer any reasoning as to
why they did what they did, it's not particularly useful
In answering the question. The theory that the court
Invalidates is one that goes to essentially the last
claim for damages, and that is the fraud on the market
theory.

Lthink if we pursue this sort of in a

Page 25 {
logical order it will become clearer. We don't have a
fraud theory with respect to liability.

We don't have a fraud theory with respect to
cause. We don't have a fraud theory with respect to
damages,

Now, what Is fraud on the market? Fraud on
the market is - it's an element skipping case, In
other words, typically if I'm trying to prove fraud,
what I would have to do is T would have to prove that
the defendant made a fraudulent misreprescntaﬁon, that
I relied on the fraudulent misrepresentation and acted
upon it and I was damaged, right?

Fraud on the market allows you to skip the
second efement, that is that you relied, you
specifically relied on the fraudulent misrepresentation,

The theory was in securities is that the
defendant goes out, makes fraudulent misrepresentau'ons,
that is picked up by the market, that inflates the price
of the stock, and everybody, whether they relied or they
didn't rely, pays the higher price for the stock.

Now, what the Louisiana court js saying Is
You can't import that element»skipplng Caseinto a
pharmaceutical case,

THE COURT: And why does he say that?

MR. STEELE: Because when you are buying

7 (Pages 22 to 25)
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other drugs that you think might have less
be better and whether they would work or

would all be
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physician? Do you have to do that in order to prevail
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on any cause of action in Alaska?

The answer to that js you do not. Under
45.50.551(b), there is no cause requirement, period.
45.50.551(b) is like traffic ticket liability. If you
go faster than the speed limit, even if you don't hit
somebody, you have got to pay the fine.

If in Alaska you gooutandas a
Corporation, as a business, you 90 out and you make
Misrepresentations that are prohibited, you get the fine
whether it causes anybody to do anything at all,

THE COURT: Doesn't there have to be an
ascertainable loss?

MR. STEELE:

THE COURT:
talking about.

MR. STEELE:
requirement.

THE COURT: So You are talking about the
state acting as parents patria as opposed to the state
suing as an individual?

MR. STEELE; Absolutely,

THE COURT: Okay.

MR. STEELE: Soin other words, to unconfuse
ourselves in this context, what we have got to look at
IS what's the Alaska Jaw on the causation Issue?

That is under 531(a).
Okay. I know what you are

Under 551(b), there is no cause

PACIFIC RIM REPORTING 907-272-4383
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Louisiana law on the causation issue may be
that you have to have specific reliance by a specific
doctor in a pharmaceutical case. Tt probably is, at
least what I can infer from looking at the case.

But that's not the deal here. The deal here
is under 551(b), no causation requirement. Under
531(a), ascertainable loss, which is defined in the
Alaska pattern jury instructions, and I'll get to that.

And then under strict liability failure to
wamn, according to the Alaska Supreme Court, the conduct
of the defendant needs to be a substantial factor in
bringing about the injury. Okay.

It's not the substantial factor. It's not
the only substantial factor. It's a substantial factor
in bringing about the loss,

The Alaska Supreme Court or the appellate
courts have never held in Alaska, that in a failure to
warn case involving pharmaceutlcals, that specific
doctor reliance is required.

The case on point is Shanks. If the Supreme
Court wanted to say that in Shanks that you have to show
that, but for the misrepresentations of the company, the
doctor would not have prescribed the medication, if they
had wanted to make that an element, they could have made|
it an element.

Page 29

And T would agree that in some jurisdictions
itis, but it's not in Alaska. It has to be a
substantial factor, and I get to how you would show
It's a substantial factor.

THE COURT: And also how you will deal with
ascertainable loss under --

MR. STEELE: Yes,

THE COURT: Okay,

MR. STEELE: Yes.

THE COURT: Go on,

MR. STEELE: So Rezulin doesn't have
anything to do with this because it's not our theory,
It's not our theory most: significantly on the Ccausation
Issue, which is what we're talking about here,

Different — we have different causes of
action than they had in Loulsiana, we have got Alaska
UTPA, and Alaska failure to wam, and because we have
different causes of action, there are different elements
to prove, and that is true with respect to the Causation
Issue.

So let me get to one point that Is bothermg
me, and that is this; This case is bifurcated, This
case is bifurcated, and the court's order Is the trial
on liability will commence on March the 3rd,

Trial on the issue was Causation, which js

8 (Pages 26 to 29)
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And at that point in time, we will put in
sufficient evidence to create a triable issue of fact,

But we're not there yet. Clearly, we're not there yet
because discovery is ongoing with respect to causation
issues,

Now, currently, the theories that we are
pursuing is, as I have said, they have violated Alaska
UTPA 45.50.471, so we're saying that the things that are
enumerated there that Alaska says you can't do, they
did.

If you violate 45.50.471, then you are
subject to penalties under 45,5 .551(b) and 45.50,531.
Under 551(b), no Causation. Under 531(a), it's
ascertainable loss,

Now, since we're in Alaska, it would behoove
everybody and behooye really to ook at what the statute
requires with respect to 531(a). And they are plain,
fiat wrong in their statements to the court this moming
about what it requires,

They are Wrong as a matter

ska pattem jury ins
0.04, a
This is an ascertainable loss, T
Putin the State of Alaska so that it makes sense,
“You have to prove that the State of Alaska
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suffered a loss of money or property If the State of
Alaska received something other than what the State of
Alaska bargained for. The State of Alaska's loss Is
ascertainable if it is measurable, even though the
precise amount of the loss is not known."

Now, the comment which was produced by the
committee that was appointed by the Alaska Supreme Court:
goes onto explain what they mean by this, and this is
what they say:

“Given the opportunity for full review, it
seems likely that the court would construe ascertainable
loss, as other courts have done, to mean more than
simply loss of money.

Other courts have found that ascertainable
loss Is a standing requirement, which like the rest of
the act, must be liberally construed, and that the
plaintiff suffers ascertainable loss whenever he or it
receives something other than what was bargained for,
whether better, worse or simply different."

Now, that is our favorite Rezulin case,
which is West Virginia Rezulin litigation. And there [s
no doubt that with respect to Zyprexa, the State of
Alaska received something different than what was
bargained for,

What they got for their money was a product

Page 33
that Lilly was Systematically misrepresenting to the
people who were prescribing it so that we would have to
buy it.

So there is under 531 —

THE COURT: Run that by me again because I'm

rouble with it, 1 mean, I would think that what

e of Alaska bargained for was that they would
pay for the prescriptions under, is it Medicaid or
Medicare, Medicaid that doctors prescribed,

And don't we still get back to if the
doctors still would have prescribed it, o
No quote, unquote, "truth,”
they bargained for?

MR. STEELE: Not atall. Ican get back to
that point when 1 talk a little bit about what Lilly's
scheme is, but what the State of Alaska js bargaining
foristo geta product that is -

THE COURT: 1 mean, just to interject
another thing is how You can say they didn't get what
they bargained for if now having had this scheme
uncovered they are stil| paying for, asking that it be
used,

Mr. Steele tells me, I'll zssume that it's
true, that when in some of those involuntary medication
things, the state comes in and says use Zyprexa,

_ 9(Pages 30 to 33)
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and/or dealing with it so that it does not cause d_amage
by alerting the patient so that treatment can begin
early or the medication can be stopped. .

So the point is not just should you give
people statins or should you give people Zyprexa? The
point is that it should be given with appropriate .
warnings so that you can take the appropriate action.

Now, what happens is they go out and they
lie about — what they do is they under sell the risk
and they over sell the uses of the product.

That's what they do. That's what this
scheme is about. Why do they do it? They are doing it
for the reason. They want to sell more of the product.
They want to sell more of the product to who?

They want to sell more of the product to the
State of Alaska. 70 percent of Zyprexa is bought by the
State of Alaska. Of those 70 percent that's bought by
the State of Alaska, about 37 and a half percent of
those prescriptions are not only off-label, they are
outside of compendia.

There are compendia. The compendia tell you
what the off label recognized uses are of the drug.

In order to be reimbursable under Medicaid,
you have got to fit within either the approved
indications by the FDA, or one of three recognized

either avoiding diabetes by changing the medication

PACIFIC RIM REPORTING 907-272-4383
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So what we are saying with respect to
warning is forewarned is forearmed, so what the counsel
Is now and what has been going on since October of 2007,
is if you are considering giving somebody a powerful
psychotropic drug, then into the mix you have to weigh
the risk versus the benefit. And now you know what the
risk is accurately; before, you didn't.

And number two, if it is appropriate, and
most of the time it is, then what you need to do is you
need to, number one, give them an informed consent about
what the risks of the medication are, and now that you
know what those are, you can. Let them dedide if they
want to take it.

Number two, monitor them appropriately. If
they need a fasting blood glucose, give them a fasting
blood glucose and then monitor intermittently. If they
are at risk for dysiipidemia, check their cholesterol.

And tell them to be on the lookout for the
signs of diabetes, so diabetes carries with it signs or
Symptoms that the patient can be alerted to, and if
those pop their head up, then what you can do is you can
deal with them,

And there are many ways to deal with them,
We are not helpless in this day and age in terms of

how it works: Tn order to have a Medicaid Pprogram, what

Page 37 |,
compendia. 37 and a half percent of the prescriptions
that are written in Alaska fit with neither.

What Alaska thought they were paying for was
reimbursable uses of the drug. What Lilly did is they
went out and they promoted the heck out of
non-reimbursable uses of the drug and we pald for it.

What we thought we were getting was
reimbursable uses of the drug. What we got was
non-reimbursable uses of the drug, and we paid for it
and we want our money back.

So of course, we got something different
than what we bargained for.

THE COURT: Explain that to me, 1 realize
this is argument and not evidence, but explain if you
are only supposed to pay for recognized - uses
recognized by the FDA or one of these three compendia,
how is It that the state paid for things outside of
these three compendia?

MR. STEELE: That's the way it works here in
Alaska, and that's the way it works most places. We
have a Medicaid department that is what it is and has
the resources that it has,

And they do not have the ability to deal
with this particular issue and they don't. So here is

10
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Under the strict liability failure to warn, {
there is a comparative fault Issue. We have to prove
it's a substantial factor. I they want to say it's
somebody else's fault, they can doit.

So If they want to, they can do It, but,

Jook, one of the things, one of the issues that we have

briefed, Your Honor, is, look, if somebody comes into

yours jurisdiction and they behave obnoxiously and they
ao&xt their warning and they promote the drug for

all kinds of things that they Kknow it's not useful for

— let's assume my hypothetical.

Okay. That's what they do. They lie about
your risk of getting @ life-threatening disease that
will either kill you, cause you amputations, cause you
to go blind. They lie about It. They do ita lot.

They talk to every doctor In the state. They send drug
detail people in there sometimes 20 times a month.

And In addition to under selling the risk,
they lie about what it's good for, and they tell them
t's good for this, and it's good for that, and they
know it's not good for that.

So that's my hypothetical. They are lying
about it. They are lying about the deadly disease and
they are saying pass this stuff out like candy. All
right.

Page 39
THE COURT: That's my hypothetical. Idon't
ether it's effective or not, and that's my
cal, is that - and then the question will
become how do individual patient whether
these non-compendia losses that you - ascertainable
that you are asking for compensation for gave the
patient no benefit or whether it gave the patient
appropriate benefits and whether it fit within the
compendia or not as prescribed by a doctor who continued
to use it seeing that it benefitted the patient?
STEELE: In part, that's a Dalbert
question, but let me give you an exampie. It'salot
easier if we take an example.
One of the things that Lilly did is they
came along -
THE COURT: Let me ask you another question
with that, which may get 2 little far fetched, but 1
think it gets to some of the concerns [ have.
Under this theory, does Lilly have the
o bring in the doctors and the patients
for subra of some sort?
MR. STEELE: Well, they can daim — in
cmgf words, it depends. Under the UTPA, under 531(a),
under proving ascertainable loss, it's not a comparative
fault problem.
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So you go, well, let's see. How do I get
out of this If I'm the defendant? The way that I get
out of it is I say we have got to depose every single
doctor and every single patient in the state because
they know we can't do it. They know that It makes it
too onerous.

That's why, discussing Judge Weinstein's
case, Judge Weinstein says when you have got a
sophisticated, broad-based scheme, statistical proof of
causation or reliance is appropriate because otherwise,
like in tobacco, you leave people without a remedy.

That's why. That's why it has to be done
that way. Because as a matter of policy, they should
not be allowed to come into the state, pull off a
pervasive scheme that was better planned than most wars

THE COURT: But the problem, the big problem
I'm having is there is so many ways I'm hearing that
this drug can be used and so many purposes.

1t can be used for FDA-approved things and
the doctor might choose it as its first line drug. They
could be used for those reasons as a second or a third
or fourth I suppose line drug where you are willing to
take more risks because the first-line drugs with less
risks having been used.
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the other ones and may be the same. That's the metaphor that they LB
How, without knowing what a doctor used the and over and over and over again, | y?J ool
i ? call notes, they are talking about I talked to the
drug for, can you separate any of those’ Z Ees L e eds s
MR. STEELE: We know what the doctor used doctor about Donna. I told him that Do
gentle, safe and effective psychotropic.
THE COURT: But don't you have to talk to Well, that is @ total m);k. 1f you take
the or as to do you know whether the doctor - the head Lilly people and you sit t]t‘aem down and you
ird or fourth? 11 describe Donna to them and say, "Does Donna n_eed
you do. Zyprexa? Does she need a powerful antipsychotic that
may cause her to get diabetes," they will say, “No way,
dicaid data Is voluminous 1 no way." ]
e doctor is required by law 1 And do you want to be giving drab housewives
patient for. They are 1 a powerful and expensive antipsychotic for something
ase ng. 17 where Zyprexa Is in no way thought to be effective by
he Medicaid data that anybody and risk giving them diabetes, but that's what
these guys are doing.
0Oh, no. They have In large So, you know, if you jook at what they do,
1n other words, there is it's a situation where they develop a battle plan, they
hey can look at what the 1CD9 develop a plan of action. Sowe have got Zyprexa, H
ent was being treated for, what primary care strategy and implementation overview, what
being treated for and what they are doing Is this: The psychiatrists are
prescriptions they were given, how long they were given relatively sophisticated with respect to the uses of

the drug for.
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the prescriptions for. antipsychotics.
The stuff that hasn't been produced s stuff Primary care physicians are not. They are
that an expert that they said we would like to have this more naive. They don't treat very many people in that
and look at it and see if it's helpful, that's a big category, and they are scared of powerful
pile of stuff, and I think it's being Fed-Exed today. 1 antipsychotics.
think that's the day we — the 30th is the day we agreed So since there is only so many
to do it. I think it will get there on the 30th or the schizophrenics and only so many bipolars in this world,
31st. how are we going to sell Zyprexa and make up for the
So you can tell from the data what the fact that Prozac is going off patent and we are losing
doctor is doing by looking at the disease our big money drug? Well, we are going to sell the heck!
classification. And you can know what it is that he out of Zyprexa to primary care physidans.
presaribed, and you can know what he prescribed before. So what do they do? They implement the
So if the patient was on Rezulin, it will strategy, and they implement it right here in Alaska,
appear in the records. If they are switched to Zyprexa, and their call notes prove that they did.
it will appear in the records. You will know what the THE COURT: Well, the call notes say
diagnosis is when it appears in the records, so it's not something. Mr. Brenner's point about -
difficult to tell what it's being prescribed for, which MR. STEELE; We'll get them interpreted
is why we look at the data and which is why we tabulate THE COURT: 1 mean, that's why -~ )
it statistically and describe what the heck is going on. MR. STEELE: We'll blilng in an expert that
; Now, let's take an example, okay, because states what's going on. We'll bring In the drug reps
lf;:ar: to ;alk about this in @ vacuum. Thereis a that say this is what's going on.
metaphor that Lilly used. The metaphor is Donng, the We deposed the head guy wi
fjmb housewife. And Don‘na the drab housewife shows up script and devel:l’ops this progrargn ;ndhv?ed:;\?lﬁggkm;sre
in your office and she is kind of drably dressed. She the drug reps required to go out and spout ﬂI\e le|’y
is a single mom. She has been having trouble sleeping line? Are they required to go out and say these things
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These are damage depositions, next trial

minute.
. And that's

depositions. We'll get to that later."
right, we'll get to that later.

) Discovery is ongoing. If they want to
notice those guys up, If they want to ask them those
questions, help yourself. Ican't wait. I can'twait.

Now, it may be that Jike some doctors they
will say, *I don't remember what was said." They visit
them 20 times a month, you know, every month. My God,
they spend millions of dollars sending this Army of drug

ut to read a script that they prepared in
Indianapolis.

1 don't know whether the doctor will
remember it or not, but if they want to ask a few of
these guys some questions, bring it on. We'll ask them
whether they wanted to know the truth or not.

THE COURT: Okay.

MR. STEELE: So here is what these guys did:
Because the point is they know who is buying this drug.
We buy 70 percent of it. They know it's expensive.

THE COURT: Mr. Steele, I don't want to get
too much into kind of what the version of the evidence
that I haven't seen. And I'm sure Mr. Brenner is dying
to tell me the other side of the story, but what 1
really want to focus on s the issues on summary

SomNa v s wN -

1aLhBRURNES

Page 47
can doit. Have they done it? No.
d a whole bunch of depositions set with
were Alaska physicians that I thought
be about this issue, and what they did is
p my colleague, Mr. Sanders, and said, "

they calk
i are second trial depositions. Let's cancel

Gee, U

e this. You told them
hen when you your order you can do it. If
t to defend yourself in this way, you can do it.

And the fact is, that's ng
e discovery in this area.
THE COURT: I thought there was a change in
maybe I'm g
1R. STEELE: Say it again.

THE COURT: I thought I then limited that
again, but maybe I'm wrong. Go on.

MR. STEELE: Well, what you said was Lilly
can pursue this question of ing doctors questions.
If the state needs to ask the discovery master for
reasonable limitations, the state can.

We never got that far because they set the
depositions and then they said — called us up having —~
everybody made their travel plans and said, "Walt a

, You said you

Page 49
judgment and what implications that may or may not have
for discovery and how this trial should proceed.

MR. STEELE: This address s sort of the
opposite side of your hypothetical. In other words,
were I to read this, it would become very clear to you
that what these guys did was target 60,000 prescribers
who were primary care docs.

It's a situation similar to like they get
them to gateway drugs like marijuana, you know, so it's
- this Is how you do it, you go mental disorders is
intentionally broad and vague. Provide them latitude to
frame the discussion around symptoms and behavior other
than --

THE COURT: But, again, I mean, I don't want
to get into the, as you put it, the other side of my
hypothetical. What my hypothetical is really asking is
how I know what's the other side of the hypothetical and
what's the hypothetical, and how do you know that if you
don't talk to the doctors?

MR. STEELE: They had -- we have to show
that it's a substantial factor. Causation - there is
no specific kind of cause required.

In other words, reliance is a specific kind
of cause. It's a spedific type of cause. I made a
fraudulent misrepresentation. You relied on it and you
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in Alaska, and they did the prohibited acts. It's going
to be very, very clear to everybody, because it's
obnoxious what was done here.

So 1 don't think that we have to worry
really about teeing up the causation issue until after
the first trial, and it can be teed up. And the court
is correct, if they want to tee the issue up, f they
want to depose a few doctors within reason, let them do
it and they can put in their affidavits and they can -~
if they can get a doctor to come in and say we were
warned about all the risks that were known and knowable,

d say that's not an issue, our warning is fine, if

they can get somebody to do that —

1 mean, look, to know what the risks were
what do you need? You need fasting blood glucose or
random blood glucose. Well, that test has been around
since about the 40s. You need to check for the lipids.
That test has been around for 20 or 30 years. And you
need a scale to weigh the people.

Well, it's a led pipe cinch that these guys
did not warn about the risks or — (indiscernible). And
then what they did is they misrepresented that in their
warning. And then what they did is they sent an Army of
drug reps out into the field to lie about it. And then
what they did is they generated off label, off-compendia

Page 50
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Page 51 Page 53
them out, they are successful, and then they come prescriptions to the tune of almost 40 percent in Alaska
and say, "You can't win unless we can talk at $10 and $15 a pill.
tor and the doctor will say I relied." That's what it's about. That's what the
y antithetical to the case Is about. And whether some doctor will come in and
h is a remedial statute and say, "Wow, when I wrote this prescription in 1999, 1
which under 551(2) has no cause requirement, or under didn't rely on or I did rely on what I didn't know,"
531(b) has a cause requirement that Is simply what difference does it make really?
ascertainable loss, meaning you didn't get what you I mean, that testimony, you look at it in
thought you were getting. the individual cases and it doesn't ring very meaningful
It is a very low standard. And not only to me. You have got to do it in some jurisdictions.
that, Your Honor, once you have known you have got some But, lock, promoting, marketing,
kind of ascertzinable loss, in other words, you don't advertising, it works. It's effective. We all know
have to show that every prescription was one that caused why, and it doesn't matter whether a smoker comes in and
us a loss, it just has to be 2n ascertainable loss. says, "I relied on Joe Camel.” It doesn't matter. And
Now, after we have got to ascertainable it doesn't really matter, in my opinion, here.
loss, meaning we didn't get what we paid for, either And if they want to try to bring that in,
better, worse or different, then it's 2 minimum of let them try. We're not there yet, so that's what 1
$1,000 per violation, so every time you go in and you do think is going on here.
the act, there is an ascertzinable loss, it's $1,000 to It's really simple. Rezulin has nothing to
$25,000. do with us. The case is bifurcated. The issue will be
o So it's not 5.1‘,000 to $25,000 per teed up after the first trial. And as a matter of law,

ascertainable loss. It's $1,000 to $25,000 per these guys are wrong about what causation is under
prohibited act. That is a lot of money. And when we Alaska law.
get done with the first trial, it is going to be very Look, it's legal -
clear that these people repeatedly violated the UTP here cause, It'sa Gus:gno:?::i?::es. n::‘gri%:":ate
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only factor. They are
t what ascertainable
better or

A ‘HE COURT: Why don't we let Mr. Brenner
respond? Mr. Brenner, 1 know that you are dying to tell
me your side, but pieast
MR. BRENNER
1 will say Is there is a lot C

1 will not, Your Honor. What
bait, but you will
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basically two things

nents than some other
k about Prince and they talk about
talk about how that affects
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have to do that.

The state continues to say, “Lilly, go ahead
and take doctor's depositions." We took two, The state
did not ask a single question, but it's not our burden
to show either ascertainable loss or proximate cause.

1 think Your Honor put your finger right on
it, particularly on ascertalnable loss. What do you do
with a doctor who knowingly used the drug off label.
Many psychiatrists did, and had a great result for his
patient. The patient was cured, no harm.

That would be a very odd cause of action.

That would be a very odd form of compensable loss.
Indeed, I think it wouldn't be consistent with due
process.

But this amalgam approach, that is what the
state is - (indiscernible) - and that somehow can be
worked out later. It cannot, respectfully, it cannot.

Proximate cause and prescription medicines
In Alaska and elsewhere always comes down to the doctor.
We have deposed some doctors, but the reality is, as the
discovery master and I think - (indiscernible) --
ruled, we could not get any records. Thatis nota
particularly efficacious way of taking a doctor's
deposition to understand the target has changed
slightly.

Page 55
BRENNER: Can I take them in reverse
order, Your Honor?
THE COURT: Any way you want.
MR. BRENNER: Proximate causation. This is
not a consumer product case

The consumer, if you will, is the doctor.
don't believe Alaska law is contrary to the
isdiction of which I'm aware
" h is because of the unique
marketplace of prescription drugs, the
effect of the waming must be measured on the physician.
And I don't believe Shanks is in opposition
to that. It's just an issue that was not presented
squarely in Shanks. It is what does proximate cause
mean in the case of a waming case?
Any other consumer product case in Alaska,
as elsewhere, you have to show the waming had some
impact on the user, Here, for these purposes, the user
Is the doctor. You cannot take the doctor out of the
equation, and we cannot do it in an aggregate way, and
that is all the state has offered to us at every phase,
And that's why, jump a little bit ahead
here, Your Honor, that's why it is right now, not after
so called phase one, because the state has said we don't

Page 57

Design defect used to be the crux of this
case, and I could be so presumptuous to make this
comment, Your Honor. Maybe that made sense to have a
bifurcated trial and risk versus benefit, but that's out
of the case now.

And you cannot — I disagree with
Mr. Steele. You cannot simply extract causation from
the failure to warn case, because to establish failure
to wamn you have to show that the drug caused a problem.
That's what would make the product inadequate.

Itcan't be as neatly severed as the state
suggests. I think those are both the issues Your Honor
raised,

Unless the court has other questions, I'll
sit down.

Thank you, Your Honor.

THE COURT: I'm going to take this under
submission and I'm -~

MR. STEELE: Mr. Sanders asked me to remind
the clerk that on page five of your ruling on
plaintiff's claim of proof what you said was the manner
in which the state intends to prove its case should not
limit Lilly's method of defending against the state's
claim. Lilly is free to obtain discovery in accordance
with the rules of civil procedure,
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Page 58
Both parties, if necessary, may request the
urt or the discovery master to impose appropriate
limitations.
That was the doctor deposition section, You
told them they could do it. "
THE COURT: Okay. I'm going to take this

ing fro ver the Ur
ple in South Carolina,

cese is going to go
the court is not going to

Page 60

MR. SANDERS: No, not really. I think the
case, you could have a jury ina day, but what I'm
trying to do Is for purposes of planning just as;ume
that we'll have one day or a little bit more for jury
selection, one day for kind of administrative issues 4
that are going to come up. I'msure that everybody is
going to want to practice their speeches for you, and
then a little bit of time for opening statements.

And so what I was suggesting Is if we could
just be told regardless of what pace we go at, the state
does not have to put on any witnesses until the third
day of the - so if we start on Tuesday with jury
selection and Wednesday with administrative stuff and
opening statements, the state, you can assume that
Thursday morning is the soonest you have to put on
witnesses. That's kind of what I'm suggesting.

THE COURT: Mr. Brenner? 1 mean, that
doesn't sound unreasonable to me, given the —

MR. JAMIESON: Your Honor, Brewster Jamieson
for Ully. We think that does sound reasonable, but
added to that is this may be a case that's appropriate
for a juror questionnaire, and what we would suggest in
that situation is once we have an appropriate
questionnaire approved by Your Honor, assuming you agree
to that, then we would have the jury panel come in on

[y
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THE COURT: Don't we have one scheduled?

MR. SANDERS: We do, but it's kind of |ate
in the game. Let me just ask you a quick question, if I
could for scheduling.

Could we presume that the first day the

S to present witnesses is the third day? In
ke out the first day would be jury
ction or maybe some —

THE COURT: Hold on a second. Mark, could

Kk my calendar to come in? I just need to check
some other things with that, because I normally do
settlement conferences for other judges on Mondays and
so that may still be the case.

I want to let you know what things are going
on. While that's happening, Mr. Sanders, or whoever,
remind me of what you are doing to mediate this case.

MR. SANDERS: What are we doing to mediate
this case? I'll let Mr, Jamieson or Mr. Brenner speak
to that.

THE COURT: I do have settlement on the
third already scheduled, set all day. Actually, I have
two. It's Judge Joannides' day, and then the rest of
the week Is fine. What you are suggesting is it will
likely take two days to pick a jury? Is that what you
are suggesting?

Page 61
Monday, fill that out, Tuesday begin with jury selection
with the benefit of the juror questionnaires, and then
it sounds like --

THE COURT: Given that I won't be able to -
that I'm otherwise engaged on that Monday, 1 think we
can do that.

1 will tell everybody -- I don't know how I
can help you with this, but I'm just going to advise you
with this. I have no idea for the week of the third how
many jury panels will be otherwise needed, how many
criminal cases are going, but there is a juror parking
problem, which has, if a lot of criminal cases are
going, creates a problem where sometimes we can't get to
our jurors the first day anyway and may not have enough
of them, so how it's all going to work out, I have no
idea.

You may have to talk to the jury clerk as
the trial gets closer to figure that out a little bit.

MR. JAMIESON: Assuming those issues can be
worked through, I guess the concept of administering the
jury questionnaire where the jurors come in, fill it
out, go home for the day, we have the benefit of both
sides -- both sides have the benefit of those responses
to be used in jury selection the following day, and then

the day after that would be openings and then the day

16 (Pages 58 to 61
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able plan for

d come in
out your
. You would have

1ething to try to hold

lay are free. I'm
nation trial starting
udge to take those
atty’s day, Monday the 17th, I

week is totally clear, so,
ure yet. on't have a clear
g from you as to how long this first phase

Page 64 |'

designations will be decided later.

We would like to know that sooner rather
than later because presumably we're golpg to spend
15 days trial time playing depositions to jurors.

And then the second issue would be are you
going to conduct trials to Fridays?

THE COURT: Yes.

MR. JAMIESON: And then is the 8:30 to 1:30

THE COURT: The only restrictions you will
have is if I have already scheduled some settlement
conferences for other judges on Mondays, because I get a
slight reduction In case load in exchange for doing
other people's settlements, so I feel obligated not to
tie up, unless I'm free on those Mondays, to tie them up
with this case, but everything else that I might have
during the week, I will try to move.

You will definitely go on Fridays.

MR. JAMIESON: And we'll go -~ we won't be
going full days?

THE COURT: 8:30 to 1:30,

MR. JAMIESON: And Your Honor, I do have one
citation to advise Your Honor of. It's Meyers versus
Alaska Psychiatric Institute, 138 Pacific 2nd 238.

THE COURT: I know the case,

Page 63
of the trial is going to take.

MR. JAMIESON: That actually raises a point.
One of the things that we have talked about internally
is the state's deposition designations.

THE COURT: Well, I know that I have gotten
big stacks from both of you under seal and I haven't
looked at any of them yet

MR. JAMIESON: One thing we have done, just
sort of back of the napkin sort of estimate, if the
state truly is going to play all of the portions of the
depositions that it has designated, that's probably 15
trial days alone. And we're concerned about the length
of the trial if that's really how it's going to go.

If it's not, I guess we would like to know
really —

THE COURT: Given that this was originally
scheduled for a 20-day trial for the whole kit and
caboodie for total with half of it allocated to each
side, the state will have to give me some indication —

I want both sides to be able to give me some indication
of how long their case is going to be.

MR. JAMIESON: And I think that Just raises
the issue of the designations may have been the product
of we have got a designation deadline, let's over

designate just to be on the safe side and that the true

Page 65 |{

MR, JAMIESON: Involves the forceable
medication.

THE COURT: I know the case,

MR, JAMIESON: Okay. Thank you.

THE COURT: Again, there was some suggestion
that the pretrial that we have for the 22nd might be too
late, but I don't get back in the office until the 15th,
Mr. Sanders, so I'm not sure how I could mave it up.

MR. SANDERS: Just in terms of broad
planning, I'm assuming that roughly the trial that we
have got laid out 20 days is going to be divided
possibly in half?

THE COURT: Right, except it was 20 days for
the whole case when we first set this, so is it now a
20-day trial for just liability without causation?

MR. SANDERS: Probably. I don't know, I
mean -

THE COURT: I'm going to tell you this, when
we have our pretrial, I'm going to expect each side to
tell me how long this case is going to be and I have
been known to keep time, and I will.

1 mean because the — I mean, I need to tell
the jury how long their Jives are going to be disrupted,
and so I need to know that,

MR. SANDERS: No question about that. Just

PACIFIC RIM REPORTING 907-272-4383
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. Jamieson was suggesting was that
ng in here thinking they are going
r their case. 1 just wanted to make

THE COURT: And I will probably — I
t it would surprise me greatly if the state took
t playing TV depositions or reading
would be surprised if that happened
SANDERS: I think Mr. Jamieson needs to
tum the —
THE COURT: They are entitled to know what
s are really go
and you are only
itions, they need

2, I want to

S0 you know that process is.

Page 68
of the private guys.

And I don't think that's fair to jurors to
do that if you guys haven't made an effort. And so
that's going to be a question I'm going to want to know
what you have done.

MR. SANDERS: So, I mean, based on what you
are saying I think what I'm going to do Is advise the
trial counsel, lead trial counsel they need to be here
on the 22nd, because if I hear what you are saying -=

THE COURT: Again, they can -- I'm happy to
have the questions, you know, happy to talk to the
speaker, so people can make that determination.

MR. SANDERS: I want to address the question
of settlement in a minute, but before that, this is
going to be a very technologically-oriented presentation
by the state.

Who would we talk to about the mechanics of
that, what we can use, what we can't use, how do we set |,
it up, break it down every night, those kinds of
questions? I'm not sure whether you are the person or

THE COURT: Actually, Mr. Boardman, do you
want them to talk to you first about getting things set
up in the courtroom or should they talk to IS?

UNIDENTIFIED SPEAKER: I can contact IS.

Page 67
I'm going to let you know that I let jurors
d how that process works. And see if
al issues or any other things we

to be used, and exhibits,
it is answering questions. Part of
what my practices are. If there
g take up and resolve before the
ly starts, then I'm going to want to at
at they are and see if we can either deal
out where we are going to take some

for you to know what my

processes are going to be for picking a jury for how the
trial will be conducted for those kinds of things as it
is — but 2lso it's to clear up any pending stuff and
make sure the trial is going to go - I mean, this
motion and what the fallout of this motion will be is
not clear to me.

I need to see your briefing and how that's
all going to work. And T will - I mean, I think I have
mentioned this before, but I am extremely reluctant to
bring in jurors whether it's 10 days, 20 days or
whatever days, if there hasn't been some formal
settlement negotiations with a settlement judge or one

Page 69

THE COURT: I mean, why don't you use
Mr. Boardman as your point person, It may well be that
some of your questions as to whether something can be
done in the courtroom need to be dealt with with IS.

The other thing is you will need to - to
the extent that things need to be installed in here — I
mean, I know there are some phone calls we got that were
sort of - from Mr. Jamieson's firm that seemed to be
vague and we didn't quite understand what it was.

We took it to mean that somebody wanted to
use video conferencing for today, and we didn't quite
understand that.

MR. JAMIESON: Your Honor, that appears to
be a mystery on our side. We don't know where that call
came from.

THE COURT: My secretary is now on vacation
and won't be back for a while, but she took the calls
and I'm not sure that it didn't come from somebody
initially in Philadelphia, but to the extent that things
are going to be installed, we got to figure out when
it's going to be Installed and that will be an issue too
that you will need to check with.

But you can use Mark here as the sort of
point person and he'll get it - part of the question
will be when can you get things installed and 'm not
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~SO@NO ML WN -

k to —- I mean,
safely say that we
re, but maybe

If you come in for
ion again at the
trial and I say what have
e this case, have you had a settlement

24
25

I'm not going to set a date now. ( 2
|

Page 72

There will be 22 people. We will move these
tables. We will have chairs in front. Wel'll have more
chairs at the side so we can seat 22. And each side is
free then, and we'll all figure out how much time you
need given the complexity of the case and jury
questionnaires and this sort of stuff, but I'll give you
a certain amount of time to question those 22 in the
box.

nd you can use whatever method you want to
use. You can individually question them, what I call
the old-fashioned method, or you can use the Oprah or
Donahue method, where you question the whole panel and
have people raise hands and ask questions.

You are free to use whatever method you want
to, and as people ask questions, you can challenge them
for cause and we'll take those up and make rulings.

And if we need to, bring in somebody else.

1 assume that with something this size, before we even
get to that, I'm going to — there Is the statutory
questions I ask. And one of the questions I ask is
whether or not anyone has a hardship or an emergency,
and I define that.

And I'm sure that a lot of people are going
to pop up with that, and I'll get some idea of that, but
unless it's really clear to me, 1 usually save those

SWONOU D WN -

conference and everyone says, "No, I'm going to send

in the jury

Just one, Your Honor. Could I get a sneak peek at your
Jury selection method? Is it more or
Judge Gleason?

that, but I will tell you what I try to do
two-party

people in the box. T might -~ it will probably be 22,
The reason for 22 would be
we won't pick as alternates if we

Page 71

y home until they have the settlement
s0 I guess the order is before I'm going to
0 come in for ten or 15 or whatever
ys it's going to be, I expect that there
ave been a formal effort to settle the case.
And if that doesn't happen, I'm not bringing

CONOU S WN

MR. SANDERS: Okay. Thank you.
COURT: Any question from the defense?
IR. JAMIESON: Yeah, Your Honor, Thank you,

[T
NES

less the same as

28

THE COURT: 1 don't know what you mean by
with a

[
o O

vil case,
I'm going to put 24 people in —~ no, 22

e
(RN

12 jurors, two alternates who
need to until the end

NN
- S

of the case, so that's 14,

You each get three preempts a side, plus one
extra for the aiternate, so that's eight total preempts,
so8and 14 is 22.

N
N

PACIFIC RIM REPORTING

Page 73
challenges to see if they get in the box and what the
nature is and then we take them up, depending on how the
selection is going, and 1 may excuse some of those. 3

But eventually we're going to have 22 people
all past for cause that are in the box, and when that
happens, I bring you all back into my chambers and
starting with the plaintiff they exercise their first
preempt, you exercise your first preempt, and 1 make you
use all four, because I want to get rid of the extra
eight so I only have the 14.

And once that's done, we have got our panel.

So that's --

MR. JAMIESON: That is the Gleason method.,

THE COURT: Okay. That's the process that
I'll use, I think — well, I still am not clear how
long it will be, but T think having two alternates
should be sufficient. Usually in a five-day trial,
nobody gets — has problems, but to the extent everybody
Is really worried about that we'll think about whether
Or not we need three alternates or not.,

And again, the altemates, you know, if
somebody gets sick or has an emergency and stuff, they
get excused, but if we have still got more than 12 when
the case goes - is ready to go to the jury, then after
closing and instructions, we Just randomly pick the
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|
names, but that's how It's done.
tell you now, I do allow jurors
he way that process Works is aftera
they are life, I ask if any

write it
He usually marks w juror asks the
share the questions with
y objections to the questions or

metimes the questions are such that
other words, if a

e that no one

rs - that
- as part of the
the case even

tions about

process

Page 76
cases than this one? Sorry.
- THE COURT: We'll be off record. Thank you.
(Off record.)

Page 75

are read
questions, I

the jurors que:
has any folk
y the attorneys.
Thank you, Your Honor.
: Then the motion for summary
Jjudgment is taken under advisement. I'll wait until the
supplemental briefing is - the supplemental briefing
will be finished by the time I get back and I'll - as
soon as I get back, it will be one of my priorities.
UNIDENTIFIED SPEAKER: Can you just give us
2 heads up on the deadline of that? They are going to

1
2
3

ImBvaNo v

They were going to file
something 2 week from today, and you were going to do a
reply 2 week from then,
UNIDENTIFIED SPEAKER: So ours is due a week
after theirs?
THE COURT: That's correct. I will wait and
get the briefs. I mean, I kind of see coming straight
at me is 2 big preemption question, and what I'll have
- and how I'll have to deal with that I'm less than
clear, but this case will probably be my priority once I
get back from vacation other than catching up.
UNIDENTIFIED SPEAKER: Do you have any other

Page 77 |!
TRANSCRIBER'S CERTIFICATE

I, SONJA L. REEVES, hereby certify that the foregoing
pages numbered 1 through 77 are a true, accurate and
complete transcript of proceedings in Case No.
3AN-06-05630, transcribed by me from a copy of the
electronic sound recording to the best of my knowledge
and ability,

SONJA L. REEVES, TRANSCRIBER
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Pages 1 - 168
Tuesday, September 11, 2007
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301 West Northern Lights Boulevard, Suite 301
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MOTION ARGUMENTS BEFORE DISCOVERY MASTER

TATE OF ALASKA v. ELT LILLY
S 9/11/2007

Page 43

right. Thank you.

first part of Mx.
to how the plaintiff is
claim. At the very start of
Rindner looked at the issue and
y even prove the claim in that
we don't even have to go down any
fact that's not a way that the
proceed. And Lilly certainly disagrees
how the State is proceeding is an appropriate
y to prove their case.
What Judge Rindner has ruled is: I can't
I decline to rule on whether that's
not, but the parties are free to
and Lilly is free to defend the case
as it needs to defend the case. As well, the
argument was made to Judge Rindner that what

individuals nk or how doctors make prescribing

decisions are completely irrelevant, and Judge

Rindner ruled Lilly is free, subject to constraints

of Rule 26, to go ahead and defend itself.

Exhibit B, P;
PACIFIC RIM REPORTING  807-272-4383 Oppostion o Lilys Nation fco
courtreportersalaska,com Reconsideration and Response to Court's Order
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FELDMAN ORLANSKY
& SANDERS
500 L STREET
FouRTH FLOOR
ANCHORAGE, AK
99501
TEL: 907.272.3538
FAX: 907.274.0819

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

ELI LILLY AND COMPANY,

Case No. 3AN-06-5630 CIV

Defendant.

AFFIDAVIT OF ERIC T. SANDERS IN SUPPORT OF THE

STATE OF ALASKA’S OPPOSITION TO LILLY’S MOTION FOR

RECONSIDERATION AND RESPONSE TO COURT’S ORDER
STATE OF ALASKA )
) Ss.
THIRD JUDICIAL DISTRICT )

Eric T. Sanders, being first duly sworn on oath, deposes and states as follows:

18 Defendant Eli Lilly and Company’s motion in response to the Court’s on-
record comments cites the following statement from the January 29, 2008 hearing:
“[S]hould I reconsider my decision as to whether or not to allow [discovery of] individual
decisions of physicians in this case?” Later in the hearing the State noted that, in fact, the
Court’s July 31, 2007 Order permitted such discovery.

2 The Court’s July 31, 2007 Order provided in relevant part:

Affidavit of Eric T. Sanders

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

Page 1 of 4

002609




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

The State is free to proceed with its discovery and to develop llhe SlﬂllS‘IlCa]
evidence that it intends to use at trial. The manner by \vhlc_h }he §la§e
intends to prove its case, however, should not, by 1!5§l£ limit Lllly_s
method of defending against the State’s claims. Lilly is free to oblal_n
discovery in accordance with the Rules of Civil Procedure. . . . (pg. 3,

emphasis added.)

Both parties may proceed with discovery subject to further motion practice
and rulings that may otherwise limit such discovery. (pg. 12)

8 Thereafter, Lilly noticed the depositions of the following Alaskan
psychiatrists and psychologists:
Jr. Ramzi Nassar on January 22, 2008, in Anchorage;
Jr. Alexander Von Hafften on January 23, 2008, in Anchorage;
Dr. Jeffrey Magee on January 24, 2008, in Soldotna;
Jr. Richard Schults on January 24, 2008, in Juneau; and
Dr. Vern Stillner on January 24, 2008 in Juneau.
The State of Alaska had attorneys from Texas, South Carolina and
Minnesota make travel plans to appear at this depositions. Airplane tickets were
purchased so that attorneys could appear in Anchorage, Juneau and Soldotna at the
designated times and places.
5 On January 17, 2008, I was informed that all five of these depositions were

being cancelled by Lilly’s counsel, and this was formally noticed by mail on January 18

2008. See Exhibit 1. I was advised that Lilly decided to postpone these depositions

Affidavit of Eric T. Sanders

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

Page 2 of 4
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FELDMAN ORLANSKY
& SANDERS
500 L STREET
FOURTH FLOOR
ANCHORAGE, AK

3538
Fax: 907.274.0819

because the testimony was relevant to damages, not liability, and could be taken after the

March 2008 trial, if necessary.

6. Consistent with that position, on January 23, 2008, Lilly’s counsel wrote a

letter to the five witnesses stating in part: “Any rescheduling of your deposition, if
needed. would not occur for approximately four to five months, and would occur in full
consultation with you.” See Exhibit 2.

At no time has the State of Alaska done anything to prevent Eli Lilly from

communicating with or deposing physicians that may have information relevant to this

75 L

Eric T. Sanders

lawsuit.

SUBSCRIBED AND SWORN to before me thisc / _day of February, 2008, at

Anchorage, Alaska.

Notary(Public, State of Alaska
My commission expires: 16 /20

OFFICIAL SEAL
STATE OF ALASKA
NOTARY PUBLIC
STEPHANIE K. CARPER
My Comm. explres: Januaty 10, 2011

Affidavit of Eric T. Sanders

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

Page 3 of 4
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Certificate of Service
I hereby certify that a true and correct copy of
Affidavit of Eric T. Sanders was served by messenger on

Brewster H. Jamieson
Lane Powell LLC
301 West Northern Lights Boulevard, Suite 301

Anchorage, Alaska 99503-2648

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

Pepper Hamilton

FELDMAN ORLANSKY
& SANDERS
500 L STREET
FOURTH FLOOR
ANCHI Gl K (1. 1 f R,

;’;:0‘]‘- AK Affidavit of Eric T. Sanders

TEL: 907.272.3538 State of Alaska v. Eli Lilly and Company
FAX: 907.274.0819

Case No. 3AN-06-5630 CI
Page 4 of 4
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IN THE SUPERIOR COURT FOR THE STATE OF ALASKA
THIRD JUDICIAL DISTRICT AT ANCHORAGE

| STATE OF ALASKA, 1

Plaintiff,

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

| ELILILLY AND COMPANY,

NOTICE OF CANCELLATION
Defendant. OF DEPOSITION OF
DR. RAMZI NASSAR

LEASE TAKE NOTICE that the deposition of Dr. Ramzi Nassar, scheduled for

> | 10:00 a.m. on January 22, 2008, at the offices of Lane Powell, is cancelled.

DATED this 18th day of January, 2008.
Attorneys for Defendant

PEPPER HAMILTON LLP

Andrew R. Rogoff, admitted pro hac vice
Eric J. Rothschild, admitted pro hac vice
3000 Two Logan Square

18" & Arch Streets

Philadelphia, PA 19103

(215) 981-4000

LANE POWELL LLC

o Y olima U 0

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

E%E@EWE D

JAN 2 2 2008

FELDMAN ORLANSKY
& SANDERS

18,2008, 2 copy
by mail and fix, on:

Exhibit 1, Page 1 of 5
Affidavit of Eric T. Sanders
Case No. 3AN-06-5630 C|
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IN THE SUPERIOR COURT FOR THE STATE OF ALASKA
THIRD JUDICIAL DISTRICT AT ANCHORAGE

| STATE OF ALASKA, ‘

| Plaintiff,

- Case No. 3AN-06-05630 CT
| ELI LILLY AND COMPANY,
NOTICE OF CANCELLATION
Defendant. OF DEPOSITION OF
DR. ALEXANDER VON HAFFTEN

PLEASE TAKE NOTICE that the deposition of Dr. Alexander von Hafften,
| scheduled for 1:00 p.m. on January 23, 2008, at the offices of Lane Powell, is cancelled.
DATED this 18th day of January, 2008.
Attorneys for Defendant

PEPPER HAMILTON LLP

Andrew R. Rogoff, admitted pro hac vice
Eric J. Rothschild, admitted pro hac vice
3000 Two Logan Square

18" & Arch Streets

Philadelphia, PA 19103

(215) 981-4000

LANE POWELL LLC

B “?%u&mw%

i Brewster H. Jamieson, ASBA No, 841 122
‘ i Andrea E. Girolamo-Welp, ASBA No, 0211044

I certify that on January 18, 2008, 2 copy
| of the foregoing was served by mail and fax, on:
JAN 2 2 2008

FELDMAN ORLANSKY
& SANDERS

Exhibit 1, Page 2 of 5
Affidavit of Eric T. Sanders
Case No. 3AN-06-5630 C|
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IN THE SUPERIOR COURT FOR THE STATE OF ALASKA
THIRD JUDICIAL DISTRICT AT ANCHORAGE

| STATE OF ALASKA,

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

1
|
Plaintiff, [
ELI LILLY AND COMPANY, ;
NOTICE OF CANCELLATION
Defendant. OF DEPOSITION OF
| DR. JEFFREY MAGEE

PLEASE TAKE NOTICE that the deposition of Dr. Jeffrey Magee, scheduled for

1:30 p.m. on January 24, 2008, at his office in Soldotna, Alaska, is cancelled.

Suite 301

DATED this 18th day of January, 2008.

Attorneys for Defendant

PEPPER HAMILTON LLP

Andrew R. Rogoff, admitted pro hac vice
Eric J. Rothschild, admitted pro hac vice
3000 Two Logan Square

18" & Arch Streets

Philadelphia, PA 19103

(215) 981-4000

%)
=
=)
(-9

LANE POWELL LLC

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

| 1t on January 18, 2008, & copy
| of the foregoing wes served by meil and fx, on:

Rl
' <4 JAN 2 2 2008

FELDMAN ORLANSKY
& SANDERS

Exhibit 1, Page 3 of 5
Affidavit of Eric T. Sanders
Case No. 3AN-06-5630 C|
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IN THE SUPERIOR COURT FOR THE STATE OF ALASKA
THIRD JUDICIAL DISTRICT AT ANCHORAGE
| STATE OF ALASKA, ‘

Plaintiff, [

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

ELI LILLY AND COMPANY,
| NOTICE OF CANCELLATION
| Defendant. OF DEPOSITION OF

DR. ROBERT SCHULTS

PLEASE TAKE NOTICE that the deposition of Dr. Robert Schults, scheduled for
p 10:00 a.m. on January 24, 2008, at the Travelodge, in Juneau, Alaska, is cancelled.
DATED this 18th day of January, 2008.

Attorneys for Defendant

PEPPER HAMILTON LLP

Andrew R. Rogoff, admitted pro hac vice
Eric J. Rothschild, admitted pro hac vice
3000 Two Logan Square

18" & Arch Streets

Philadelphia, PA 19103

(215) 981-4000

o
o
N
N
S
&
)
<

LANE POWELL LLC

o (2L lrro it

Brewster H. Jamieson, ASBA No, 8:111 22
i Andrea E. Girolamo-Welp, ASBA No. 0211044

R B}E@EUWE

JAN 2 2 2008

FELDMAN ORLANSKY
& SANDERS

8630038/162760.1

Exhibit 1, Page 4 of 5
Affidavit of Eric T. Sanders
Case No, 3AN-06-5630 C|
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IN THE SUPERIOR COURT FOR THE STATE OF ALASKA
THIRD JUDICIAL DISTRICT AT ANCHORAGE

STATE OF ALASKA, ‘

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

ELI LILLY AND COMPANY,
I NOTICE OF CANCELLATION
Defendant. OF DEPOSITION OF
DR. VERNER STILLNER

PLEASE TAKE NOTICE that the deposition of Dr. Verner Stillner, scheduled for
2:00 p.m. on January 24, 2008, at the Travelodge in Juneau, Alaska, is cancelled.
DATED this 18th day of January, 2008.

Attorneys for Defendant

PEPPER HAMILTON LLP

Andrew R. Rogoff, admitted pro hac vice
Eric J. Rothschild, admitted pro hac vice
3090 Two Logan Square

18" & Arch Streets

Philadelphia, PA 19103

(215) 981-4000

LANE POWELL LLC

Byﬁﬁ@mm

I Brewster H. Jamieson, ASBA No. 8411122
S Andrea E. Girolamo-Welp, ASBA No. 0211044

| of the foregoing was served by mail and fax, on o

S @E@EW E UD
£ LN Rl S
JAN 2 3 2088

FELDMAN ORLANSKY
2 SANDERS

Exhibit 1, Page 5 of §
Affidavit of Eric T. Sanders
Case No. 3AN-06-5630 C|
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Pepper Hamilton 1P

Eric Rothschild

direct dial: 215 981 4813
direct fax: 215 981 4750
rothsche@peppetlaw.com

January 18, 2008

VIA FIRST CLASS MATL EGEIVE

Robert J. Dickson, Esquire

Atkinson, Conway & Gagnon JAN 2 5 2008

420 L Street, Suite 500 FELDMAN ORLANSKY
Anchorage, AK 99501-1989 8 SANDERS
(907) 276-1700

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

Dear Bob:

This letter will serve to confirm that the depositions of Dr. Ramzi Nassar and Dr.
Alexander von Hafften, scheduled for January 22, 2008 and January 23, 2008, have been
cancelled.

Any rescheduling of their depositions, if needed, would not occur for
approximately four to five months, and would occur in full consultation with you.

Please do not hesitate to contact me with any questions. Thank you for your
cooperation.

Very truly yours,

LWV

Eric Rothschild

Exhibit 2, Page 1 of 8
Affidavit of Eric T. Sanders
Case No. 3AN-06-5630 CI

Boston Washingon, D.C. Dexroit " NewYork Pistsburgh
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Pepper Hamilton 1P

Robert J. Dickson, Esq.
Page 2
January 18, 200

Christiaan Marcum, Esq.

Eric T. Sanders, Esq

Joseph W. Steele V, Esq.

Brewster H. Jamieson, Esq. (via email only)

Exhibit 2, Page 2 of 8
Affidavit of Eric T. Sanders
Case No. 3AN-06-5630 CI
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Pepper Hamilton 1.

Eric Rothschild

direct dial: 215 981 4813
direct fax: 215 981 4750
rothsche@pepperlaw.com

AN 2.8 200
VIA FIRST CLASS MAIL FE| DM

8 sAN e Nskcy

ey 25, 208 @E ) W@D

Jeffrey S. Magee, M.D. - Psychiatry
Central Peninsula Counseling Services
506 Lake Street

Kenai, AK 99611

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

Dear Dr. Magee:

This letter will serve to confirm that your deposition, scheduled for January 24,
2008, has been cancelled.

Any rescheduling of your deposition, if needed, would not occur for
approximately four to five months, and would occur in full consultation with you.

Please do not hesitate to contact me with any questions. Thank you for your

cooperation.

Very truly yours,

Eric Rothschild

Exhibit 2, Page 3 of 8
Affidavit of Eric T. Sanders
Case No. 3AN-06-5630 C|

Boscon Washingon, D.C:

Decrois New York Picaburgh

Hardisburg Orange Caunty Princecon Wilmingion

www.neanerlav.com
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Pepper Hamilton 1P

Christiaan Marcum, Esq.

Eric T. Sanders, Esq.

Joseph W. Steele V, Esq.
Jamieson, Esq.

Exhibit 2, Page 4 of 8
Affidavit of Eric T. Sanders
Case No. 3AN-06-5630 CI
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Pepper llanilon 1

Eric Rothschild

direct dial: 215 981 4813
direct fax: 215 981 4750
rothsche@peppesdaw.com

o | REBEDVE

JAN 2 8 2008

FELDgAN ORLANSKY
VIA FIRST CLASS MAIL SANDERs

Robert Schults, M.D.
613 Alta Court
Douglas, AK 99824

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

Dear Dr. Schults:

This letter will serve to confirm that your deposition, scheduled for January 24,
2008, has been cancelled.

Any rescheduling of your deposition, if needed, would not occur for
approximately four to five months, and would occur in full consultation with you.

Please do not hesitate to contact me with any questions. Thank you for your
cooperation.

Very truly yours,
%MVV&/

Eric Rothschild

Exhibit 2, Page 5 of 8

Affidavit of Eric T. Sanders

Case No. 3AN-06-5630 C|

Philadeiphia Boston

Washington, D.C. Dezroit New York Pitusburgh
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Pepper Hamilton 1P

T. Sa
Joseph W. Steel
Brewster H. Jamieson, Esq.

Exhibit 2, Page 6 of 8
Affidavit of Eric T. Sanders
Case No. 3AN-06-5630 C|
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Pepper Hamilton 117

Esic Rothschild

disect dial: 215 981 4813
direct fax: 215 981 4750
rothsche@pepperlaw.com

January 23, 2008

EBEpy

JAN 2 g zoa
er Stillner, M.D. FELDM
) Hospital Drive

Juncau, AK 99801

VIA FIRST CLASS MAIL

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

Dear Dr. Stillner:

This letter will serve to confirm that your deposition, scheduled for January 24,
2008, has been cancelled.

Any rescheduling of your deposition, if needed, would not occur for
approximately four to five months, and would oceur in full consultation with you.

Please do not hesitate to contact me with any questions. Thank you for your
cooperation.

Very truly yours,

Eric Rothschild

Exhibit 2, Page 7 of 8

Affidavit of Eric T. Sanders

Case No. 3AN-06-5630 CI

Philadelghia

Waskingon, D.C. Detroir New Yok Pituburgh

Bermyn Harisburg Ornge Courry Princetod Wilmingon

msessiesion ; 002624




Pegper Hamiion 1

Verner Stillner, M.D.

Exhibit 2, Page 8 of 8
Affidavit of Eric T. Sanders
Case No. 3AN-06-5630 C|
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FELDMAN ORLANSKY
& SANDERS
500 L STREET
FOURTH FLOOR

ANCHORAGE, AK
99501

TeL: 907.272.3538

FAX: 907.274.0819

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRICT AT :\NCHOR/\G}:%,:k :
y ,L{_L &
STATE OF ALASKA,

Plaintiff,
vs.

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

AFFIDAVIT OF CLYDE E. SNIFFEN, JR. IN SUPPORT OF THE
STATE OF ALASKA’S OPPOSITION TO LILLY’S MOTION FOR
RECONSIDERATION AND RESPONSE TO COURT’S ORDER

STATE OF ALASKA )
) 8.
THIRD JUDICIAL DISTRICT )
Clyde E. Sniffen, Jr., being first duly sworn on oath, deposes and states as follows:
I I am a Senior Assistant Attorney General for the State of Alaska and the
client representative for the State in its lawsuit against Eli Lilly and Company.
2. The State of Alaska has retained an Anchorage law firm, as well as outside

counsel from several different states to prosecute this lawsuit. The State of Alaska has a

contingent responsibility to pay all costs incurred by its private attorneys related to this

lawsuit.

Affidavit of Clyde E. Sniffen, Jr.

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

Page 1 of 3
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FELDMAN ORLANSKY
& SANDERS
500 L STREET
FOURTH FLOOR

ANCHORAGE, AK
rmm

TEL: 907.272

FAX: 907.274.

In preparing for the March 3, 2008 trial, the State’s attorneys have
expended substantial sums for jury consultants, expert witnesses, airfare, lodging and
other essential items. More specifically, it was necessary for the State’s private counsel
to place on deposit the sum of $20,000 to reserve rooms at the Captain Cook Hotel. This
was required because there is now limited capacity at the hotel as a result of Fur
Rendezvous and the beginning of the Iditarod sled dog race. Twelve individuals,
including lawyers, paralegals, secretaries and technicians are now or soon will be staying
at the Captain Cook for the duration of the trial. There are several additional rooms at the
hotel which are being used as office/work rooms; they are now furnished with copiers,
computers, equipment and miscellaneous hardware needed for the trial.

4, A delay in this trial will result in significant harm to the State because it
will continue to be responsible for these and other pretrial costs as we prepare for trial --
costs that will need to be duplicated if trial is scheduled at a later date.

UL/ W

(6 lydeﬁ Sniffen, Jr.

: =
SUBSCRIBED AND SWORN to before me thisc?/ day of February, 2008, at

Anchorage, Alaska.
/
VA |

Nota $ablic, State of Alaska
My commission expires: 29 /20/0
m—
STATE OF ALASKA

NOTARY PUBLIC

PEGGY S. CROWE
My Comm. expires: July 29, 2010} Case No. 3AN-06-5630 CI
. Page 2 of 3
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FELDMAN ORLANSKY
& SANDERS
300 L STREET
FOURTH FLOOR
ANCHORAGE, AK
99501
TEL: 907.272.3538
FAX: 907.274.0819

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA
THIRD JUDICIAL DISTRICT AT ANCHORAGE\ CC
Ch
STATE OF ALASKA, -
Plaintiff,
VS.
ELI LILLY AND COMPANY,
Case No. 3AN-06-5630 CIV

Defendant.

NOTICE OF FILING UNSIGNED
DECLARATION OF MATTHEW GARRETSON

PLEASE TAKE NOTICE that plaintiff is filing an unsigned copy of the
Declaration of Matthew Garretson in support of its Opposition to Lilly’s Motion for
Reconsideration and Response to Court’s Order. Mr. Garretson is traveling and unable to
provide a signature. A signed copy of this declaration will be filed as soon as possible.

DATED this A day of February, 2008.

FELDMAN ORLANSKY & SANDERS

Counsel for Plaintiff

BY

Eric T. Sanders
AK Bar No. 7510085

Notice of Filing Unsigned
Declaration of Matt Garretson

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

Page | of 2
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H. Blair Hahn (713) 751-0025
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David Suggs
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Mt. Pleasant, SC 29465
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Brewster H. Jamieson
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I am the

data

in complex litigation and settlement matters. My firm
Medicaid claims data. A copy of my CV is attached. (Exhi

torney for the State of Ala
The Garretson Law Firm (TGLF) w orks nationally with da

Declaration of Matthew Garretson

ka primarily responsible for the production of Mcdicuid.
nage/healthcare data evaluation
and I have considerable experience with
bit A) A review of the records in my

office discloses the following

inal batch of data

t to Lilly prior to August 22, 2007 included the following by

recipient identifier number.

All individuals receiving Alaska Medicaid included within the claims data who took
Zyprexa and a diabetic drug from 1996-Nov ember 2006. This data includes the
r;:cxpxsn! ID. the dates service started and ended. It also includes the date that the
medical service was paid by Medicaid. Itincludes the prescribing and provider
identification numbers. It also provides the units of medication prescribed, billed,
allowed and paid. It also provides the date of birth of the individual recipient.

Al individuals in the Alaska Medicaid Claims databank who took an anti-diabetic
drug between 1996 and November 2006. This includes both recipients who used
Zyprexa and those who did not receive the drug. The data includes recipient
identification, beginning and ending dates, prescribing and provider identification,
and units of drugs prescribed. It also shows the amounts, billed, allowed and paid.
Finally, this file also includes the recipient’s date of birth.

All medical and hospital claims for members with a paid claim for Zyprexa, 1996~
November 2006. This data included the recipient identification, dates of service. It
also includes provider identification, procedures rendered, amounts billed, allowed
and paid, and the presumptive diagnosis. It also includes the date of birth and gender.

. All medical and hospital claims for members who had one of the diagnosis found by

recipients who were given Zyprexa. These claims are both for Zyprexa recipients and
non-recipients who had the same diagnosis. The data includes recipient

identification, dates of service, payment information and provider identification. It
also includes the medical procedure, diagnosis, and units provided. Finally it includes
the date of birth and gender.

..All ph§m§C)' claims for TCO7 drugs (Anti-psychotics). The data includes recipient
identification, c!alcs of service and payment, provider identification, units billed,
allowed and paid. Pharmacy claims do not include diagnosis. This is true nationally

r;zgj(’usx in Alaska. This file reflects the period from January 1996 through November
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Thus, on or before September 1, 2007, the State of Alaska (SOA) prov ided Lilly with State

| i - ere calc e the following:
Medicaid data files which were sufficient to calculate th follc g

1996 until the fourth quarter of 2006.

Number of Medicaid users from
The number of Medicaid users W ho were prescribed Zyprexa.

aid users who took Zyprexa and contracted d
s who took Zyprexa before treatment for Diabetes as well as

The number of Medic iabetes. This includes
¢ numbe
the number of individua
those who received Zyprexa after treatment for diabetes
The total number of Zyprexa prescriptions from 1996 until 2006. )
» number of Zyprexa prescriptions W hich went to geriatric and pediatric patients.
number of Zyprexa prescriptions for uses not supported by FDA regulations
g ndia
G. The average dosage for pediatric, genatnc and off label use

¢ satisfied with this information. It filed a Motion to Compel. This Motion was
discovery master on September 1 1, 2007. The data which Lilly sought and
d to produce is discussed at pages 9-30 of the transcript of that hearing.
(Exhibit B) t hearing resulted in a decision by Judge Hensley in which the discovery master
ruled that Lilly was not entitled to information identifying specific patients. See Exhibit C page
3. However, Mr. Steele, on behalf of the State, had agreed to produce further information and

the State went forward with production

Gender data was provided to Lilly on September 5, 2007. Lilly was unable to merge the gender
1o claims data. On October 3, 2007 my office sent them the programming code to merge the
data. They were still unable to merge the data. On October 8, 2007, we merged the data for
them and resent all of the data

On November 28, 2007, the court ordered the SOA to advise the court by December 7, 2007
when the Medicaid data would be produced so that phase 2 of the trial was not delayed. The
order also directed the parties to meet and confer by December 21, 2007 and attempt to reach
agreement on how discovery unrelated to liability shall proceed. At that time, the difficulty of
producing the data was not understood. These dates reflect a date resulting from the estimate
which the State made in good faith to provide to Lilly the enormous amount of additional
information requested by the Vernig affidavit submitted by Lilly. Given the quantity of
additional data requested, and the SOA’s good faith desire to provide the information in a
useable manner, the data could not be supplied on that estimated date.

David Campana the representative of the State requested the further data Lilly sought. He
identified all “non-pharmacy claims” for dates of service 1-1-1994 through 11-30-06, ** Please
supply in the report ICN, Recipient Identifier, Status, Claim Type, Modifier, Procedure Code.
units, Revenue Code, Revenue Code Units, billed amount, allowed amount, paid amount. dat,e of
service, date of payment, recipient date of birth, billing provider number, service from da'\c,
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service through date, primary diagnosis code, secondary diagnosis code.” Mr. Campana also
requested pharmacy claims, formulary and eligibility data at the same time.

In November, we sent Lilly the data dictionary for claims
dministrative reporting,

ccounting

This material has been delivered
processing, recipient identifier, provider subsystem, management and a
surveillance, utilization review, reference subsystem and a

interface

At 11:30 AM, February 20, 2008, the State tumed over files reflecting non-pharmacy claims,
eligibility and the State formulary files. The State sent additional files including the drug

. igibility files and pharmacy claims and drug formulary. These included all

for the years 1994-2006. This data includes the recipient identification, dates of
¢ provider number, units billed, allowed and paid. As

formulary, el
pharmacy claims
service and payment. It also include:

d above pharmacy claims do not include diagnosis

Thus, the State has produced all data agreed to by Mr. Steele and requested by Lilly. This
includes all material ordered produced by Judge Hensley and the Court. This data included the

following,

A. Enrollment (with “start and stop™ dates)

B. Gender

C. Race

D. Any additional revenue codes or diagnoses codes which may indicate either Zyprexa use
or patient outcome.

E. All pharmacy claims for 1994-1996.

The State has fully complied with the Court’s directions, the Discovery Master’s order and its
own agreement. Should Lilly designate additional data or should Lilly have difficulty reading
these files, the State stands ready, willing and able to assist *
This data request was enormous, comprising virtually the entire State of Alaska data base. What
the State did not and could not anticipate was the difficulty in producing this quantity of data in a
readable form as specified by Lilly and Dr. Vernig. Given these difficulties, the data was
produced in an expedited manner.

DATED THIS DAY OF FEBRUARY 2008

MATTHEW GARRETSON.
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*~GARRETSON

Matthew L. Garretson

Matnew L. ba’ e -

partner of The Garretson Law Firm

class action settlement allocation and

es. The firm also handles Medicare /

t claims, government benefit preservation

administration for individual and mass tort

his BA from Yale University and his law
almon P. Chase College of Law.

5 ® © .

wa o a

speaker at Continuing Legal Education
ers' professional responsibilities in individual
He has spoken at numerous state trial
> bar associations’ annual events, The Association
rs of America, Mealey's as well as at Mass Torts
Made Perfec

gal text book published ATLA / West Publishing entitled Negotiating and

S n addition, he has authored several articles regarding professional

1 individual and mass tort settlements that have been published in Trial Magazine,
.ssociation’s The Professional Lawyer, Ohio Trial, Academy of Florida Trial

J | New York State Trial Lawyers Institute Bill of Particulers,

rs Briefcase Online, New Jersey Association of Trial Lawyers In Brief, Orange
\ssociation The Gavel Journal, Florida Justice Association's FJA Journal and

in 2005, Loyola University Journal of Public Interest Law

led “A Practical Approach to Avoiding Conflicts of Interest in

2t Salmon P. Chase College of Law, where he teaches a course on law
emphasis on how to avoid professional liability claims. Matt's “form-

rand / or administrator of settlement funds throughout the country.
e church-related sexual abuse and civil rights settlements (including

b /

,“_iaﬁ:y / racia profiling settlement) led to his selection by Lawyers
rs of the Year" in Ohio for 2003. He was nominated by his peers and

7775 Cooper Road / Cincinnali, Ohio 45242

Phone: 513-704-0400 Fax; 513575720 Exhibit APage 1 of 2
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Legal Ethics / Professional Responsibility Speaking Engagements

Mississippi Trial Lawyers Association (02)
New York Academy of Trial Lawyers (o7
Norfolk and Portsmouth Bar Association ('03)
NABIS — Medica! Issues in Brain Injury (05, ‘08, ‘07)
Ohio Academy of Trial Lawyers Annual (03, ‘04, ‘05, ‘06, ‘07)
Ohio Academy of Trial Lawyers Subrogation Seminar (06)
Ohio Academy of Trial Lawyers Worker's Compensation ('07)
Ohio State Bar Association Annual Convention ('06)
Ohio Trial Advocacy Seminar (04, ‘06)
Oklahoma Trial L ers Asscciation (07)
ff Asbestos Litigation Seminar ('07)
Professionally Speaking Seminar ('07)
Richardson, Patrick, Westbrook & Brickman Annual ('04, '08)
San Antonio Trial Lawyers Association ('07)
ciety of Settlement Planners ('07)
31 S jum - Brain Injury of Ohlo (104, '06)
-COn National Conference ('07)
Utah Bar Association Annual Seminar ('05)
Utah Trial Lawyers Brain Injury (02, ‘03, ‘04, '05, 08, '07)
Utah Trial Lawyers Association Annual Convention ('07)
Virginia Trial Lawyers Association ('05)
vices (04) » West Virginia Trial Lawyers (‘03, ‘08, ‘07)
Litigation (05) « Wyoming Trial Lawyers Association (03, ‘07)
ducts/Heart Device ('05)

/e k \,ounseung C.’yen‘s About the “Form” of Settlement, 13 A.B.A. Prof| Law. 4, (2002).
A Settlement Release, Trial Magazine, September 2003,
ement Factoring Transactions: New Laws Protect Clients Who Sell Their Structured
enefits, Ohio Trial, Volume 13, Issue 2 (2004).
_ro Proactive Client-Counseling and Avoiding Conflicts of Interest in Aggregate
':c",cr'cr s, The Loyola University Journal of Public interest Law, Volume & (2004).
Deferring Attorney Fees: Is There Now a Critical Mass of Enabling Legislation? Ohio Trial, Volume 14,
Issue 2 (2005) :
feking Sense of Medicare Set-Asides, Trial Magazine, May 2006
he Ahlborn Decision Really Mean?, Ohio Trial (Fall 2006).
nbursement Claim - The Only Constant is Change, Ohio Trial (Spring 2007).

7775 Cooper Road / Cincinnati, Ohio 45242
Phone: 513»794—0400 Fax: 513-575-7200

WYW, com/

Exhlbll Al Faga 20f2

com of Matt

Case No. 3AN 06-5630 CI

002635




MOTION ARGUMENTS BEFORE DISCOVERY MASTER

) . ELI LILLY
STATE OF ALASKA v. 9/11/2007

BEFORE THE DISCOVERY MASTER

Pages 1 - 168
Tuesday, September 11, 2007
13:00 ATM:

at
LANE POWELL
301 West Northern Lights Boulevard, Suite 301
Anchorage, Alaska

PACIFIC RIM REPORTING 907-272-4383 Exhibit B, Page 1 of 8
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Lehner. Yes. Thank

DISCOVERY MASTER: Okay. If you can't or
t, let us know, please.

Nam e W R

T
LEUAUE LN oY ®

NN NN

5 available and how hard it would be to get it. So I

2 Medicaid database.

Page 8

MR. BOISE: B.

MR. STEELE: Maybe get on the same page
with me. d

DISCOVERY MASTER: Gotit.

MR. STEELE: Can you turn to page 37
Because that's what we're going to discuss.

DISCOVERY MASTER: Um-hum.

MR. STEELE: Okay. I take what is being
said here to be this. Beginning at page 3, the good
doctor is saying what else it is that you need in
ordez to do what it is that you intend to do with the
data. Dave Campana, who is the Medicaid person most
knowledgeable about what exists and how hard it is to

in a meeting out of state until the 13th.
ust got this yesterday and I was flying, I
ill this moming. SoIhave not been
able to confer with him, but T have gotten Matt
Garretson and his people on the line.

Mr. Garretson would be one of our
co-counsel and also somebody who is knowledgeable in
general about what kind of things exist in the

To confer with him to see what of these
things we think ought to be there or ought to be

Page 7

All right. Let me start with
ve can agree on. Counsel,
1 to us and helpful to the process is the
t of your expert, whose name I'm going to
mce, Beth Veerig?
SE: Vimig
MR STEELE: Vimig. The difficulty we
ing was the diffic in addressing the
w somebody could give anybody all of
dicaid database. It's not like a basketball
where it's in our possession, wrapped up neatly and
nicely, and we can just hand it to you.
So fortunately, I guess, we have this
affidavit by your expert, and I think that T can
address some of the things that she addresses there,
because I take what she is saying to be a description
by her of what else you need in addition to what we
have given you thus far. So let me see if I can go
through that one at a time.
Does the Court have the affidavit?
DISCOVERY MASTER: I don't think so.
MR. STEELE: It would have been part of the
5 lengthy response that was filed.
DISCOVERY MASTER: Then I do have it.
Okey. Ihaveit. Number? Exhibit number.

4 e
b WNHOWLEIAM B WNF

[
o
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ow o

Page 9

am prepared to go through those one at & time and say
what it is that we have to say about jt. I think it

will probably solve some of our problems because I
think we can accommodate you on some of these things.

She begins on No. 1, but No. 2 is really
where we start talking about things that you want,
underneath enroliment data. On No. 2, to the extent
that it is available and can be de-identified - by
de-identified I mean take out patient-specific
information, like name and Social Security number -
we're willing to produce this information.

MR. JAMIESON: Excuse me. Is that
paragraph 2?

MR. STEELE: That's 2 on page 3. And
again, I'm saying this on behalf of Dave Campana, who
Thave not been able to speak with, but speaking in
general with Mr. Garretson, we believe this sort of
thing is available. If it is available and it can be
produced, that is, if it exists and we can getit, we
will give it to you in a de-identified form.

I think we've refined our approach to
de-identifying information, knowing that what you all
are interested in, as are we, is being able to
identify discrete patients within the database. In
other words, knowing information that will be able to

3 BaT8%.8 .57 )
Declaration of Matthew Garretson
Case No. 3AN-06-5630 C|
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Page 12

24,000, we have no objection to giving you
formation on treaters that may exist in addition to
the ones that you've got.
What I think happened is that the number
re the people who in fact treated, but I'm
reck on that and make sure that you have

» absence of Dave Campana other than we
18t we don't have. It may be the case
ple who are filling these things out
didn't do their jobs right, but I do not believe that
it is that you are asking for in No. 6.
respect to No. 6, we will ask yet
again if more cannot be obtained somehow or
somewhere. It also may be the case that First Health
may have something that we don't have or have it more
conveniently. If it were to exist there, of course
you can have it, and I think Mr. Marcum is going to
dress somewhat later those things on the subpoena
to First Health that we would not be objecting to.

So on No. 6, I don't know what to tell you
other than, you know, we'll get what we can get, but
we don't have what we don't have.

Number 7, the revenue codes. If there are

}

ge 11

, we will try to do

The start and stop dates is what
ced for there. We think that this can be
t data, and if you

. Wet titis. So
Iking to Dave Campana,

aid there is there
to be more exact,
n you data
0,000 plus 999 others. It's

zised in our mind
0 make a claim? If they
2im, it's not going to be in the
data. So what we imagine is
he absence of Mr. Campana, is
09 - 999 people who are treaters and
124,000 people who are enrolled but not necessarily

are other treaters that exist between 100 and

Page 13

revenue codes that we have that we have not given to
you and they can be feasibly extracted from the
database, we will give you those revenue codes.

Number 8. We don't think we have it. We
will — I don't know how to say this other than to
say, you know, we'll make double-dog sure that we
don't have it. And that's a series of these
questions. As I say, I'm a lawyer, and I'm not
looking at it myself, but we will see what we can
find out. We have inquired. We don't think we have
it, and if we don't, we don't; and if we do, you're
welcome to it.

Number 9 is the same thing, if we find more
diagnosis codes, you'll be the first to know.

Number 10, we will give you all of the
pharmacy records for all of the medicines that are in
the database. So we're not going to make a
distinction about which ones do or do not have
something to do with things that we are interested
in. You can have all of that, assuming it i
available, and I have reason to believe, based on my
conversation with Mr. Garretson, that it should be.

T just can't guarantee it because Mr. Campana is not
around,

The same answer for No. 11. You're asking

4 (Pages 10 to 13)
Exhibit B, Page 3 of 8
Declaration of Matthew Garretson
Case No. 3AN-06-5630 C|
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be the good
that we
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Page 16

Steele has articulated, we certainly have had
discussions about it, indeed on-the-record
discussions about where similar types of, if not
agreements, willingness to Jook for documents and
look for data have been offered. And the response
has largely been: If we have it, we'lltry to S
rovide it to you, and the like. Yet we still sit
here without the data, and that's what prompted, in
large part, our desire to go right to the source.

‘We don't doubt & word that Mr. Steele has

id that this is complex. We don't doubt that there
is more digging that needs to be done and there is
experts that need to be involved in doing that
digging. And that is why what we have asked for is
to go to the data source itself maintained by the
agent of the State, First Health, and have our
experts go in and extract the data that needs to be
extracted from the database.

The first example that Mr. Steele addressed
was under enrollment data, and what I understood him
to say was we will get all enroliment data, but in
addition to that, you're going to look for additional
information on race and gender, We certainly want
that as well, but that was an example of data that
we're seeking in a database. What we don't know is

s, but barring some unreasonable amount of
3 expense or effort that would burden the State system,
you can look at the fouled-up and corrupted 1996 data
and make your own judgments. And again, ] haven't
ble to Daye Campana about how difficult
bundle this up and send it to you. Ifit
does tum out to be extraordinarily difficult, I'm
sure we can work something out, pay for peopl:
they have it, or we'll figure something out. But
if you want to look at corrupted data, you are
welcome toit.
That covers the database, and I think that
'h covers everything that needs to be
t unless you guys have any other
t could we have this or could
we have that,
DISCOVERY MASTER: How about if you all
respond to the discrete database issue.
MR. BOISE: Sure.
DISCOVERY MASTER: If you're ready to do

MR.BOISE: Absolutely.
DISCOVERY MASTER: Okay.
MR. BOISE: Thank you. Much of what Mr.

5 are attached, I think as the last exhibit to that

Page 17

what we don't know.

We just received at the end of last week a
listing of all the fields in the database, and there
is and hundreds and eds of fields that

large pleading - it's not there. Ill geta

reference for you. Exhibit F, which we received late
last week, which gives hundreds of fields of
additional data items which we're just learniog
about.

So what happened here was we gota
selective cut of data instead of the whole database,
We're told it's burdensome to package it like a
‘basketball and sort of hand it to us, and we
appreciate that, but we haven't understood or heard
what that burden is in any way, shape or form. We've
offered to have our own experts go in and extract
what we need from this database, and that's what
we're really asking for here.

T'mean, you have, you know, the position of
the State having to go back to the one person who has
the information conceming this data which was nnable
to answer now for a period of months, and 1 think
it's time for us to be able to see what is in that
database in its totality and be able to extract

] (Pages 14 to 17)
hibit B, Page 4 of 8
Declaration of Matthew Garretson
Case No. 3AN-06-5630 CI
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= e Page 20
age 1

-

what data we need to extract. We appreciate the
concessions that were made, and we thmk alotof
them have been made in the past already in our
meet-and-confer process, but we just are still
waiting on or maybe there is some confusion about.

MR. STEELE: May I?

DISCOVERY MASTER: Are you finished, Mr.
Boise?

MR. BOISE: Iam. Thank you.

DISCOVERY MASTER: All right. Go ahead.

MR. STEELE: All right. Where it appears
the seam must fail. With respect to the enrollment
data, I've said what I've said. They say -- andI
hope Beth is not — Beth is not a guy, is she, your
expert?

MR. BOISE: No.

MR. STEELE: Beth A. I thought you said it
was — it was a guy. L' off the subject. Anyway,
T've said what I've said.

With respect to No. 2, what they're saying
is that they want to look at enrollment files, and
> they want to see the things that are listed in No. 2,

at this point to have the and I think we can give them that information. Sol
d really extract it ourselves. didn't understand that to be all enrollment data.
he pre-96 information. I mean, Obviously that includes the names. I mean, one of

rs or other data
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Page 19 page 21

. the things that's interesting about Dr. Virnig's
declaration is that she of course doesn't opine that
she needs the names of the Medicaid recipients. You
can look at it from stem to stern, and the good
doctor does not suggest anywhere in there that she

nes very challenging. needs the name of the Medicaid recipient.
eason why we need ' So they can have the enrollment data but
to separately and let not the names of the Medicaid recipient.
t to have Mr. Steele Second point. With respect to the experts
e State and figure out what 10 extracting it, T don't really know how that would be
1d be &t issue in producing pre-96 data and thea 11 done, but it's certainly not customary. I've been
defined period I think is a doing product liability cases for 30 years, and I
S have yet to have General Motors let me into their
‘What we'd Iike to do, again, is have our 14 computer, and I don't think that's ever going to
5 expert look at the data. We have a fight, a dispute 15 happen. What you do is you ask them for things, and
jed data or not, and 16 they give it to you. And they have asked us for
we'd respect what the Court's ruling is on that issue things, and we'll give it to them insofar as what
as we get to that issve, but if we have to look at it 18 TI've said we can provide to them, with the caveats
from 2 de-identified perspective, you know, so be it. that T have offered.
We have rezsons why we should see the whole database I have never seen a product liability case
inits n;mic»id»_uu{:ed form. 2 where the defense data weasels walked into GM
A=80 mean, these are, in a nutshell, headquarters and started diddling on their computers,
} really — 1 think Mr. Steele has made the argument as and I don't think I'm ever going %o see that.
4 1o why we need to see the whole database and have our The idea that they want all is - I think
own experts come in and make some judgments as to doesn't make any sense. What they've gotisa

6 (Pages 18
ghibn B, Paga%%l 82 1)
Declaration of Matthew Garretson
Case No. 3AN-06-5630 CI
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Page 22

at that is a rational basis
ake a decision. In other

ffered, that I can see,

and diddle on the

can do what

it's alive and there
en every day and
g that's in use. The pre-96 stuff
the form so that it's like

, it is a basketball that
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you may not have diagnosis codes. ‘What we don_‘l know
is whether that data lives in a different form within

the database. We don't have to go within the

corridors and have our technology people go around

and play with the database if you would produce the
eatire database, and we would be able to extract what
we need on our own time and without eny intrusion.

‘There has been no burden argument or
presentation as to why that would be challenging to
do other than it's not in the form of a basketball,
and we're really put in the position of saying,

“We're going to show you a little bit of this

database, and if you ask us for specific things,

we'll give it to you, but we're not going to tell you
what are in all those other fields where people,
nonlawyers, can go in and really look and see what is
there."

Are there revenue codes that would show
additional procedures? Is there data contained in
eligibility files that would have more information
that would go to confounding factors, that would go
to issues of cansation? We don't know what we don't
know.

We've asked for the database, We've been
told you'll look for certain items but told we're

am e W e

g aside the issue of patient
ying information which I think we can argue
separately, I would just note that their doctor
doesn't say that she needs it, nor would it be needed
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unwilling to do the entire database because of
burden. All we're suggesting is if that's the
argument, we'll take on the burden and go to the
source and extract what we need. So ultimately we'd
like the full database. If that is too burdensome,
we would offer to go and extract what we need using
forensics experts to do it. So in either case, we
would have the opportunity to extract and obtain what
we need.

The final point that Mr. Steele made, or

medical records issve, and I prefe:
scparately.
DISCOVERY MASTER: Mr. Boise.
MR. BOISE: Just very briefly. If we're
going to get the entire pre-96 database, then there
is 1o — there is no gripe there if we're going to
get all the database,
Our main gripe is that we don't know what
we do't know. We know what we've been produced is a
selective portion of e database and given that
selective portion to & person who is used to seeing a
databese, we're able to identify areas of just
obvious need and issuves.
What we're told here on many cases by Mr.
5 _Steele is that you don't have all procedure codes,

argue that 1 maybe he opened with it, was there is no reference to
the need for de-identified information, and I agree
we should argue for medical records separate, but
what Dr. Virnig does do in here and what we do in our
briefing throughout is explain we need medical
records, and we can't identify which patient's
medical records we need without the identified
information.

‘We want to be able to look at — how can we
subpoena the records, unless you're willing to
provide the records to us, based upon a de-identified
number? So if & particular patient we believe has
huge gaps, for example, in their enrollment data and
we want to find out what was the full history for
that patient, the only way we could possibly get that
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is through medical records, and the only way we would
be able to t2ll you which medical records weneed
either for you to obtain for us and provide to us in
some de-identified fashion or for Lilly to go out and
get them themselves is to have a patient name.

We've been able to handle 28,000 claims on
behalf of plaintiffs in the underlying Zyprexa
litigation, personal injury litigation. We've
obtained thousands of patieats’ medical records.
We've taken dozens of plaintiffs' depositions. We're
extraordi! sensitive to the rights of these

y and take all measures necessary

not to intrude unless absolutely there is a
compelling need here.

Without having this information at least in
the lawyers' possession or in our expert’s
possession, we're unable to identify which patients
we need to go out and tell a story here and be able
to get the full picture, not just what limited
information is contained in this database where
people, as you said earlier, may not have coded
something propezly or may not have included the
information that is key here. So that's the
response.

DISCOVERY MASTER: Ihave a question for
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through that so -~ because we don't know what we
don't know, and there may be things in there that we
would very much like to know that they don't want us
to know.

So if that's the way it's going to be done,
then let it be so. But setting that aside, what I'm
telling the Court, with a reasonable degree of
assurance, is that integral to those -- to this live
database is the names are inseparable. There is no
way to do that. So if they Jook, they look.

And by the way, we have given them a list
of all of the fields. Soif they want to make a
query with respect to the list of all of the — Mr.
Boise in his argument just said we've given them
hundreds of fields. We've given them hundreds of
fields. If they want to make inquiries within those
data fields, they can do that. They can put that by
way of discovery, and we will respond to it.

The question of the need for the individual
identities of the people, I mean, we're just going to
have to address that, and I will do that.

But two strong points I want to make is T
cannot separate the identities from the database.
That's why we did it the way we did it in main
measure, and if it's sauce for the goose, it's sauce

Page 27
Mr. Steele.
MR. STEELE: Sure.
DISCOVERY MASTER: Aside from you've never
seen it done at GM, what's the burden or prejudice or

5 risk to your client of having the defense look at the

database themselves, assuming you can protect the
identities of the patients?

MR. STEELE: Well, the last is the problem,
and that is, of course, integral in the databasc,
inseparable from the database, the identities of the
patients. So if you're looking at the datebase, you
are locking at the identities of the patient.

And allow me to make this point, and I
haven't been able to confer with my colleagues, but

5 if - I'd probably be willing to let them look in our

computers if they'll let us look in theirs. What do
you think?

MR. SUGGS: I don't think that they would
offer that.

MR. STEELE: Really? But, you know, that's
something to think about is if it's sauce for the
goose, it's szuce for the gander. So if this is the
standard we're going to adopt, then for all of the
things that Mr. Suggs wants, we want to invade their
datebase and their records and have our experts comb
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for the gander on that little deal. We can go poke
around in their stuff, but that wasn't the way it was
done in the MDL. We didn't go and poke through their
database to get 12 million documents. They handed us
what they were supposed to hand to us on the
discovery order, just the way that we're doing it

here. It's no different. It's no different than

it's ever done.

DISCOVERY MASTER: Allright. I'm going to
give you the last word, Mr. Boise, briefly, and then
we'll move on to the next issue.

MR. BOISE: And Mr. Suggs knows this and
M. Steele just may not. Imean, there was extensive
di and court in: on his goose v.
gander argument. There was discussion, disclosure of
fields and what those fields meant of Lilly
databases, and in certain circumstances full
datzbases were turned over. There was a full history
for each database in the disclosure, which has not
happened here, so the PSC in the MDL could be fully
informed as to what they were getting and not getting
in making those choices.

We're asking for the piece of evidence that
Yyou are basing your entire claim on, to be informed
about that piece of evidence and be fully informed,
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and that's what we're asking for.

DISCOVERY MASTER: Allright. Thanks.
Next let's just go the patient records argument.
Who's going to do that? And Mr. Boise. Okay. We'll
start again with Mr. Steele.

MR. STEELE: Okay. Well, I've bad this
discussion with them. Is it perfectly clear to
everybody that we do not have a warehouse the size of
Yankee Stadium wherein from birth to death every
Medicaid recipient's medical records are kept? Does
everybody agree to that?

MR. BOISE: We've heard that
representation. We understand that.

MR. STEELE: You don't think it's
otherwise?

MR. BOISE: No, that's not our claim.

MR. STEELE: Okay. Good.

MR. BOISE: That's not our claim.

STEELE: Allright. So we don't have
the question becomes: Where do we go
The first thing that needs to be said
is that there is very little in their
expert’s declaration that suggests that something can
be gotten from the medical records that cannot be
gotten from the Medicaid database.
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you like. In this case, it is the Alaska Medicaid
population.

Now, we think about the roulette wheel. On
the roulette wheel there is zero and double zero.
Zero and double zero on the roulette wheel are the
background rate of the disease. So let's say we've
got the entire Medicaid population. We want to look
at a particular disease, the disease will have a
background rate because in this world there are very
few things that are simply unique to a particular
agent.

So you'll have a background rate of
diabetes, you'll have a background rate of heart

cancer, and any agent that you want to talk about
that causes disease pretty much is going to have a
background rate. So we talk about tobacco, we'll
have a background rate of lung cancer and heart
disease. If we talk about Zyprexa, we'll have a
background rate of obesity, diabetes, heart disease,
and 50 on.

So let us say that the background rate is
zero and double zero within the Medicaid population.
So you've got all of these numbers plus the
background rate. The question becomes if you
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The fact is that Medicaid databases are
used all of the time to do epidemiology studies which
determine how much of a disease has been caused by a
particular agent and to - let me see if I can start

ith a larger metaphor that may explain better what
it is that we're trying to do, but keep in mind the
background here is this.

If you Jook at the pharmacotherapy article
that is submitted with the defendant's most recent
moving papers, that was a study similar to the one
that we're doing that was done out of a Medicaid
database from five states. No patient records were
accessed in order to do that study. Lilly does
Medicaid database studies and has done seyeral on
Zyprexa. In doing those Medicaid database studies,
patient records, meaning charts in doctors' offices,
were not used.

The way that we are approaching the problem
is a valid scientific way to approach the problem.
That is a large frame around this subject.

The next thing that needs to be understood
is this, and excuse the crudeness of my metaphor, but

) thisis kind of how it goes. Let's say that you've
got a roulette wheel. The roulette wheel has gota
whole bunch of numbers on it. Pick any number that

1
2
3
4
5
6
7
8
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introduce a particular agent into the Medicaid
population, what do you have in addition to the
background rate? So what do you have in addition to
2ero and double zero? Well, if you're talking about
Zyprexa and diabetes, what you're talking about,

ding to the phar py article and other
articles, are you have zero, double zero, triple
2zero, quadruple zero, quintuple zero and sextuple
zero. Zeroes 1 through 6. Okay?

Now, in order for us as the State to
determine what our damages are, what we need to do is
we need to subtract the background rate from the
increase cansed by the agent. So we subtract out
zeroes 1 and 2, and we're left with zeroes 3 through
6, and that gives us the additional amount of disease
caused by a particular agent. That's essentially how
it is done in Lilly's Medicaid data studies on
Zyprexa and pharmacotherapy article, Dr. Gao's study
on Zyprexa.

Now, the case we are pursuing is this, and
it's got to be looked at. differently than a
traditional PI case because a traditional PI case is:
Iwant to give Mr. Smith money. Formeto give
Mr. Smith money, we've got to demonstrate that it is
Mr. Smith that has been hurt and not somebody else.
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RE: State of Alaska v. Eli Lilly & Co., 3AN-06-05630 CI
DISCOVERY MASTER ORDER
State’s First Motion to Compel

Lilly's Motion to Compel
Lilly’s Motion for Commission for Subpoena

T'he State of Alaska seeks damages from Eli Lilly & Co. for harm
allegedly caused by Lilly’s marketing and sale of the drug Zyprexa. The State asserts
claims in strict product liability for failure to warn and design defect, for violation of the
State’s Unfair Trade Practices and Consumer Protection Act, and for negligence,
negligent misrepresentation and frand.

The State has not filed a class action and is not seeking damages for individual

patients. Instead, the state seeks to recover for excess expenditures allegedly incurred by
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the State’s Medicaid program in paying for excess prescriptions and medical treatment
for injuries cansed by use of the drug.

Because itis not seeking damages for individual patients, the State does not
intend to prove its case by presenting evidence regerding specific patients. Rather, the

State will attempt to prove its claim solely by use of statistical and epidemiological

use of Zyprexa in a Medicaid population produces a significant increase in diabetes and
that Lilly failed to warn the consumer (an otdinary doctor) of this risk and of the need to
take appropriate extra precantions to prevent that risk.

The State’s experts will apply existing scientific research to the State Medicaid
database to reach conclusions about the injury and damages allegedly suffered by the
Medicaid program. That data base, according to the State, will allow experts to identify
(without naming) every Medicaid recipient who took Zyprexa, the illness for which it
was prescribed, whether the patient suffers from one of the medical conditions caused by
Zyprexa and information regarding other risk factors that may have caused those
complications.

The trial court has imposed limits on discovery in this case. Lilly has been
involved in substantial other litigation regarding Zyprexa and a considerable amount of
discovery has been catalogued in a collection in Multi District Litigation in New York.
Because the State has access to those documents, the Court found no good reason to

allow the State to conduct direct discoyery against Lilly for the same information. In

addition, the court set a trial date of March 2008 in this complex case, based primarily on

Exhibit C, Page 2 of 13
Declaration of Matthew Garretson
Case No. 3AN-06-5630 G|

002645




the State’s estimate of the amount of time necessary to prepare the case under its
epidemiological theories.

In earlier proceedings Judge Rindner, although recognizing that use of
epidemiological évidence is generally accepted in litigation, found that he did not have
sufficient information to determine whether the State’s evidence passed muster under
Alaska law. The Judge ordered discovery to flesh out those claims so that he could make
that determination. ‘He also noted that Lilly was free to defend the claim in whatever
ways might be appropriate, and thus did not limit Lilly’s discovery solely to the defense
of epidemiological evidence.

With this general background in mind I turn to the specific discovery disputes
raised by pending motions. This order will address is detail the most significant dispute
between the parties — access !.0 individual patient records. As explained below, I find that
in large part Lilly has not shown how discovery of individual Zyprexa users’ medical
records will lead to evidence relevant to challenging the State’s epidemiological
evidence. To the extent that Lilly has demonstrated a theoretical possibility that this
evidence may be useful, that does not outweigh the significant risk of harm posed by a
wholesale invesion of mental health patients’ records or the expense and considerable
delay resulting from that discovery. Finally, Lilly has riot explained how this discovery

will aid its defense of the case in ways other than challenging the scientific evidence,

Following the general discussion of the patient records issue, this Order will

address all remaining discovery disputes,

Exhibit C, Page 3 of 13
Declaration of Matthew Garretson
Case No. 3AN-06-5630 ¢}

002646




Lilly seeks discovery of medical records of State Medicaid patients receiving
Zyprexa. The State opposes, claiming that the records are not relevant and asserting a
number of other privacy and practical objections.

At the outset ] note that Zyprexa is prescribed for patients diagnosed with mental
illness or mental health concerns, including schizophrenia, certain stages of bipolar
disorder and mood disorders. Thus I will not order discovery of the records containing
the identity of these patients unless that discovery is vital to this litigation and unless
there is no other practical way of obtaining it.

The State argues that evalvating whether and why an individual Zyprexa patient
incurred adverse symptoms does not shed any light on whether the overall
epiderniological evideﬁcs is valid. The State claims that its epidemiological estimate of
increased risk of diabetes is based on the Medicaid population as a whole and not on
specific individuals, The State suppors its claims by noting that in the scientific arena,

Lilly and the Federal Drug Administration xely heavily on epidemiological evidence to

make major decisions concerning prescription drug regnlation without needing access to

specifiq patient records.

Lilly makes the following arguments to support its request for access to individual
patient records. (1) It needs the individual records to challenge directly the State’s expert
epidemiological evidence; (2) The State Medicaid database is insufficient because it does
not contain information about certain non-Zyprexa risk factors for diabetes, including

being overweight and having a family history of diabetes; (3) Access to medical records

will allow Lilly to test whether the Medicaid database entries are and (4) Lilly
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is not limited to defending this case by using epidemiological evidence, and the medical

records mey produce relevant eyidence to other forms of defense. I address these claims

in order.

Lilly has not really expiéin:d why use of specific patient records is an accepted
scientific method for directly challenging epidemiological evidence. Lilly’s expert; Dr.
Virnig, identifies the kind of general factors that might be important in evaluating an
individual’s claim of Zyprexa related diabetes — risk factors other than diabetes, prior
history of diabetes or the fact that some diabetes patients are non-symptomatic. But Dr.
Virnig does not explain how access to this specific information is useful in challenging an
epidemiological study where one population is compared against another and the factors
mentioned by the affidavit are controlled.

Lilly’s second claim, also supported by the Virnig affidavit, is that the State’s
Medicaid database is not sufficiently detailed to be used as a basis for a valid
epidemiological analysis because it does not contain important information, While Lilly
is free to challenge to validity of the database, it is not clear to me that access to
individual records is the appropriate scientific method of doing so. In fact, Dr. Virnig
was able to explain in detail why the database production is inadequate without having
access to patient records. If thie database is inadequate, that may be cause for its
exclusion from trial. If the database is admitted at trial Lilly presumably will have ample
opportunity to show the jury that the State’s claims are based on bad science, But
nowhere in Lilly’s arguments is the claim that access to individual records is necessary to

show that the database is inadequate,
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Lilly also asserts that access to individual patient records is necessary to challenge

the validity of entries coded in the database. Lilly is technically correct, Lilly is entitled
to test the accuracy of the database and the only 100% foolproof Way to challenge its
accuracy is to start from scratch and compare individual records to data base entries.

But, a court is obligated to impose reasonable limitations on discovery, including
Iimitations on pursuing information that might technically lead to the discovery of
relevant information. In doing so & court may balance the need for the information

the cost, burden and harm caused by obtaining the data.

Discovery of the identity of Zyprexa users would be extraordinarily intrusive.
Zyprexa is used to treat mental illness, including schizophrenia, certain stages of bi-polar
diseases and other mood disorders. The records of Zyprexa users are bound to contain
highly personal and private information.

Discovery of these records will cause significant delay in thig case. The State
estimates that its case involves prescriptions to approximately 700 Zyprexa patients. To
obtain these records, the State or Lilly would be required to review the Medicaid database
to identify the patients and their physicians. Then, a party would be required to send an
order to the physicians to produce the records, The court may be required or feel
obligated to offer each patient the opportunity to object to disclosure of his or her records,
Even in the 2bsence of that requirement or courtesy, I anticipate that the court will be
required to resolve assertions of physician-patient privilege by soms physicians.

Discovery of the records but with information regarding the actual identity of the
patient removed would be less intrasive but equally time consuming. At oral argument

the parties discussed retaining a medical records gathering company to obtain the records
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(under the process described above) and then redacting the records prior to distribution to

the parties. But this method of discovery would still entail considerable delay through

the process of patient and physician identification, potential objections made by
physicians, and the record editing process. Although neither party discussed the costs of
this method of discovery, neither volunteered to pay for it

1 cennot determine exactly how long gathering this data would take. ButI can say
with some confidence that if the discovery is ordered, the March 2008 trial date will have
come and gone before anyone sees an actual patient record.

In light of these burdens associated with the gathering of records, Lilly must make
a strong showing that it is likely that the discovery will produce important evidence
undermining the accuracy of the Medicaid database, Lilly has not made that showing.

As to post 1996 data, Lilly makes only general assertions of potentially inaccurate
database entries. For pre 1996 data, the State has conceded that some of the data is
“corrupt.” But I do not know what that means. That may mean that the data is so
unreliable that the State may not use it to establish epidemiological proof. In that case,
Lilly doesn’t need actual patjent records to challenge that evidence.

Finally Lilly claims that it needs specific patient information to defend the case in
ways unrelated to the epidemiological proof. But, when pressed Lilly was unable to
make a compelling showing as to why the court should inyade a mental health patient’s
privacy in pursuit of that goal,

Lilly asserts that it might want to present evidence from individual patients who
liked the drug and felt better using it. Butits not clear to me what that type of evidence

would prove. The State does not assert that Zyprexa has no benefit or that some patients
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were happy with the drug. Indeed, as Lilly points out, Zyprexa is still part of the State’s

Medicaid formulary — Medicaid physicians are free to prescribe it and seek payment for
their services. Finally, even if evidence from satisfied actual Zyprexa users is relevant,
surely Lilly can find that evidence by somé means other than the method proposed here.

Discovery Regarding State’s Medicaid Databa:

Lilly has asserted a number of objections regarding the State’s production of
information from its Medicaid Database (aside from information regarding the identity of
Zyprexa patients). The Vimig affidavit specifically identifies those deficiencies.

Atoral argument the State indicated that it did not object to producing the
information identified by Dr. Vimig if it was actually in the database. The State has since
confirmed that it has taken steps to provide that discovery, Thus I consider Lilly’s
motion resolved. Iam mindful that the State’s case may rise or fall in large part on the
database. Lilly may renew its motion regarding the database if unsatisfied with the
State’s supplemental discovery.

Lilly also filed a separate motion seeking a subpoena of the originai database
maintained for the State by First Health Services Corporation. The State 0pposes.

The State asserts that it took the original database, manipulated it to exclude all
patient identifying information, and produced (or will produce) the rest. The State claims
that if Lilly has access to the original database, it will have access to patient identifying
information.

Lilly doesn’t dispute the second claim - that access to the First Health records

will result in access to patient identifying information. But Lilly asserts that it should
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have that access beosuse the production from the State has been so shoddy that Lilly
cannot be assured of t
illy is not entitled to access to patient idenﬁfying_
tate has committed to making additional database discovery,
f inaccurate production is not persuasive.
idual Discovery Requests
Lillv’s Motion to Compel {August 6, 2007
DENIED. See discussion of Access to Patient Medical Records above.
illy’s Motion for Application For Commission to e Subpoena

DENIED. See discussion of Access to patient Medical records and Discovery

Regarding State’s Medicaid Data Base above.

State’s First Motion to Compel (July 10, 2007)

DENIED in part and GRANTED in part.

Int. # 1, RFP# 1. Lilly withdrew its objection at oral argument,

Int. #2, RFP#2, DENIED. The State seeks information regarding
communications about Zyprexa from Lilly to public payors of medical bills in Alaska
other than Medicaid. Lilly ergues that the information sought will not lead to admissible
evidence because the State’s claims are limited to misrepresentations to Medicaid. The
State argues that this information is relevant because other public payor organizations
could influence the State and prescribing physicians regarding the use of Zyprexa.

The State has access to the MDL collection that likely contains a Tepresentative

sample of communications about Zyprexa made by Lilly to numeroug organizations. Itis

also likely that the communicafions mads to other payors in Alaska are similar to
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commugications made to the State and evidence of communications available in the
MDL collection.

The evidence songht by the State is technically discoverable — but it appears that
tae ability of other payors to influence the State is tenuous and the information sought is
also likely redundant to information already available to the State. Given the State’s
interest in limiting unnecessary discovery o as to preserve the March 2008 trial date,
Lilly’s objection to the discovery as overbroad is sustained.

Int. #3, REP#3. Lilly withdrew is objection at oral argument.

Int. #6, RFP #9. DENIED. The State seeks information regarding
communications about Zyprexa from Lilly to representatives of Alaska’s executive or
legislative branch. Lilly asserts the same objections noted above regarding Int. #2. The
State does not have any evidence that other members of the Alaska executive branch or
the Alaska Legislature influenced Alaska Medicaid regarding the use of Zyprexa. Lilly’s
objection is sustained.

Int. # 8, RFP #11; Int. #9, RFP # 12; Int. #10, RFP # 13; Int. # 11, RFP # 14.
DENIED. The State secks information Tegarding communications about Zyprexa from
Lilly to patient adyocacy groups, the American Psychiatric Association, the Texas
Medication Algorithm Project, and Comprehensive NueroScience. Lilly’s objections are
sustained for the reasons stated above in Int. #2.

Int. #4, RFP#7. GRANTED in part. The State seeks information regarding call
Dote references to Zyprexa generated by Lilly sales Tepresentatives in Alaska Call notes

are brief entries made by sales representatives documenting meetings with physiciang,

Lilly recognizes that the information may be discoverable but claims that retrieving the
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information from its database is unduly burdensome. Lilly asserts that it must search
approximately 40,000 entries in the call note database, a task that may take 1300 hours.
The State disputes this assertion.

I do not have enough information to determine how burdensome the search for

Alaska related Zyprexa call notes will be. But Lilly’s proposed solution to the issue

appears reasonsble. Lilly proposes to produce a random sample of Zyprexa related call

notes and suggests that any pattern relevant to these proceedings should reveal itself
through that sample,

Lilly shall produce & random sample of 4,000 Alaska call notes referencing
Zyprexa.

Int. #7, RFP # 10. Lilly withdrew its objection at oral argument.

Int. #12. GRANTED in part. The State seeks financial information regarding
Lilly’s worldwide revenne from Zyprexa sales, cost of products s0ld, gross margin,
operating expenses, other expenses and income before taxes. Lilly agrees to produce
publicly available information regarding sales and revenue, but objects to engaging in
forensic accounting to caleulate cost of products sold, gross margin, operating expenses
and pre-tax incomé. While the more detailed financial information may help the State
prove a motive for misrepresentation or corroborate the State’s claim that Lilly’s
merketing tactics resulted in increased sales, the publicly available information offered by
Lilly is relevant to the same jssue. In light of the State’s inferestin efficient discovery to
maintain the March 2008 trial date, Lilly’s objections to produce other than publicly
availeble information are sustained. Lilly must produce publicly available worldwide

Zyprexa seles revenue 1esponsive to this request.
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13. Granted in part. The State seeks information regarding Lilly’s Alaske

Int

Zyprexa sales revenue, and its gross margin and income before taxes. Forthe reasons

stated regarding Int. # 12, Lilly must produce publicly available Alaska Zyprexa sales

revenue A?SPOSS‘;VE to thus .'EC.ECST.
#19 and 20. Lilly’s 9//21/2007 letter is responsive to this request.

RFP 5and 6. GRANTED. The State seeks documents regarding
communications about Zyprexa from Lilly to Alaska physicians other than those made by
Lilly sales representatives. Those include communications made by “thought leaders” —
physicians or other consultants retained by Lilly to communicate about Zyprexa on
Lilly's behalf, At oral argument Lilly counsel conceded that these documents may be
discoverable and indicated that counsel had not made a search for them. Counsel also
indicated that he would check but was not certain whether he had the capability of
locating that information in Lilly’s file database.

Lilly shall make a diligent search for documents responsive to these requests and
produce those documents within 15 days. If unable to locate documents Lilly must
explain efforts made in that regard.

Int. #5, 15, 16, 17 and 18; RRFP #8, 15, 17, and 18.'GRANTED in part. Lilly
did not object to the discoverability of the information sought by these requests but
referred the State to the MDL collection to obtain that information. The State asks that
Lilly at least designate the Bates ranges for that information to ease the burden of

Jocating the documents.

Exhibit C, Page 12 of 1
Declaration of Manhe:vg Garmlaog
Case No. 3AN-06-5630 C|
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; asserted that the MDL collection was so extensive, and the
s so peculiar, that it was equally difficult for the
y to locate the information in the collection.
my view, if Lilly knows the infor ation songht by the State is in the MDL
must have some idea as to how to locate the information. Thus, no
st produce the information sought by the discovery, or
s to assist the State to locate the information, or if
uznebletodoe vhat efforts were made to obtain the information.
D

The Discovery Master fees incurred ta date for all matters submitted are

$6350.00. The parties shall each pay one-half. (Invoice submitted to counsel)

-
iy

Dan A. Hensley
Discovery Master

Exhibit C, Page 13 of
Declaration of Ma(lhewg Garrsots;g
Case No. 3AN-06-5630 C|
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IN THE SUPERIOR COURT FOR THE STATE OF ALASK/# -

:@
NG Y
27 9 oK
STATE OF ALASKA, ) 6”"‘;7{)3 < 2.
) b %P R
Vo % O
Plaintiff, ) 04, Lo,
) :')'g,\v/‘}/}./.,o/“(.\
V. ) Case No. 3AN-06-05630 CI R
)
ELI LILLY AND COMPANY, )
)
Defendant. )
)

PLAINTIFF’S MOTION IN LIMINE TO PRECLUDE TESTIMONY

OR ARGUMENT THAT ZYPREXA’S LABELING “WARNED” OF |
DIABETES, HYPERGLYCEMIA OR WEIGHT GAIN ‘

Plaintiff moves this Court for an order preventing Eli Lilly’s counsel and ‘
witnesses from stating or implying that Lilly “WARNED” of Zyprexa’s risks of diabetes
or hyperglycemia prior to the FDA-mandated label change in 2003. Further, Lilly’s I
counsel and witnesses should be instructed to make no statements that Lilly “WARNED” ‘!‘
of the risk of weight gain prior to the labeling change in 2007. L
Federal regulations contain precise rules prescribing drug labeling. Under these
regulations, serious adverse reactions are required to be listed in the “WARNINGS AND

PRECAUTIONS? section of the labeling: |

FELDMAN ORLANSKY i
& SANDERS

5001 STREET Plaintiff’s Motion in Limine to Preclude Testimony |
FOURTH FLOOR Or Argument That Zyprexa's Labeling “Warned” of
A . AK iabe i i i

ucmmcln Diabetes, Hyperglycemia and Weight Gain Case No. 3AN-06-5630 CI I

o0 270 353 State of Alaska v. Eli Lilly and Company

Page 1 of 5 I
FAx: 907.274.0819
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Warnings and precautions. . . . X
This section must describe clinically significant adverse reactions

(including any that are potentially fatal, are serious even if infrequent, or
can be prevented or mitigated through appropriate use of the drug), other
potential safety hazards (including those that are expected for the
pharmacological class or those resulting from drug/drug imcracthns),
limitations in use imposed by them (e.g., avoiding certain concomitant
therapy), and steps that should be taken if they occur (e.g., dosage
modification). The frequency of all clinically significant adverse reactions
and the approximate mortality and morbidity rates for patients experiencing
the reaction, if known and necessary for the safe and effective use of the
drug, must be expressed . . . [T]he labeling must be revised to include a
warning about a clinically significant hazard as soon as there is reasonable
evidence of a causal association with a drug; a causal relationship need not
have been definitely established.

21 C.FR. § 201.57(c)(6)(i) (emphasis added)."

Prior to 2003, there was no mention of diabetes or hyperglycemia in the
“WARNINGS” section of Zyprexa’s labeling.® Diabetes mellitus and hyperglycemia
were only mentioned far down in the labeling under the section for “Adverse Reactions,”

where they were listed as “infrequent” and “rare” under a subheading for “Other Adverse

'Cf 21 CFR. § 201.57(e) (effective through June 29, 2006):

Warnings. Under this section heading, the labeling shall describe serious
adverse reactions and potential safety hazards, limitations in use
imposed by them, and steps that should be taken if they occur. The labeling
shgll be revised to include a warning as soon as there is reasonable
evidence of an association of a serious hazard with a drug; a causal
relationship need not have been proved 3

(emphasis added).

2 -
See Exhibit A (Physicians’ Desk Reference, pp. 1649-1653 (54" ed. 2000)).
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FELDMAN ORLANSKY
& SANDERS
500 L STREET
FOURTH FLOOR
ANCHORAGE, AK
99501
TEL: 907.272.3538
FAX: 907.274.0819

. . 93 AL S .
Events Observed During the Premarketing Evaluation of [Zyprexa].” This section of the

5 1€ i nent
n emphasized, “that, although the events reported occurred during treatm

labeling eve!
with [Zyprexa], they were not necessarily caused by it”* Prior to 2007, the only
reference to “weight gain” was also in the “Adverse Reactions” section of the required
labeling, in a table of “adverse events” that reports the statistical results of premarketing
trials.”

These mentions under the “Adverse Reactions” section of the labeling do not
constitute “WARNINGS” as required and defined under 21 C.F.R. 201.57. *Adverse
Reactions” are specifically defined in the federal regulations, and are distinct from
“WARNINGS.” See 21 C.F.R.201.57(c)(7); ¢f. 21 C.E.R. 201(g) (effective through June
29, 2006).

Plaintiff does not object to statements such as “the adverse reaction section of
labeling referred to diabetes” or “diabetes was reported as an adverse event from
premarketing trials in the adverse reaction section of the labeling” or even that “the

adverse reaction of the section noted that diabetes had been reported in post-marketing

adverse event reports.” But it would be false and misleading for Lilly to claim that its

*Id. atp. 1652.
‘Id.
*Id. atp. 1651.

Plaintiff’s Motion in Limine to Preclude Testimony
Or Argument That Zyprexa’s Labeling “Warned” of
Diabetes, Hyperglycemia and Weight Gain

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

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

o

ED” isks i ycemi that
labeling prior to 2003 “WARNED” of the risks of diabetes and hyperglycemia, or

prior to 2007 it “WARNED” of the risk of weight gain.

DATED misZ% of February, 2008.

GARRETSON & STEELE
Matthew L. Garretson
Joseph W. Steele

David C. Biggs

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

RICHARDSON, PATRICK,
WESTBROOK & BRICKMAN, LLC
H. Blair Hahn .
Christiaan A. Marcum

David Suggs

P.O. Box 1007

Mt. Pleasant, SC 29465

(843) 727-6500

FELDMAN ORLANSKY & SANDERS
Counsel for Plaintiff

Eric T. Sanders
AK Bar No. 7510085

BY

HENDERSON & ALLEN, LLP
T. Scott Allen Jr.

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

FIBICH HAMPTON & LEEBRON
Kenneth T. Fibich

1401 McKinney, Suite 1800
Houston, Texas 77010

(713) 751-0025

Counsel for Plaintiff

Plaintiff’s Motion in Limine to Preclude Testimony
Or Argument That Zyprexa’s Labeling “Warned” of

Diabetes, Hyperglycemia and Weight Gain
State of Alaska v, Eli Lilly and Company

Case No. 3AN-06-5630 CI
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TEL: 907.272.3538
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i.

Certificate of Service
I hereby certify that a true and correct copy of P!
Testimony or Argument that Zyprexa’s Labeling

laintif’s Motion in Limine to Exclude
«“Warned” of Diabetes, Hyperglycemia

and Weight Gain and (proposed) Order were served by messenger on:

Brewster H. Jamieson

Lane Powell LLC

301 West Northern Lights Boulev ard, Suite 301
Anchorage, Alaska 99503-2648

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

ot D (o

(a-SrE57) 4

Plaintiff’s Motion in Limine to Preclude Testimony
or Argument that Zyprexa’s Labeling “Warned” of
Diabetes, Hyperglycemia and Weight Gain

State of Alaska v. Eli Lilly and Company

Case No. 3AN-06-05630 CI
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-+§ 201.57 Specific requirements on
content and format of labeling for
human prescription drug and biolo-
gical products described in §
201.56(b)(1).

The requirements in this section a
iption drug products descril
56(b)(1) and must be implemented accord-
the schedule specified in § 201.56(c), ex-
cept for the requirement in paragraph (c)(18) of
this section to rint any FDA-approved pa-
tient labeling at the end of prescription drug la-
beling or accompany the prescription drug la-
beli wh nust be implemented no later

Highlights of prescribing information. The fol-
ng information must appear in all prescription

(1) Hi
batim
clude all the information needed to use (insert

limitation statement. The ver-
‘These highlights do not in-

nan

of drug product) safely and effectively.
See full prescribing information for (imsert
name of drug product).”

(2) Drug names, dosage form, route of adminis-
tration, and controlled substance symbol. The
proprietary name and the established name of
the drug, if any, as defined in section 502(e)(3)

Page 1

of the Federal Food, Drug, and Cosmetic Act
(the act) or, for biological products, the proper
name (as defined in § 600.3 of this c)mp{gr) in-
cluding any approprate descriptors. This in-
formation must be followed by the drug's
dosage form and route of administration. For
controlled substances, the controlled substance
symbol designating the schedule in which the
controlled substance is listed must be included
as required by § 1302.04 of this chapter.

(3) Initial U.S. approval. The verbatim state-
ment "Initial U.S. Approval" followed by the
four-digit year in which FDA initially approved
a new molecular entity, new biological product,
or new combination of active ingredients. The
statement must be placed on the line immedi-
ately beneath the established name or, for bio-
logical products, proper name of the product.

(4) Boxed warning. A concise summary of any
boxed warning required by paragraph (c)(1) of
this section, not to exceed a length of 20 lines.
The summary must be preceded by a heading,
in upper-case letters, containing the word
"WARNING" and other words that are appro-
priate to identify the subject of the warning.
The heading and the summary must be con-
tained within a box and bolded. The following
verbatim statement must be placed immediately
following the heading of the boxed warning:
“See full prescribing information for complete
boxed warmning."

(5) Recent major changes. A list of the sec-
tion(s) of the full prescribing information, lim-
ited to the labeling sections described in para-
graphs (1), (©@), ©3), ©)(S), and (©)(6)
of this section, that contain(s) substantive la-
beling changes that have been approved by
FDA or authorized under § 314.70(c)(6) or
(d)(2), or § 601.12(f)(1) through (f)(3) of this
chapter. The heading(s) and, if appropriate, the
subheading(s) of the labeling section(s) af-

© 2008 Thomson/West. No Claim to Orig. US Gov. Works.
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21 CFR. §201.57

fected by the change must be listed together
with each scction's identifying number and the
date (month/year) on which the change was in-
corporated in labeling. These labeling sections
must be listed in the order in which they appear
in the full prescribing information. A changed
section must be listed under this heading in
Highlights for at least 1 year after the date of
the labeling change and must be removed at the

first printing subsequent to the 1 year period.

(6) Indications and usage. A concise statement
the product's indications, as required

aph (c)(2) of this st D, with any

Major limitations of

icular subsets of

e product is a mem-
ed pharmacologic class, the
under this heading in High-

identify the class in the following
Drug) is a (name of class) indicated
on(s))."

(7) Dosage and administration. A concise sum-
mary of the information required under para-
graph (c)(3) of this section, with any appropri-
ate subheadings, including the recommended
dosage regimen, starting dose, dose range, crit-
ical differences among population  subsets,
monitoring recommendations, and other clinic-
lly significant clinical pharmacologic informa-

(8) Dosage forms and strengths. A concise
summary of the information required under
paragraph (c)(4) of this section, with any ap-
propriate subheadings (e.g., tablets, capsules,
injectable, suspension), including the strength
or potency of the dosage form in metric system
(e-g,, 10-milligram tablets) and whether the
product is scored.

9) C indications. A concise of
ca;h of the product's contraindications, as re-
quired under paragraph (©)(5) of this section,

Page 2 of 19
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with any appropriate subheadings.

(10) Warnings and precautions. A cunc@sc sum-
mary of the most clinically significant mi_’orma-
tion required under paragraph (c)(6) of this sec-
tion, with any appropriate subheadings, includ-
ing information that would affect decisions
about whether to prescribe a drug, recommend-
ations for patient monitoring that are critical to
safe use of the drug, and measures that can be
taken to prevent or mitigate harm.

(11) Adverse reactions.

(1) A list of the most frequently occurring ad-
verse reactions, as described in paragraph
(e)(7) of this section, along with the criteria
used to d i inclusion (e.g., incid
rate). Adverse reactions important for other
reasons (c.g., because they are serious or fre-
quently lead to discontinuation or dosage ad-
Justment) must not be repeated under this head-
ing in Highlights if they are included elsewhere
in Highlights (e.g., Warnings and Precautions,
Contraindications).

(ii) For drug products other than vaccines, the
vetbatim statement "To report SUSPECTED
ADVERSE REACTIONS, contact (insert name
of manufacturer) at (insert manufacturer's
phone number) or FDA at (insert current FDA
phone number and Web address for voluntary
reporting of adverse reactions)."

(iii) For vaccines, the verbatim statement "To
report SUSPECTED ADVERSE REACTIONS,
contact (insert name of manufacturer) at (insert
manufacturer's phone number) or VAERS at
(insert the current VAERS phone number and
Web address for voluntary reporting of adverse
reactions),"

(iv) For manufacturers with a Web site for vol-
untary reporting of adverse 1eactions, the Web
address of the direct Tink to the site.

(12) Drug interactions, A concise summary of

© 2008 Thomson/West. No Claim to Orig. US Gov, Works.
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the information required under paragraph (c)(8)
of this section, with any appropriate subhead-
ings.

(13) Use in specific populations. A concise
summary of the information required under
paragraph (c)(9) of this section, with any ap-
prop: subheadings.

(14) Patient counseling information statement.
The verbatim statement "See 17 for Patient
Counseling Inft i
the verbatim
"See for Patient Counseling In-
and (insert either FDA-approved pa-
or Medication Gu .

g information: Contents. Con-

n a list of each heading and sub-

g req m the full prescribing information

under § 201.56(d)(1), if mot omitted under §

201.56(d)(4), preceded by the identifying number

required under § 201.56(d)(1). Contents must also

contain any additional subbeading(s) included in

the full prescribing information preceded by the

identifying number assigned in accordance with §
201.56(d)(2).

(c) Full prescribing information The full prescrib-
ing information must contain the information in the
order required under paragraphs (c)(1) through
(c)(18) of this section, together with the headings,
subheadings, and identifying numbers required un-
der § 201.56(d)(1), unless omitted under §
201.56(d)(4). If additional subheadings are used

Page 3 of 19
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by the FDA to be presented in a box. The
boxed waming ordinarily must be based on
clinical data, but serious animal toxicity may
also be the basis of a boxed warning in Lh; a\_J—
sence of clinical data. The box must contain, in
uppercase letters, a heading inside the box that
includes the word "WARNING" and conveys
the general focus of the information in the box.
The box must briefly explain the risk and refer
to more detailed information in the "Contrain-
dications" or "Wamnings and Precautions" sec-
tion, accompanied by the identifying number
for the section or subsection containing the de-
tailed information.

(2) | Indications and usag% section must
state\ th 15 1 for the treat-

ment, prevention, mitigation, cure, or diagnosis
of a recognized disease or condition, or of a
manifestation of a recognized disease or condi-
tion, or for the relief of symptoms associated
with a recognized disease or condition.

(1) This section must include the following in-
formation when the conditions listed are ap-
plicable;

(A) If the drug is used for an indication
only in conjunction with a primary mode
of therapy (e.g., diet, surgery, behavior
changes, or some other drug), a statement
that the drug is indicated as an adjunct to
that mode of therapy.

(B) If evidence is available to support the
safety and effectiveness of the drug or bio-
logical product only in selected subgroups
of the larger population (e.g., patients with
mild disease or patients in a special age

within a labeling section, they must be preceded by
t_.'n: identifying number assigned in accordance with based on a surrogate endpoint under §
§ 201.56(d)(2). 314.510 or § 601.41 of this chapter, a suc-
f k : cinct description of the limitations of use-

(1 ox ming. ain  contraindications fulness of the drug and any uncertainty
Or serious warnm, > particularly those that may about anticipated clinical benefits, with
lead to death or serious injury, may be required reference to the "Clinical Studies" 'sccr:ion

group), or if the indication is approved
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for a discussion of the available evidence.

(C) If specific tests are necessary for selec-
tion or monitoring of the patients who need

drug (e.g., microbe susceptibility tests),
the identity of such tests

(D) If information on limitations of use or
about anticipated clinical bene-
ant to the recommended inter-

vals between doses, to the appropriate dur-

nt when such treatment
should be limited, or to any modification
mcise description of the in-

TE! to the more de-

"‘Dosage and Ad-

(E) If safety considerations are such that

rug should be reserved for specific
siuations (e.g., cases refractory to other
drugs), a statement of the information.

(F) If there are specific conditions that
should be met before the drug is used on a
long term basis (e.g., demonstration of re-
sponsiveness to the drug in a short term tri-
al in a given patient), a statement of the
conditions; or, if the indications for long
term use are different from those for short
ferm use, a statement of the specific indic-
ations for each use

(ii) If there is a common belief that the drug
may be effective for a certain use or if there is
& common use of the drug for a condition, but
the preponderance of evidence related to the
use or condition shows that the drug is ineffect-
ive or that the therapeutic bencfits of the
product do not generally outweigh its risks,
FDA may require that this section state that
there is a lack of evidence that the drug is ef-
fective or safe for that use or condition.

(iif) Any statements comparing the safety or ef-
fectiveness of the drug with other agents for the

Page 4 of 19
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same indication must, except for binl_ogical
products, be supported by substantial evidence
derived from adequate and wc]l-commlleld
studies as defined in § 314.126(b) of this
chapter unless this requirement is waived under
§ 201.58 or § 314.126(c) of this chapter. For
biological prod such must be
supported by substantial evidence.

(iv) For drug products other than biologigal
products, all indications listed in this section
must be supported by substantial evidence of
cffectiveness based on adequate and well-
controlled studies as defined in § 314.126(b) of
this chapter unless the requirement is waived
under § 201.58 or § 314.126(c) of this chapter.
Indications or uses must not be implied or sug-
gested in other sections of the labeling if not
included in this section.

(v) For biological products, all indications lis-
ted in this section must be supported by sub-
stantial evidence of effectiveness. Indications
or uses must not be implied or suggested in
other sections of the labeling if not included in
this section,

(3)/2 Dosage and administration)

(i) This section must state
dose and, as appropriate:

(A) The dosage range,

(B) An upper limit beyond which safety
and cffectiveness have not been estab-
lished, or beyond which increasing the
dose does not result in increasing effect-
iveness,

(C) Dosages for each indication and sub-
population,

(D) The intervals recommended between
doses,

(B) The optimal mefhod of titrating
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dosage,

(F) The usual duration of treatment when
treatment duration should be limited,

(G) Dosing recommendations based on
clinical pharmacologic data (e.g.,, clinically
significant food effects),

(H) Modification of dosage needed be-
cause of drug actions or in special pa-
(e.g., in children, in geri-

in groups defined by ge-

in patients with

nsiderations  concerning

d and ¢ significant. Inform-
ation on therapeu drug  concentration
monitoring (TDM) must also be included
in this section when TDM is necessary.

(i) Dosing regimens must not be implied or
suggested in other sections of the labeling if
not included in this section.

(i) Radiation dosimetry information must be
stated for both the patient receiving a radioact-
ive drug and the person administering it.

(iv) This section must also contain specific dir-
cction on dilution, preparation (including the
strength of the final dosage solution, when pre-
pared according to instructions, in terms of mil-
ligrams of active ingredient per milliliter of re-
constituted solution, unless another measure of
the strength is more appropriate), and adminis-
tration of the dosage form, if needed (e.g., the
rate of administration of parenteral drug in mil-
ligrams per minute; storage conditions for sta-
bility of the reconstituted drug, when import-
ant; essential information on drug incompatib-

4

{ (5) 4 Contraindications.
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ilities if the drug is mixed in vitro with ot}?cr
drugs or diluents; and the following v‘erbanm

for p ol g
products should be inspected visun]l_y for par-
ticulate matter and discoloration prior to vad-
ministration, whenever solution and container

osage forms and strengths.) This section

in—t e available

dosage forms to which the labeling applies and

for which the manufacturer or distributor is re-
sponsible, including:

(i) The strength or potency of the dosage form
in metric system (e.g, 10 milligram tablets),
and, if the apothecary system is used, a state-
ment of the strength in parcntheses after the
metric designation; and

(i) A description of the identifying character-
istics of the dosage forms, including shape, col-
or, coating, scoring, and imprinting, when ap-
plicable. The National Drug Code number(s)
for the drug product must not be included in
this section,

is section mmst de-

2 hich the drug should
not be used because the risk of use (e.g., cer-
tain potentially fatal adverse reactions) clearly
outweighs any possible therapeutic benefit.
Those situations include use of the drug in pa-
tients who, because of their particular age, sex,
concomitant therapy, disease state, or other
condition, have z substantial risk of being
harmed by the drug and for whom 1o potential
benefit makes the risk acceptable, Known haz-
ards and not theoretical possibilities must be
listed (e.g., if severe hypersensitivity to the
drug has not been demonstrated, it should not
be listed as a contraindication). If no contrain-
dications are known, this section must state
"No: e

(4) 5 Warmings and precautions,
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Jescribe clinic-

reactions (including

T rious even if

n be prevented or mitigated

use of the drug), other po-

s (including those that are
logical class or those

L tions), limita-

a%—m

steps that

dosage

. q Y clinically
erse reactions and the approxim-
and morbidity rates for patients
reaction, if known and neces-

ve use of the drug,

under paragraph

section. In accordance with §§
601.12 of this chapter, the labeling

. A specific warning
*IAIE T use not provided for under the "In.
dications and Usage" section may be required
by FDA in accordance with sections 201(n) and
502(a) of the act if the drug is commonly pre-
scribed for a discase or condition and such us-
age 1s associated with a clinically significant
risk or hazard,

(ii) Other special care precautions. This section
must contain information regarding any special
care to be exercised by the practitioner for safe
and effective use of the drug (e.g., precautions
not required under any other specific section or
subsection).

(iif) Monitoring: Laboratory tests. This section
must identify any laboratory tests belpful in
following the Ppatient's response or in identify-
ing possible adverse reactions. If appropriate,
information must be provided on such factors

© Tange of normal and abnormal values ex-
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pected in the particular situation and the re-
commended frequency with which tests should
be performed before, during, and after therapy.

(iv) Interference with laboratory tests. This sec-
tion must briefly note information on any
known interference by the product with labor-
atory tests and reference the section where the
detailed information is presented (e.g., "Drug
Interactions" section).

(f) 6-&dverse reacti is section must de-
st overall adverse reaction profile of
the drug based on the entire safety database.
For purposes of prescription drug labeling, an
adverse reaction is an undesirable effect, reas-
onably associated with use of a drug, that may
oceur as part of the pharmacological action of
the drug or may be unpredictable in its occur-
rence. This definition does not include all ad-
verse events observed during use of a drug,
only those adverse events for which there is
some basis to believe there is a causal relation-
ship between the drug and the occurrence of
the adverse event.

(i) Listing of adverse reactions. This section
must list the adverse reactions that oceur with
the drug and with drugs in the same pharmaco-
logically active and chemically related class, if
applicable. The list or lists must be preceded by
the information necessary to interpret the ad-
verse reactions (e.g., for clinical trials, total
number exposed, extent and nature of expos-
ure),

(i) Categorization of adverse reactions, Within
a listing, adverse reactions must be categorized
by body system, by severity of the reaction, or
in order of decreasing fre,

bination of these,
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) Clinical trials experience. This section
st list the erse reactions identified in
d at or above a
appropriate to safety
te of occurr an ad-
and comparat-
) must be presented, un-
cannot be determined or
would be

¢ rates of occurrence
determined (e.g., ad-
observed only in the
portion of the overall
abase), adverse reactions must be
within specified frequency ranges

to the safety database for the
Teactions occurring at a
than 1/100, adverse reactions
occurnng at a rate of less than 1/500) or
descriptively  identified,  if frequency
cannot be determined. For adverse
r ons with significant clinical implica-
tions, the listings must be supplemented
with additional detail about the nature, fre-
quency, and severity of the adverse reac-
tion and the relationship of the adverse re-
ction to drug dose and demographic char-
actenstics, if data are available and import-
ant

(B) Postmarketing experience. This section
of the labeling must list the adverse reac-
tions, as defined in Pparagraph (c)(7) of this
section, that are identified from domestic
and foreign spontaneous Teports. This Jist-
ing must be separate from the listing of ad-
verse reactions identified in clinical trials.

(i) Comparisons of adverse reactions between

drugs, For drug products other than biological
products, any claim comparing the dmug to
which the labeling applies with other drugs in

. Page 70f 19
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terms of frequency, severity, or character of ad-
verse reactions must be based on adequate and
well-controlled  studies as defined in §
314.126(b) of this chapter unless this require-
ment is waived under § 201.58 or § 314.126(c)
of this chapter. For biological products, any
such claim must be based on substantial evid-
ence.

(8)Y Drug interactions.

(1) This section must contain a description of
clinically significant interactions, either ob-
served or predicted, with other Pprescription or
over-the-counter drugs, classes of drugs, or
foods (e.g., dietary supplements, grapefruit
juice), and specific practical instructions for
preventing or managing them. The mechan-
ism(s) of the interaction, if known, must be
briefly described. Interactions that are de-
scribed in the "Contraindications” or "Warn-
ings and Precautions” sections must be dis-
cussed in more detail under this section. Details
of drug interaction pharmacokinetic  studies
that are included in the "Clinical Pharmaco-
logy" section that are pertinent to clinical uge
of the drug must not be repeated in this section,

(i) This section must also contain practical
guidance on known interference of the drug
with laboratory tests,

section

@) 8.1 Pregnancy. This subscction may be
omitted only if the drug is not absorbed sys-
temically and the drug is not known to have a
potential for indirect harm to the fetus. For all
other drugs, this subsection must contain the
following information:

(A) Teratogenic effects, Under this sub-
heading, the labeling must identify one of
the following categories that applies to the
drug, and the labeling must bear the state-
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21 CFR §201.57

ment required under the category:

(1) Pregnancy category A. If adequate
and well-controlled studies in pregnant
women have failed to demonstrate a
risk to the fetus in the first trimester of
pregnancy (and there is no evidence of
a risk in later trimesters), the labeling
must state: "Pregnancy Category A.
Studies in pregnant women have not
shown that (name of drug) increases
the risk of fetal abnormalities if ad-

i i first (second,

neede:

mu 1 a descrip-
the h s. If animal re.
on studies are also available
fail to demonstrate a risk to
the labeling must also state:
"Reproduction studies have been per-
formed in (kinds of animal(s)) at doses
Up to (x) times the human dose and
have revealed no evidence of impaired
fertility or harm to the fetus due to
(name of drug)." The labeling must
also contain a description of available
data on the effect of the drug on the
later growth, development, and func-

tional maturation of the child

(2) Pregnancy category B. If animal
reproduction  studies  haye failed to
demonstrate a risk fo the fetus and
there are no adequate and well-

Page 8 of 19
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human dose and have revealed no
evidence of impaired fertility or harm
to the fetus due to (name of drug).
There are, however, no adequate and
well-controlled  studies in  pregnant
women. Because animal reproduction
studies are not always predictive of
human response, this drug should be
used during pregnancy only if clearly
needed." If animal reproduction stud-
les have shown an adverse effect
(other than decrease in fertility), but
adequate and well-controlled studies
I pregnant women have failed to
demonstrate a risk to the fetus during
the first trimester of pregnancy (and
there is no evidence of a risk in later
tnmesters), the labeling must state:
"Pregnancy Category B. Reproduction
studies in (kind(s) of animal(s)) have
shown (describe findings) at (x) times
the human dose. Studies in pregnant
women, however, have not shown that
(name of drug) increases the risk of
abnormalities when administered dur-
ing the first (second, third, or all) tri-
mester(s) of pregnancy. Despite  the
animal findings, it would appear that
the possibility of fetal harm is remote,
if the drug is used during pregnancy.
Nevertheless, because the studies in
humans cannot rule out the possibility
of harm, (name of drug) should be
used during pregnancy only if clearly
needed.” The Iabeling must also con-
tain a description of the human studies
and a description of available data on
the effect of the drug on the later
growth, development, and functional
maturation of the child,

controlled studies in pregnant women,
the labeling must state: “Pregnancy
Category B. Reproduction  studies
have been performed in (kind(s) of an-
imal(s)) at doses up to (X) times the

(3) Pregnancy category C. If animal
reproduction  studies have shown an
adverse effect on the fetus, if there are
no adequate and well-controlled stud-
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21 CFR. §201.57

ans, and if the benefits from
Tegnant women
te its potential
must state: "Preg-
ry C. (Name of drug) has
teratogenic (or to
1 effect or other
(s) of species)
(x) times the hu-
¢ are no adequate and
studies in pregnant
should be
7 if the po-
J potential
fetus." The labeling must
a description of the animal
If there arc no animal repro-
studies and no adequate and
ntrolled stu in humans, the
lebeling must state: "Pregnancy Cat-
egory C. Animal reproduction studies
have not been conducted with (name
of drug) is also not known whether
(name drug) can cause fetal harm
administered to a pregnant wo-
or can affect reproduction capa-
city. (Name of drug) should be given
to a pregnant woman only if clearly
nceded." The Iabeling must contain a
description of any available data on
the effect of the drug on the later
growth, development, and functional
maturation of the child.

ies in hur

he use o

(4) Pregnancy category D. If there is
positive evidence of human feta] risk
based on adverse reaction data from
Investigational  or marketing  experi-
eace or studies in humans, but the po-
tential benefits from the use of the
drug in pregnant women may be ac-
ceptable despite its potential risks (for
example, if the drug is needed in a
]ifc-thrcalening situation or serious
disease for which safer drugs cannot

» Page 9 of 19
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be used or are ineffective), the la-
beling must state: "Pregnancy Cat-
egory D. See "Warnings and Prcgau-
tions' section." Under the "Warnings
and Precautions” section, the labeling
must state: "(Name of drug) can cause
fetal harm when administered to a
pregnant woman. (Describe the human
data and any pertinent animal data.) If
this drug is used during pregnancy, or
if the patient becomes pregnant while
taking this drug, the patient should be
apprised of the potential hazard to a
fetus."

(5) Pregnancy category X, If studies in
animals or humans have demonstrated
fetal abnormalities or if there is posit-
ive evidence of fetal risk based on ad-
verse reaction reports from investiga-
tional or marketing  experience, or
both, and the risk of the use of the
drug in a pregnant woman clearly out-
weighs any possible benefit (for ex-
ample, safer drugs or other forms of
therapy are available), the labeling
must state: "Pregnancy Category X.
See 'Contraindications' section."  Un-
der "Cnmraindicati&)ns." the labeling
must state: "(Name of drug) may (can)
cause fetal harm when administered to
2 pregnant woman. (Describe the hu-
man data and any pertinent animal
data.) (Name of drug) is contraindic-
ated in women who are or may be-
come pregnant, If thig drug is used
during pregoancy, or if the patient be-
comes pregnant while taking this drug,
the patient should be apprised of the
potential hazard to a fetns "

(B) Nonteratogenic effects. Under this sub-
heading the labeling must contain other in-

rmation on the drug's effects on repro-

duction and the drug's use during preg-
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if the in-
vant to the safe and effect-
drug. Information required
include nonterato-
s or newborn infant

bor and
ed use during
lominal del:

cations and Usage section,
st describe the available in-
effect of the drug on the

ty that forceps de-
/ or other intervention or resuscitation of
newborn will be Yy, and the effect
f the drug on the later growth, development,
and functional maturation of the child, If any
information required under this subsection is
unknown, it must state that the information is
unkno

(ii) 8.3 Nursing mothers.

(A) If a drug is absorbed systemically, this
subsection must contain, if known, inform-
ation about excretion of the drug in human
milk and effects on the nursing infant. Per-
tment adverse effects observed in animal
offspring must be described.

(B) If a drug is absorbed systemically and
is known to be excreted in human milk,
this subscction must contain one of the fol-
lowing statements, as appropriate. If the
drug is associated with serious adverse re-
actions or if the drug has a known tumori-
genic potential, the labeling must state: "Be.
cause of the potential for serious adverse
Teactions in nursing infants from (name of
drug) (or, "Because of the potential for tu-

'3 Page 10 of 19
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morigenicity shown for (name of drug_)_m
(animal or human) studies), a dec1§xon
should be made whether to discontinue
nursing or to discontinue the drug, taking
into account the importance of the drug to
the mother." If the drug is not associated
with serious adverse reactions and does not
have a known tumorigenic potential, the
labeling must state: "Caution should be ex-
ercised when (name of drug) is admin-
istered to a nursing woman."

(C) If a drug is absorbed systemically and
information on excretion in human milk is
unknown, this subsection must contain one
of the following statements, as appropriate.
If the drug is associated with serious ad-
verse reactions or has a known tumorigenic
potential, the labeling must state: "It is not
known whether this drug is excreted in hu-
man milk. Because many drugs are ex-
creted in human milk and because of the
potential for serious adverse reactions in
nuising infants from (name of drug) (or,
"Because of the potential for tumorigeni-
city shown for (name of drug) in (animal
or human) studies), a decision should be
made whether to discontinue nursing or to
discontinue the drug, taking into account
the importance of the drug to the mother."
If the drug is not associated with serious
adverse reactions and does not have a
known tumorigenic potential, the labeling
must state; "It is not known whether this
drug is excreted in human milk. Because
many drugs are excreted in human mi

caution should be exercised when (name of
drug) is administered to a nursing woman.”

(iv) 8.4 Pediatric use.

(A) Pediatric population(s)/pediatric pa-
tient(s): For the Purposes of paragraphs
(©)O)iv)(B) through ©OYIV)E) of this
section, the terms pediatric population(s)
and pediatric patient(s) are defined as the
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atric age group,

ge

in the pediatric
d under the
and ap-

nformation

r information

tive pediatric

g ed in this

ion should be discussed in more de-

2 under the "Clinical

or "Clinical Studies" sec-

ppropriate, this information must

also be contained in the "Contraindica-

tions" and/or "Warnings and Precautions"
section(s)

(C) If there are specific statements on pedi-
atric use of the drug for an indication also
approved for adults that are based on ad-
equate and well-controlled studies in the
pediatric population, they must be sum-
marized in the "Pediatric use" subsection
and discussed in more detail, if appropri-
ate, under the “Clinical Pharmacology” and
“Clinical Studies” sections. Appropriate
pediatric dosage must be given under the
"‘Dosage and Administration” section. The
“Pediatric use” subsection of the labeling
must also cite any limitations on the pedi-
atnc use statement, need for specific mon-
itoring, specific bazards associated with

Page 11 of 19
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use of the drug in any subsets of the pedi-
atric population (e.g, neonates), differ-
ences between pediatric and adult re-
sponses to the drug, and other infarmaliqu
related to the safe and effective pcdmtpc
use of the drug. As appropriate, this in-
formation must also be contained in the
"Contraindications” and/or "Wamnings and
Precautions” section(s).

(D)(1) When a drug is approved for pediat-
ric use based on adequate and well-
controlled studies in adults with other in-
formation supporting pediatric use, the "Pe-
diatric use" subsection of the labeling must
contain either the following statement or a
reasonable alternative:

The safety and effectiveness of (drug
name) have been established in the age
groups ____ to ____ (note any limitations,
e.g., no data for pediatric patients under 2,
or only applicable to certain indications
approved in adults). Use of (drug name) in
these age groups is supported by evidence
from adequate and well-controlled studies
of (drug name) in adults with additional
data (insert wording that accurately de-
scribes the data submitted to support a
finding of substantial evidence of effect-
iveness in the pediatric population).

(2) Data summarized in the preceding
prescribed statement in this subsection
must be discussed in more detail, if
appropriate, under the "Clinical Phar-
macology” or the "Clinical Studies"
section. For example, pediatric phar-
macokinetic or pharmacodynamic
studies and dose response information
should be described in the "Clinical
Pharmacology” section. Pediatric dos-
ing instructions must be included in
the "Dosage and Administration” sec-
tion. Any differences between pediat-
nc and adult responses, need for spe-
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cction must

pe-
have not
1S

appropri
ated in the "Con-
and Precau-
section and thi must
refer to it.

(F) If the requirements for a finding of
ntial evidence to support a pediatric
indication or a pediatric use statement have
not been met for any pediatric population,
this subsect st contain the following
tement: "Safety and cffectiveness in pe-
tric patients have not been established."
If use of the drug in premature or neonatal
infants, or other pediatric subgroups, is as-
sociated with a s ¢ hazard, the hazard
must be described in this subsection, or, if
appropriate, the hazard must be stated in
the "Contraindications” or "Warnings and
Precantions” scction and this subsection
must refer to it.

(G) If the sponsor believes that none of the
statements  described  in  paragraphs
(X9)(iv)(B) through (c)(OXiv)(F) of this

Page 12 of 19
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section are appropriate or relevant to the
labeling of a particular drug, the sponsor
must provide reasons for omission of the
statements and may propose alternative
tatement(s). FDA may permit use of an al-
ternative statement if FDA determines that
no statement described in those paragraphs
is appropriate or relevant to the drug's la_-
beling and that the alternative statement 1s
accurate and appropriate.

(H) If the drug product contains one or
more inactive ingredients that present an
increased risk of toxic effects to neonates
or other pediatric subgroups, a special note
of this risk must be made, generally in the
"Contraindications" or "Wamings and Pre-
cautions" section.

(v) 8.5 Geriatric use.

(A) A specific geriatric indication, if any,
that is supported by adequate and well-
controlled studies in the geriatric popula-
tion must be described under the "Indica-
tions and Usage" section, and appropriate
geriatric dosage must be stated under the
"Dosage and Administration" section. The
"Geriatric use" subsection must cite any
limitations on the geriatric indication, need
for specific monitoring, specific hazards
associated with the geriatric indication,
and other information related to the safe
and effective use of the drug in the geriat-
ric population. Unless otherwise noted, in-
formation contained in the "Geriatric use"
subscction must pertain to use of the drug
in persons 65 years of age and older. Data
summarized in this subsection must be dis-
cussed in more detail, if appropriate, under
"Clinical Pharmacology" or the "Clinical
Studies" section. As appropriate, this in-
formation must also be contained in the
"Wamnings and Precautions" and/or "Con-
traindications" section(s).
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ic use of
d for
om @&

con-

on

contain the fol-
or reasonable alternat-
T taking into account
available information:

1) If clinical studies did not include

ficient numbers of subjects aged 65

and over to determine whether elderly

differently  from

ts, and other reported

perience has not identified

rences, the "Geriatric use"

0 must include the following
statement:

studies of (name of drug) did
de sufficient numbers of sub-
d 65 and over to determine
they respond differently from
younger subjects. Other reported clin-
ical experience has not identified dif-
ferences in responses between the eld-
erly and younger patients. In general,
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dose selection for an elderly patient
should be cautious, usually starting at
the low end of the dosing range, re-
flecting the greater frequency of de-
creased hepatic, renal, or cardiac func-
tion, and of concomitant discase or
other drug therapy.

(2) If clinical studies (including stud-
ies that are part of marketing applica-
tions and other relevant studies avail-
able to the sponsor that have not been
submitted in the sponsor's applica-
tions) included enmough elderly sub-
jects to make it likely that differences
in safety or effectiveness between cld-
erly and younger subjects would have
been detected, but no such differences
(in safety or effectiveness) were ob-
served, and other reported clinical ex-
perience has not identified such differ-
ences, the "Geriatric use" subsection
must contain the following statement:

Of the total number of subjects in clin-
ical studies of (mame of drug),
percent were 65 and over, while
percent were 75 and over.
(Alternatively, the labeling may state
the total number of subjects included
in the studies who were 65 and over
and 75 and over.) No overall differ-
ences in safety or effectiveness were
observed between these subjects and
younger subjects, and other reported
clinical experience has not identified
differences in responses between the
clderly and younger patients, but
greater sensitivity of some older indi-
viduals cannot be ruled out.

(3) If evidence from clinical studies
and other reported clinical experience
available to the sponsor indicates that
use of the drug in elderly patients is
associated with differences in safety or
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specific
m or dosage adjustment, the
Geriatric use" subsection must con-
brief description of observed
es or specific monitoring or
dosage requirements and, as appropri
ate, must refer to more detailed discus
i "Contraindications,"
ms," "Dosage

istration,” or other sections

oncomitant drugs.

y the kidney, the "Geri-
atric use" subsection must include the
statement:

is known to be substantially
y th dney, and the risk of

th
cti t drug may be
h impaired renal
on. Because elderly
likely to have decreased renal
function, care should be taken in dose
selection, and it m: e useful to mon-
itor renal function.

(D) If use of the drug in the elderly appears
o cause a specific hazard, the hazard must
be described in the "Geriatric use" subsec-
tion, or, if appropriate, the hazard must be
stated in the “Contraindications” or "Warn-
ings and Precautions" section, and the
"Geriatric use" subsection must refer to

Page 14 of 19
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those sections.

(E) Labeling under paragraphs (c)(9)(v)({\)
through (c)(9)(v)(C) of this section may in-
clude statements, if they are necessary for
safe and effective use of the drug, and re-
flect good clinical practice or past experi-
ence in a particular situation, e.g.,, for a
sedating drug, it could be stated that:

Sedating drugs may cause confusion and
over-sedation in the elderly; elderly pa-
ticnts generally should be started on low
doses of (name of drug) and observed closely.

(F) If the sponsor believes that none of the
requiren: described in  paragraphs
(©)(9)(v)(A) through (c)(9)(V)(E) of this
scction are appropriate or relevant to the
labeling of a particular drug, the sponsor
must provide reasons for omission of the
statements and may propose an alternative
statement. FDA may permit omission of
the statements if FDA determines that no
statement described in those paragraphs is
appropriatc or relevant to the dmg's la-
beling. FDA may permit use of an alternat-
ive statement if the agency determines that
such statement is accurate and appropriate.

(vi) Additional subsections. Additional subsec-
tions may be included, as appropriate, if suffi-
cient data are available concerning the use of
the drug in other specified subpopulations (e.g.,
renal or hepatic impairment).

(10) 9 Drug abuse and dependence. This sec-
tion must contain the following information, as
appropriate;

(i) 9.1 Controlled substance, If the drug is con-
trolled by the Drug Enforcement Administra-
tion, the schedule in which it is controlled must
be stated.

(i) 9.2 Abuse. This subsection must state the
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single dose that is likely to be life threatening;

(v) Whether the drug is dialyzable; and

subsection must be based

data and human experi-
animal data may also be used.

(vi) Recommended general treatment proc_cd-
ures and specific measures for support of vital
functions (e.g., proven antidotes, gastric lay-
age, forced diuresis, or as per Poison Control
Center). Such recommendations must be based
on data available for the specific drug or exper-
ience with pharmacologically related drugs.
Unqualified recommendations for which data
are lacking for the specific drug or class of
drugs must not be stated.

(12) 11 Description.
(i) This section must contain:

(A) The proprietary name and the estab-
lished name, if any, as defined in section
502(e)(2) of the act, of the drug or, for bio-
logical products, the proper name (as
defined in § 600.3 of this chapter) and any
appropriate descriptors;

symptoms, and laboratory findings (B) The type of dosage form(s) and the
with an overdosage of the dr route(s) of administration to which the la-
beling applies;
occur with the drug
or delayed acidos- (C) The same qualitative and/or quantitat-
ive ingredient information as required un-
der § 201.100(b) for drug labels or §§
drug in biologic flu- 610.60 and 610.61 of this chapter for bio-
logical product labels;

(D) If the product is sterile, a statement of
that fact;

1  section also may (E) The pharmacological or therapeutic
re, if applicable to overdoses; class of the drug;

Ezv) The amount of the drug in a single dose (F) For drug products other than biological
that is ordinarily associated with symptoms of products, the chemical name and structural
overdosage and the amount of the drug in a formula of the drug; and

(G) If the product is radioactive, a state-
ment of the important nuclear physical
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21CFR §201.57

characteristics, such as the principal radi-
ation sion data, external radiation, and
physical decay characteristics.

(i) If appropriate, other important chemical or
physical information, such as physical con-

stants or pH, must be stated.

(13) 12 Clinical pharmacology.

contain information relat-
ical pharmacology and ac-

0 in vitro data using human
nacologic animal models,
bout in vivo study d

Mechanism of action. This sub-
se must summarize what is known
about the established mechanism(s) of the
drug's action in humans at various levels
(e.g., receptor, membrane, tissue, organ,
whole body). If the mechanism of action is
not known, this subsection must contain a
statement about the lack of information,

(B) 12.2 Phammacodynamics. This subsec-
ton must include a description of any bio-
chemical or physiologic rmacologic ef-
fects of the drug or active metabolites re-
lated to the drug's clinical effect in pre-
venting, diagnosing, mitigating, curing, or
treating disease, or those related to adverse
cifects or toxicity. Exposure-response rela-
tonships (e, 8-y concentration-response,
dose-Tesponse) and time course of phar-
macodynamic response  (including  short-
tem clinical response) must be included if
known. If this information is unknown, this
subsection must contain a statement about
the lack of information, Detailed dosing or

monitoring  recommendations based on
pharmacodynamic information that appear
in other sections (e.g., "Warnings and Pre-
cautions” or "Dosage and Administration")
must not be repeated in this subsection, but
the location of such recommendations must
be referenced.

(C) 123 Pharmacokinetics. This subsec-
tion must describe the clinically significant
pharmacokinetics of a drug or active meta-
bolites, (i.e., pertinent absorption, distribu-
tion, metabolism, and excretion paramet-
ers). Information regarding bioavailability,
the effect of food, minimum concentration
(Cmin), maximum concentration (Cmax),
fme to maximum concentration (Tmax),
area under the curve (AUC), pertinent half-
lives (t172), time to reach steady state, ex-
tent of accumulation, route(s) of elimina-
tion, clearance (renal, hepatic, total),
mechanisms of clearance (e.g., specific en-
zyme  systems), drg/drug and drug/food
(e.g., dictary supplements, grapefruit juice)
pharmacokinetic interactions (including in-
hibition, induction, and genetic character-
istics), and volume of distribution (Vd)
must be presented if clinically significant.
Information regarding nonlinearity in phar-
macokinetic parameters, changes in phar-
macokinetics over time, and binding
(plasma  protein, erythrocyte) parameters
must also be presented if clinically signi-
ficant. This section must also include the
results of pharmacokinetic studies (eg., of
metabolism or interaction) that establish
the absence of an effect, including pertin-
ent human studies and in vitro data. Dosing
recommendations based on clinically signi-
ficant factors that change the product's
pharmacokinetics (e.g., age, gender, race,
hepatic or renal dysfunction, concomitant
therapy) that appear in other sections (e.g,
"Warnings and Precautions," "Dosage and
Administration" or "Use in Specific Popu-
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repeated in this sub-
cation of such recom-

y or effective-
and that have
ate and well-

under this section

nstances:

of drugs, in vitro and
ave not been shown by
-conrolled studies, as
4.126(b) of this chapter, to

e and effective use
ded in this section only if a
anted under § 201.58 or §
s chapter

t h

(14) 13 Nonclinical toxicology. This section
must contain the following subsections as ap-
Ppropriate:

@ 131 Carcinogenesis, mutagenesis, impair-
ment of fertility. This subsection must state
whether long term studies in animals have been
performed to evahate carcinogenic potential
and, if so, the Species and results. If results
from reproduction studies or other data in an-
imals raise concem about mutagenesis or

ary statement on these fopics must include
practical, relevant advice to the prescriber on
the significance of these animal findings. Hu-
man data suggesting that the drug may be car-
cinogenic or genic, or that it
impairs fertility, as described in the "Warnings
and Precautions” section, must not be included

- Page 17 of 19
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in this subsection of the labeling.

(i) 13.2 Animal toxicology and/or pharmaco-
logy. Significant animal data necessary for safc
and effective use of the drug in humans (hM. is
not incorporated in other sections of lnbc}mg
must be included in this section (c.g., specifics
about studies used to support approval under §
314.600 or § 601.90 of this chapter, the ab-
sence of chronic animal toxicity data for a drug
that is administered over prolonged periods or
is implanted in the body).

(15) 14 Clinical studies. This section must dis-
cuss those clinical studies that facilitate an un-
derstanding of how to use the drug safely and
effectively. Ordinarily, this section will de-
scribe the studies that support effectiveness for
the labeled indication(s), including discussion
of study design, population, endpoints, and res-
ults, but must not include an encyclopedic list-
ing of all, or even most, studics performed as
part of the product's clinical development pro-
gram. If a specific important clinical study is
mentioned in any section of the labeling re-
quired under §§ 201.56 and 201.57 because the
study is essential to an understandable present-
ation of the information in (hat section of the
labeling, any detailed discussion of the study
Tnust appear in this section.

(i) For drug products other than biological
products, any clinical study that is discussed in
prescription drug labeling that relates to an in-
dication for or use of the drug must be ad-
quate and well-controlled as described in §

mens not stated in the "Indications and Usage"
or "Dosage and Administration" section, For
biological products, any clinical study that is
discussed that relates to an indication for or use
of the biological product must constitute or
contribute to substantia] evidence and must not
mply or suggest indications or uses or dosing
TEgIMEns not stated in the "Indications and Us.
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21 CFR §201.57

age" or "Dosage and Administration” section.

al study that
he drug must
e labeling
or discussed.

labeling
urce of the in-

d/storage and handling.
ntain information on the
s to which the labeling
h the manufacturer or dis-
responsible. The information must
include, as appropriate:

(i) The strength or potency of the dosage form
in metric system (e.g., 10 milligram tablets)
and, if the apothecary system is used, a state-
ment of the strength in parentheses after the
metric designation;

(ii) The units in which the dosage form is or-
dinarily available for prescribing by practition-
ers (e.g., bottles of 100);

(iii) Appropriate information to facilitate iden-
tification of the dosage forms, such as shape,
color, coating, scoring, imprinting, and Nation-
al Drug Code number; and

(iv) Special handling and storage conditions.

(18) 17 Patient counseling information. This
section must contain information necessary for
pati to use the drug safely and cffectively

precautions conceming driving or the
concomitant use of other substances that may
have hammful additive effects). Any FDA-
approved patient labeling must be referenced in

Page 18 of 19
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this section and the full text of such patient .la—
beling must be reprinted immediately following
this section or, alternatively, accompany the
prescription drug labeling. Any FDA~app(ov_'ed
patient labeling printed immediately following
this section or accompanying the labeling is
subject to the type size requirements in para-
graph (d)(6) of this section, except for a Medic-
ation Guide to be detached and distributed to
patients in compliance with § 20824 of this
chapter. Medication Guides for dis»m‘b\mon‘ to
patients are subject to the type size require-
ments set forth in § 208.20 of this chapter.

(d) Format requirements. All labeling information
required under paragraphs (a), (b), and (c) of this
section must be printed in accordance with the fol-
lowing specifications:

(1) All headings and subheadings required by
paragraphs (a) and (c) of this section must be
highlighted by bold type that prominently dis-
tinguishes the headings and subheadings from
other labeling information. Reverse type is not
permitted as a form of highlighting.

(2) A horizontal line must separate the inform-
ation required by paragraphs (a), (b), and (c) of
this section,

(3) The headings listed in paragraphs (a)(5)
through (a)(13) of this section must be presen-
ted in the center of a horizontal line,

(4) If there are multiple subheadings listed un-
der paragraphs (a)(4) through (a)(13) of this
section, each subheading must be preceded by
a bullet point.

(5) The labeling information required by para-
graphs (a)(1) through (a)(4), (a)(11)(ii) through
(a)(11)(iv), and (2)(14) of this section must be
in bold print.

(6) The letter height or type size for all labeling
inforn?au'ou, headings, and subheadings set
forth in paragraphs (a), (b), and (c) of this sec-
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42 U.S.C. 216, 241, 262, 264.

the drug is to be dis- 21 C.F.R. § 201,57, 21 CFR § 201.57

3-_1m"*u~:n of 6 points.
Current through February 14, 2008; 73 FR 8785

Copr. © 2008 Thomson/ West

END OF DOCUMENT

g the information
a)(4) of this section,
)

a standard
by 11 inches), single
with 1/2-inch margins

or subsections of labeling that are
ide as containing recent major changes
under paragraph (a)(5) of this section must be
highlighted in the full prescribing information
by the inclusion of a vertical line on the left
edge of the new or modified text.

(10) For the information required by paragraph
(b) of this section, each section heading must
be in bold print. Each subheading within a sec-
tion must be indented and not bolded.

[71 FR 3988, Jan. 24, 2006]

SOURCE: 40 FR 13998, March 27, 1975; 51 FR

82, March 7, 1986; 51 FR 43904, Dec. 5, 1986;
52 FR 2111, Jan. 20, 1987; 53 FR 4135, Feb, 12,
1988; 54 FR 39635, Sept. 27, 1989, 57 FR 54300,
Nov. 18, 1992; 58 FR 45201, Aug. 26, 1993; 62 FR
51515, Oct. 1, 1997; 63 FR 26698, May 13, 1998;
64 FR 400, Jan. 5, 1999, unless otherwise noted.

AUTHORITY: 21 US.C. 321, 331, 351, 352, 353,
358, 360, 360D, 360g3-360ss, 371, 374, 379%;
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21 CFR. §201.57

Effective: [See Text Amendments] to June 29, 2006

Code of Federal Regulations
Title 21. Food and Drugs R
Chapter I. Food and Drug Administration, Department of Health and Human Services
Subchapter C. Drugs: General
Part 201. Labeling .
Subpart B. Labeling Requirements for Prescription Drugs and/or Insulin

-§ 201.57 Specific requirements on content and format of labeling for human prescription drugs.

<Text of section effective until June 30, 2006.> - .
d), if not omitted under § 201.56(d)(3), shall contain the following

er this section heading, the labeling shall contain:
roprietary name and the established name, if any, as defined in section 502(e)(2) of the act, of the drug;

(if) The type of dosage form and the route of administration to which the labeling applies;

(iii) The same qualitative and/or quantitative ingredient information as required under § 201.100(b) for la- bels;

(iv) If the product is sterile, a statement of that fact;

(v) The pharmacological or therapeutic class of the drug;

(vi) The chemical name and stractural formula of the drug;

(vii) If the product is radioactive, a statement of the important nuclear physical characteristics, such as the
principal radiation emission data, external radiation, and physical decay characteristics.

(2) If appropriate, other important chemical or physical information, such as physical constants, or pH; shall
be stated.

(b) Clinical Pharmacology.

(1) Under this section heading, the labeling shall contain a concise factual summary of the clinical pharma-
cology and actions of the drug in humans. The summary may include information based on in vitro and/or
animal data if the information is essential to a description of the biochemnical and/or physiological mode of
action of the drug or is otherwise pertinent fo human therapeutics. Pharmacokinetic information that is {m-
portant 1o safe and effective use of the drug is required, if known, e.g,, degree and rate of absorption, path-
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of biotransformation, percentage of dose as unchanged drug and memb_ol.itcs, rate or bﬂlf-nme. of' elim-
entration in body fluids associated with therapeutic and/or toxic effects, degree of binding to
degree of ué:a.kc by a particular organ or in the fetus, and passage across !hc blood brain
of pharmacokinetic information is restricted to that which relates to clinical use of the
pharmacological mode of action of the drug is unknown or if important metabolic or pharma-
¥ able, the labeling shall contain a statement about the lack of informa- tion.

ways
ination, conc

. If
cokinetic data in humans are una

ivity or effectiveness in in vitro or animal tests and that have not been sho\@
ed clinical studies to be pertinent to clinical use may be included under this
only under the following circumstances:

infective drugs may be included if the data are immediately preceded by the state-
vitro data are available but their clinical significance is unknown."

(i) For other classes of drugs, in vitro and animal data that have not been shown by adequate and well-
d cl studies, as defined in § 314.126(b) of this chapter, to be pertinent to clinical use may be
fa ris granted under § 201.58 or § 314.126(b) of this chapter.

Indications and Usage.

(1) Under this section heading, the labeling shall state that:

(i) The drug is indicated in the treatment, prevention, or diagnosis of a ized disease or
penicillin is indicated for the treatment of due to ible pnet i; and/or

(i) The drug is indicated for the treatment, prevention, or diagnosis of an important manifestation of a dis-
ease or condition, e.g., chlorothiazide is indicated for the treatment of edema in patients with congestive
heart failure; and/or

(iii) The @g lb indicated for the relief of symptoms associated with a disease or syndrome, e.g., chlorph-
eniramine is indicated for the symptomatic relief of nasal congestion in patients with vasomotor rhinitis; and/or

(iv) The drug, if used for a particular indication only in conjunction with a primary mode of therapy, e.g.,
diet, surgery, or some other drug, is an adjunct to the mode of therapy.

(2) All i.ndicanqns shall be su)?poncd by substantial evidence of effectiveness based on adequate and well-
controlled studies as defined in § 314.126(b) of this chapter unless the requirement is waived under §
201.58 or § 314.126(b) of this chapter.

(3) This section of the labeling shall also contain the following additional information:

(i) If evidence is available to support the safety and effectiveness of the drug only in selected subgroups of
ey : -

the larger population with 2 disease, dr or un i i i

, ; . 3 , OF symp e.g., patients with mild
dxse_as; or patients in a specfal age group, the labeling shall describe the available evidence and state the
hmlt_anqns of‘ useﬁ.dn;s of the drug. The labeling shall also identify specific tests needed for selection or
monitoring of the patients who need the drug, e.g., microbe susceptibility tests. Information on the approx-
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imate ki e d duration of improvement to be anticipated shall be stated if ava\lnl{le and shall be
btfzi ::‘n%u:s:i:ﬁe;ia;'iden:e derived x‘fom adequate and well-controlled studies as deﬁned in § 314.126@)
of this chapter unless the requirement is waived under § 201.58 or § 314.126(b) of this chapter. If the in-
formation is relevant to the recommended intervals between doses, the usual dmuon of trcam?:m, or any
modification of dosage, it shall be stated in the "Dosage and Administration" section of the labeling and ref-

erenced in this section.

considerations are such that the drug should be reserved for certain situations, e.g., cases re-
fractory to other drugs, this information shall be stated in this section.

iii) If there are specific conditions that should be met before the drug is used on a long-lcrm basis_, &g,
demonstration of responsiveness to the drug in 2 short-term trial, the labeling shall identify the conFlan{:s;
ons for long-term use are different from those for short-term use, the labeling shall identify

ndications for each use.

nat the drug may be effective for a certain use or if there is a common use

ie preponderance of evidence related to the use or condition shows that the

tive, the Food and Drug Administration may require that the labeling state that there is a lack
hat the drug is effective for that use or condition.

4 tatements comparing the safety or effectiveness, either greater or less, of the drug with other
sents for the same indication shall be supported by adequate and well-controlled studies as defined in §
14.126(b) of this chapter unless this requirement is waived under § 201.58 or § 314.126(b) of this chapter.

(d) Contraindications. Under this section heading, the labeling shall describe those situations in which the drug
should not be used because the risk of use clearly outweighs any possible benefit. These situations include ad-
ministration of the drug to patients known to have a hypersensitivity to it; use of the drug in patients who, be-
cause of their particular age, sex, concomitant therapy, disease state, or other condition, have a substantial risk
of being harmed by it; or continued use of the drug in the face of an unacceptably hazardous adverse reaction,
Known hazards and not theoretical possibilities shall be listed, ¢.g., if hypersensitivity to the drug has not been
demonstrated, it should not be listed as a indication. If no contraindicati are known, this section of the
labeling shall state "None known."

(¢) Wamings. Under this section heading, the labeling shall describe serious adverse reactions and potential
safety hazards, limitations in use imposed by them, and steps that should be taken if they occur. The labeling
shall be revised to include 2 warning as soon as there is reasonable evidence of an association of a serious haz-
ard with a drug; a causal relationship need not have been proved. A specific waming relating to a use not
provided for under the "Indications and Usage"

Administration if the drug is commonly prescrit

evidence of effectiveness for that disease or co;

Special problems, particularly those that may lead to death

Drug Administration to be placed in a prominently displaye

on clinical data, but serious animal toxicity may also be the

data, Ifa Poxed warning is required, its location will be specified by the Food and Drug Administration. The fre-
quency of Eh?se serious adverse reactions and, if known, the approximate mortality and morbidity rates for pa-
Rents sustaining the reaction, which are important to safe and effective use of the drug, shall be expressedpas
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provided under the "Adverse Reactions" section of the labeling.

Precautions. Under this section heading, the labeling shall contain the following subsections as appropriate
for the drug:

General. This subsection of the labeling shall contain information rcga{ding any spe(lziﬂl care to be exer-
ised by the practitioner for safe and effective use of the drug, e.g., precautions not required under any other
c section or subsection of the labeling.

(2) Information for patients. This subsection of the labeling shall contain information to belgiven to patients
for safe and effective use of the drug, e.g., precautions concerning driving or the concomitant use ot_' other
es that may have barmful additive effects. Any printed patient information or Medication Guide re-

f such patient information or Medication Guide shall be reprinted at the end
e requirements for the Medication Guide set forth in § 208.20 of this chapter,
o not apply to the Medication Guide that is reprinted in the professional labeling.

This subsection of the labeling shall identify any laboratory tests that may be helpful in

tient's response or in identifying possible adverse reactions. If appropriate, information

factors as the range of normal and abnormal values expected in the particular situ-
frequency with which tests should be done before, during, and after therapy.

actions. This subsection of the labeling shall contain specific practical guidance for the
ician on preventing clinically significant drug/drug and drug/food interactions that may oceur in vivo in
patients taking the drug. Specific drugs or classes of drugs with which the drug to which the labeling applies
mzy interact in vivo shall be identified, and the mechanism(s) of the interaction shall be briefly described.
Information in this subsection of the labeling shall be limited to that pertaining to clinical use of the drug in
patients. Drug interactions supported only by animal or in vitro experiments may not ordinarily be included,
but animal or in vitro data may be used if shown to be clinically relevant. Drug incompatibilities, i.e., drug
interactions that may occur when drugs are mixed in vitro, as in a solution for intravenous administration,
shall be discussed under the "Dosage and Administration” section of the labeling rather than under this sub-
section of the labeling.

(i1) Drug/laboratory test interactions. This subsection of the labeling shall contain practical guidance on
known interference of the drug with laboratory tests.

(5) Carcinogenesis, mutagenesis, impairment of fertility. This subsection of the labeling shall state whether
long-term studies in animals have been performed to evaluate carcinogenic potential and, if so, the species
and results. If reproduction studies or other data in animals reveal a problem or potential problem concern-

fertility in either males or females, the information shall be described.

ic_ Or mutagenic or that it impairs fertility, this information shall be included under the "Warnings" section
of the _Iabclmg..A.lso, under "Precautions,” the labeling shall state: "See 'Wamings' section for iifommtiou
©n carcinogenesis, mutagenesis, and impairment of fertility."

(6) Pregnancy. This subsection of the labeling may be omitted only if the drug is not absorbed systemically
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nder this heading the labeling shall identify one of the following categories that ap-
labeling shall bear the statement required under the category:

uate and well-controlled studies in pregnant women have fai.l_ed to
d fetus in the first trimester of pregnancy (and there is no evidence of a risk in
later trimesters), labeli Il state: "Pregnancy Category A. Studies in preguant women have not
shown that (name of reases the risk of fetal abnormalities if administered during thﬁ first
(second, third, or all) trimester(s) of pregnancy. If this drug is used du‘ri_ng pregnancy, the possibility of
fetal harm appears remote. Because studies cannot rule out the possibility of harm, however, (pnme of
drug) should be used during pregnancy only if clearly needed." The labeling shall also contain a de-
. If animal reproduction studies are available and they fail to demonstrate
shall also state: "Reproduction studies have been performed in (kinds of
animal(s)) at doses up to (x) times the human dose and have revealed no evidence of impaired fertility
to the fetus due to (name of drug)." The labeling shall also contain a description of available

data on the effect of the drug on the later growth, devel ent, and functional ion of the child.

(b) Pregnancy category B. If animal reproduction studies have failed to demonstrate a risk to the fetus
and there are no adequate and well-controlled studies in pregnant women, the labeling shall state: "Preg-
nancy Category B. Reproduction studies have been performed in (kind(s) of animal(s)) at doses up to
(x) times the human dose and have revealed no evidence of impaired fertility or harm to the fetus due to
(name of drug). There are, however, no adequate and well-controlled studies in pregnant women. Be-
cause animal reproduction studies are not always predictive of human response, this drug should be
used during pregnancy only if clearly needed." If animal reproduction studies have shown an adverse
effect (other than decrease in fertility), but adequate and well-controlled studies in pregnant women
have failed to demonstrate @ risk to the fetus during the first trimester of pregnancy (and there is no
evidence of a risk in later trimesters), the labeling shall state: "Pregnancy Category B. Reproduction
studies in (kind(s) of animal(s)) have shown (describe findings) at (x) times the human dose. Studies in
pregoant women, however, have not shown that (name of drug) increases the risk of abnormalities when
administered curing the first (second, third, or all) trimester(s) of pregnancy. Despite the animal find-
ings, it would appear that the possibility of fetal harm is remote, if the drug is used during pregnancy.
Nevertheless, because the studies in humans cannot rule out the possibility of harm, (name of drug)
should be used during pregnancy only if clearly needed.” The labeling shall also contain a description
of the human studies and a description of available data on the effect of the drug on the later growth,
devel and i ion of the child.

(¢) Pregnancy category C. If animal reproduction studies have shown an adverse cffect on the fetus, if
{hcrc are no adequate and well-controlled studies in humans, and if the benefits from the use of the drug
In pregoant women may be acceptable despite its potential tisks, the labeling shall state: "Pregnancy
Category C. (Name of drug) has been shown to be teratogenic (or to have an embryocidal effect or other
adverse effect) in (name(s) of species) when given in doses (x) times the human dose. There are no ad-
equate and well-controlled studies in pregnant women. (Name of drug) should be used during preg-
nancy only if !?m potential benefit justifies the potential risk to the fetus.” The labeling shall contain a
description of the animal studies. If there are no animal reproduction studies and no adequate and well-

© 2008 Thomson/West. No Claim to Orig. US Gov. Works.

) ¢ Exhibit C, Page 5 of 1.
Pllamlm's Mulmn in Limine to Preclude Testimony or Argugmen?:h:l
Zyprexa's Labeling "Wamed® of Diabetes, Hyperglycemia or Weight Gain

Case No. 3AN-06-05630 C|
hnp://web24westlaw.com/print/pﬁnfsu'eam.ast?er=HME&destina.tion=axp&sv=Sp]it... 2/22/2008




Page 6 of 14

Page 6

controlled studies in humans, the labeling shall state: "Pregnancy Category C. Animal reproduction
studies have not been conducted with (name of drug). It is also not known whether (name. of drug) can
cause fetal harm when administered to a pregnant woman or can affect wproducﬁon capacity. (Vame of
drug) should be given to a pregnant woman only if clearly needed." The labeling shall contain a de-
scription of any available data on the effect of the drug on the later growth, development, and functional
maturation of the child,

(d) Pregnancy category D. If there is positive evidence of human fetal risk based on _ndvcrsc reaction
data from investigational or marketing experience or studies in humans, but the potential bcncﬁts‘fxom
the use of the drug in pregnant women may be acceptable despite its potential risks (for example, if the
dru; ed in a life-threatening situation or serious disease for which safer drugs cannot be used or
tive), the labeling shall state: "Pregnancy Category D. See 'Warnings' section.” Under the
the labeling states: "(Name of drug) can cause fetal harm when administered to a
be the human data and any pertinent animal data.) If this drug is used during
or if the patient becomes pregnant while taking this drug, the patient should be apprised of

b to the fetus.”

studies in animals or humans have d fetal ab lities or if

e 2l risk based on adverse reaction reports from investigational or market-

crience, or both, and the risk of the use of the drug in a pregnant woman clearly outweighs any

possible benefit (for example, safer drugs or other forms of therapy are available), the labeling shall

state: "Pregnancy Category X. See 'Contraindications' section." Under "Contraindications,”" the labeling

shall (Name of drug) may (can) cause fetal harm when administered to a pregnant woman.

(Desc: the human data and any pertinent animal data.) (Name of drug) is contraindicated in women

who are or may become pregnant, If this drug is used during pregnancy, or if the patient becomes preg-
nant while taking this drug, the patient should be apprised of the potential hazard to the fetus."

(if) Nonteratogenic effects. Under this heading the labeling shall contain other information on the drug's ef-
fects on reproduction and the drug's use during pregnancy that is not required specifically by one of the
orics, if the information is relevant to the safe and effective use of the drug. Information re-
this heading shall include nonteratogenic effects in the fetus or newborn infant (for example,
vithdrawal symptoms or hypoglycemia) that may occur because of a pregnant woman's chronic use of the
drug for a preexisting condition or disease,
( L.;bcrhar::' delivery. %f the drug has & recognized use during labor or delivery (vaginal or abdominal de-
avery), whether or not the use is stated in the indications i i i
i e i e section of the labeling, this subsection of the la-
the duration of labor or delivery,
tion of the newbom will be necessary, and the effect of the
ticnal maturation of the child, If any information required
of the labeling shall state that the information is unknown,

® Nursing mothers,

(@) If 2 drug is absorb ically, this subsection of the labelin, in, i i
; : s th g shall contain, if kno infi i
about excretion of the drug in buman milk and effects on the nursing infant, Pertinent advvev:,c cﬂ‘;:?smo%?
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served in animal offspring shall be described.

(i) If a drug is absorbed systemically and is known to be excreted in human mxlk,' this su‘i)seiiuoq ;f thg::s-
beling shall contain one of the following statements, as appropriate. If the Flrug is assoclat“u wit] se?th
ons or if the drug has a known tumorigenic potential, the labeling shall state: "Because o: he

us adverse reactions in mursing infants from (name of drug)(or, "BQCf\use of the potential
tumorigen: shown for (name of drug) in (animal or human) studies), a _decxslon should be made
whether to discontinue nursing or to discontinue the drug, taking into account the importance of the drug to
the mother." If the drug is not associated with serious adverse reactions and does not have a .knownv l\}mOrl—
genic potential, the labeling shall state: "Caution should be exercised when (name of drug) is administered
10 a nursing woman."

(iii) If a drug is absorbed systemically and information on excretion in human m.llk is un}mown,_ this sul?scc-
tion of the labeling shall contain one of the following statements, as appropriate. If the drug is asso‘cmtad
with serious adverse reactions or has a known tumorigenic potential, the labeling shall state: "It is not
known whether this drug is excreted in human milk. Because many drugs are excreted in human milk and
because of otential serious adverse reactions in nursing infants from (name of drug)(or, "Because of
y shown for (name of drug) in (animal or human) studies), a decision should
fo discontinue nursing or to discontinue the drug, taking into account the importance of the

to the mother." If the drug is not associated with serious adverse reactions and does not have a known
tumorigenic potential, the labeling shall state: "It is not known whether this drug is excreted in human milk.
Because many drugs are excreted in human milk, caution should be exercised when (name of drug) is ad-
ministered to a nursing woman."

(9) Pediatric use.

(i) Pediatric population(s)/pediatric patient(s): For the purposes of paragraphs (£)(9)(ii) through (£)(9)(viii)
of this scction, the terms pediatric population(s) and pediatric patient(s) are defined as the pediatric age
group, from birth to 16 years, including age groups often called neonates, infants, children, and adolescents,

(i) If there is a specific pediatric indication (ie., an indication different from those approved for adults) that
1s supported by adequate and well-controlled studies in the pediatric population, it shall be described under
the "Indications and Usage" section of the labeling, and appropriate pediatric dosage information shall be
given under the "Dosage and Administration” section of the labeling. The "Pediatric use" subsection shall
cite any limitations on the pediatric indication, need for specific monitoring, specific hazards associated
wn..'-x use of the drug in any subsets of the pediatric population (e.g., neonates), differences between pediatric

drug. Data summarized in this subsection of the labeling should be discussed in more detail, if appropriate,
under the "Clinical Pharmacology" or "Clinical Studies" section. As appropriate, this information shall also
be contained in the "Contraindications," "Warnings," and elsewhere in the "Precautions” sections,

(}x:} If there are specific statements on pediatric use of the drug for an indication also approved for adults

that are based on adequate and well-controlled studies in the pediatric population, they shall be summarized

in the "Pediatric use” subsection of the labeling and discussed in more detail, if appropriate, under the "Clin. | |
1_cal Phammacology” and "Clinical Studies” sections. Appropriate pediatric dosage shall be given under the . |
"Dosage and Administration” section of the labeling. The "Pediatric use" subsection of the labeling shall !

© 2008 Thomson/West. No Claim to Orig. US Gov. Works,

002692

o y Exhibit C, Page 7 of
P!aunlrlrs Motion in Limine to Preclude Testimony or Amugmen:’ Ih1a41
Zyprexa's Labeling "Wamed" of Diabetes, Hyperglycemia or Weight Gain

Case No. 3AN-06-05630 C|
hup://wcb2.W&ctlaw.com/pﬁnt/pri.ntsu'eam.aspx?prﬁ=H'I’I\dLE&desﬁ.nzti0n%tp&SV=Split... 2/22/2008




Page 8 of 14

Page 8

also cite any limitations on the pediatric use statement, need for sp.eciﬂc monitoring, Spce:iﬁc hazards asso-
ciated with use of the drug in any subsets of the pediatric population (e.g., neonates), d.tffercn_ccs betfvegn
pedia and adult responses to the drug, and other information re]_atcd _w the “safe ug c_ﬂ‘cc:u\'c“psg;amc
use of the drug. As ap'pmpn'me, this information shall also be d in the "Ci am-
ings," and elsewhere in the "Precautions" sections.

(iv) FDA may approve a drug for pediatric use based on adequate and x_vcll-conlmlled studies in adults, wnl;
other information supporting pediatric use. In such cases, the agency will havc.coucluqeq tha_l the course 0
the discase and the effects of the drug, both beneficial and adverse, are sufficiently smlm in the pcdlxa'mc
and adult populations to permit extrapolation from the adult efficacy data to pediatric patients. The addmog—
al information supporting pediatric use must ordinarily include data on the pharmacokinetics of the drug in
the pediatric population for determination of appropriate dosage. Other information, such as dqm from phar-
macodynamic studies of the drug in the pediatric population, data from other studies supporting the safcty
eness of the drug in pediatric patients, pertinent premarketing or postmarketing studies or experi-
t ssary to show that the drug can be used safely and effectively in pediatric patients. When
rug is approved for pediatric use based on adequate and well-controlled studies in adults with other in-
porting pediatric use, the "Pediatric use" subsection of the labeling shall contain either the fol-
ement, or a onzble elternative: "The safety and effectiveness of (drug name) have been estab-
s to___ (note any limitations, e.g., no data for pediatric patients under 2, or only
ions approved in adults). Use of (drug name) in these age groups is supported by
d well-controlled studies of (drug name) in adults with additional data (insert
ribes the data submitted to support a finding of substantial evidence of effect-
on)." Data summarized in the preceding prescribed statement in this subsec-
hall be discussed in more detail, if appropriate, under the "Clinical Pharmacology" or
nical Studies" section. For example, pediatric pharmacokinetic or pharmacodynamic studies and
dose-response information should be described in the "Clinical Pharmacology" section. Pediatric dosing in-
structions shall be included in the "Dosage and Administration” section of the labeling. Any differences
between pediatric and adult responses, need for specific monitoring, dosing adjustments, and any other in-
formation related to safe and effective use of the drug in pediatric patients shall be cited briefly in the "Pedi-

atric use" subsection and, as appropriate, in the "Contraindications," "Warnings," "Precautions," and
"Dosage and Administration" sections.

the labeling s

(v) If the requirements for a finding of substantial evidence to support a pediatric indication or a pediatric
ment have not been met for a particular pediatric population, the "Pediatric use” subsection of the

hall contain an appropriate statement such as "Safety and effectiveness in pediatric patients below
() have not been established.” If use of the drug in this pediatric population is associated with
2 specific hazard, the hazard shall be described in this subsection of the labeling, or, if appropriate, the haz-

a:;_! shall be stated in the "Contraindications" or "Wamings" section of the labeling and this subsection shall
refer to it.

the age o

(vi) If the requirements for a finding of substantial evidence to support a pediatric indication or a pediatric
use statement have not been met for any pediatric population, this subsection of the labeling shall contain
the fol!ov:'mg statement: “Safety and effectiveness in pediatric patients have not been established.” If use of
i x hd:yfy ;nsizzm;:uéee 521;1 gsgn;méls}nfmblss,c or other pedxamc‘ subgrmgps, is assf)ciatcd with a specific hazard,
t Z all be ¢ us subsection of the labeling, o, if appropriate, the hazard shall be stated
in the "Contraindications" or "Wamnings" section of the labeling and this subsection shall refer to it,
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di ific itork ecific hazards asso-
al itations on the pediatric use statement, need for specific monitoring, Spec
; by 3 ), differences between

f 3 ic i tes
cis with use of the drug in any subsets of the pediatric population (e.g., neonal I wee;
pediatric and adult responses to the drug, and other information related to the safe and effective pye:i;]amc
» 3 d . : I <o dicati W o -
use of the drug. As appropriste, this information shall also be d in the "C ‘armn:
ings," and elsewhere in the "Precautions” sections.

(iv) FDA may approve a drug for pediatric use based on adequate and \T/ell»coul:mlled studies in adults, with
other information supporting pediatric use. In such cases, the agency will have.coucluqct_i that the course qf
the disease and the effects of the drug, both beneficial and adverse, are sufﬁcu:.nl])_' smlar in the pedlm_mc
and adult populations to permit extrapolation from the adult efficacy data to pediatric plnue_n\s. 'I:hc uddmo{:-
al information supporting pediafric use must ordinarily include data on the pha:.-macokmencs of the drug in
pediatric population for determination of appropriate dosage. Other information, such as da_m from phar-
3 the drug in the pediatric population, data from other studies supporting the safct}'

patients, pertinent premarketing or postmarketing studies or experi-

v to show that the drug can be used safely and effectively in pediatric patients. When

diatric use based on adequate and well-controlled studies in adults with other in-

use, the "Pediatric use" subsection of the labeling shall contain either the fol-

\able alternative: "The safety and effectiveness of (drug name) have been estab-

__to___(note any limitations, e.g., 0 data for pediatric patients under 2, or only

cations approved in adults). Use of (drug name) in these age groups is supported by

uate and well-controlled studies of (drug pame) in adults with additional data (insert

tely describes the data submitted to support a finding of substantial evidence of effect-

¢ population).” Data summarized in the preceding prescribed statement in this subsec-

labeling shall be discussed in more detail, if appropriate, under the "Clinical Pharmacology" or

fhe "Clinical Studies” section. For example, pediatric pharmacokinetic or pharmacodynamic studies and

dose-response information should be described in the "Clinical Pharmacology" section. Pediatric dosing in-

structions shall be included in the "Dosage and Administration" section of the labeling. Any differences

between pediatric and adult tesponses, need for specific monitoring, dosing adjustments, and any other in-

formation related to safe and effective use of the drug in pediatric patients shall be cited briefly in the "Pedi-

atric use” subsection and, as appropriate, in the "Contraindications," "Warnings," "Precautions," and
"Dosage and Administration" sections.

the requirements for a finding of substantial evidence to support a pediatric indication or a pediatric

ement have not been met for a particular pediatric population, the "Pediatric use" subsection of the

g shall contain an appropriate statement such as "Safety and effectiveness in pediatric patients below
the age of () have not been established.” If use of the drug in this pediatric population is associated with
a specific hazard, the hazard shall be described in this subsection of the labeling, or, if appropriate, the haz-
a:? shall be stated in the "Contraindications" or "Wamings" section of the labeling and this subsection shall
refertoit.

(vi) If the requirements for a finding of substantial evidence to support a pediatric indication or a pediatric
use statement have not been met for any pediatric population, this subsection of the labeling shall contain
the fallov{mg statement: "Safety and effectiveness in pediatric patients have not been established." If use of
the drug in premature or neonatal infants, or other pediatric subgroups, is associated with a specific hazard,
Fha halzard sh§11 pe described in this subsection of the labeling, or, if appropriate, the hazard shall be stated
in the "Contraindications" or "Warnings" section of the labeling and this subsection shall refer to it.
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believes that none of the statements described in paragmghs (f)(9)(ii) through {()(9)(v1)
of this section is appropriate or relevant to the labeling of a particuler drug, the sponsor shal} pmvu}c m;sl-
ons for omission of the statements and may propose altemative statement(s). FDA mayApcrm\t use of an 1.
temnative statement if FDA determines that no statement described in those paragraphs is appropriate or Tei-

(vii) If the sponsor

evant to the drug's labeling and that the alternative statement is accurate and appropriate.

¢ ingredients that present an increased risk of toxic ef-

viii) If the d roduct contains one or more inactivi ;
o sty ; 1 note of this risk shall be made, generally in the "Con-

fects to neonates or other pediatric subgroups, a special
traindications," "Warnings," or "Precautions" section.

(10) Geriatric use.

ication, if any, that is supported by adequate and well-controlled studies in the
“bed under the "Indications and Usage" section of the labeling, and appro-
ted under the "Dosage and Administration” section of the labeling. The
any limitations on the geriatric indication, need for specific monitoring,
ociated with the g riatric indication, and other information related to the safe and effect-
e drug in the geriatric population. Unless otherwise noted, information contained in the "Geriat-
he labeling shall pertain to use of the drug in persons 65 years of age and older. Data
s f the labeling shall be discussed in more detail, if appropriate, under "Clinic-
or the "Clinical Studies” section. As appropriate, this information shall also be contained
in "Contraindications," "Warnings," and elsewhere in "Precautions."

(ii) Specific statements on geriatric use of the drug for an indication approved for adults generally, as distin-
guished from a specific geriatric indication, shall be contained in the "Geriatric use" subsection and shall re-
flect all information available to the sponsor that is relevant to the appropriate use of the drug in elderly pa-
tients, This information includes detailed results from controlled studies that are available to the sponsor
and pertinent information from well-documented studies obtained from a literature search. Controlled stud-
ies include those that are part of the marketing application and other relevant studies available to the spon-
sor that have not been previously submitted in the investigational new drug application, new drug applica-
tion, biological license application, or a supplement or amendment to one of these applications (e.g., post-
marketing studies or adverse drug reaction reports). The "Geriatric use" subsection shall contain the follow-
ing statement(s) or 1 alternative, as applicable, taking into account available information:

(A) If clinical studies did not include sufficient numbers of subjects aged 65 and over to determine
\v‘ac!l}er e]dcz})_' su_b_mcts respond differently from younger subjects, and other reported clinical experi-
ence has not identified such differences, the "Geriatric use" subsection shall include the following state-
ment:

"Clinical studies of (name of drug) did not include sufficient numbers of subjects aged 65 and over to
de(crrmn_e wh_clhsr they respond differently from younger subjects. Other reported clinical experience
has not identified differences in responses between the elderly and younger patients. In general, dose
selection for an elderly patient should be cautious, usually starting at the low end of the dosing ,xa.uge

reflecting the greater frequency of decreased hepatic, renal, or cardiac fimcti i i
L ep: H ction, and of concomitant dis-

(B) If clinical studies (including studies that are part of marketing applications and other relevant stud-
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sponsor that have not been submitted in the sponsor's epplications) included enough
T je make it likely that differences in safety or effectiveness betw;cn elderly and younger
ots would have been detected, but no such differences (in safety or cﬂ"ecuve_ncs_s) were obscrv'cd,
reported clinical experience has not identified such differences, the "Geriatric use subsection

the following statement:

the total number of subjects in clinical studies of (name of drug), ___ percent were 65 and over,
nt were 75 and over. (Altem: ly, the labeling may state the total number of subjects
who were 65 and over and 75 and over.) No overall differences in safety or ef-
served between these subjects and younger subjects, and other reported clinical ex-
identified differences in responses between the clderly and younger patients, but great-
lder individuals cannot be ruled out.

ical studies and other reported clinical experience available to the sponsor in-
n elderly patients is associated with differences in safety or effectiveness,
or requires specific oring or dosage adjustment, the "Geriatric use" subsection of the labeling shall
contain a brief description of observed differences or specific monitoring or dosage requirements and,
ropriate, shall refer to more detailed d i in the "C indications," "Warnings," "Dosage

d Administration,” or other sections of the labeling.

(iii)(A) If specific pharmacokinetic or pharmacodynamic studies have been carried out in the elderly, they
| be described bricfly in the "Geriatric use” subsection of the labeling and in detail under the "Clinical
Pharmacology” section. The "Clinical Pharmacology” section and "Drug interactions” subsection of the "Pre-
cautions” section ordinarily contain information on drug-disease and drug-drug interactions that is particu-
larly relevant to the elderly, who are more likely to have concomitant illness and to utilize concomitant drugs.

(B) If a drug is known to be substantially excreted by the kidney, the "Geriatric use" subsection shall in-
clude the statement:

"This drug is known to be substantially excreted by the kidney, and the risk of toxic reactions to this
drug may be greater in patients with impaired renal function. Because elderly patients are more likely to
have decreased renal function, care should be taken in dose selection, and it may be useful to monitor
renal function.”

‘(n") If use of the drug in the elderly appears to cause a specific hazard, the hazard shall be described in the
'chr:&tl"lc use"” subsection of the labeling, or, if appropriate, the hazard shall be stated in the "Contraindica-
ious," "Warnings," or "Precautions” section of the labeling, and the "Geriatric use" subsection shall refer to
those sections.

(v) Labeling lﬂmd_cr pmgﬁ_‘phs (£)(10)(4) through (£)(10)(iii) of this section may include statements, if they
would be useful in enhancing safe use of the drug, that reflect good clinical practice or past experience in a
particular situation, e.g., for a sedating drug, it could be stated that:

"Sedating drugs may cause confusion and over-sedation in the elderly; elderly patient
3 s
started on low doses of (pame of drug) and observed closely.” 4 U generally should be
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21 CFR. §201.57

sonsor believes that mone of the requirements described in paragraphs (£)(10)(1) through
(v) of this section is appropriate or relevant to the labeling of a particular drug, the sponsor sha!l
e reasons for omission of the statements and may propose an alternative statement. FD,f‘ may permit
i em f FDA determines that no statement described in those paragraphs is appropriatc

FDA may permit use of an alternative statement if the agency determines

ble effect, iated with the use of the
gical action of the drug or may be unpredictable in its occurrence.

he adverse reactions that occur with the drug and with drugs in the
mically related class, if applicable.

reactions may be categorized by organ system, by severity of the reaction, by fre-

al mect m, or by a combination of these, as appropriate. If frequency informa-

s available, the categories and the adverse reactions within each cat-

jecreasing order of frequency. An adverse reaction that is significantly more severe

d in a category, however, shall be listed before those reactions, regardless of its

If frequency information from adequate clinical studies is not available, the categorics and ad-

ch category shall be listed in decreasing order of severity. The approximate fre-

reaction shall be expressed in rough estimates or orders of magnitude essentially as

"The most frequent adverse reaction(s) to (name of drug) is (are)(list reactions). This (these) oc-

n about (e.g., one-third of patients; one in 30 patients; less than one-tenth of patients). Less frequent

s are (list reactions), which occur in approximately (e.g., one in 100 patients). Other adverse

reactions, which occur rarely, in approximately (e.g., one in 1,000 patients), are (list reactions)." Percent

igures may not ordinarily be used unless they are documented by adequate and well-controlled studies as

defined in § 314.126(b) of this chapter, they are shown to reflect general experience, and they do not falsely
imply a greater degree of accuracy than actually cxists.

(3) The "Warnings" section of the labeling or, if appropriate, the "Contraindications" section of the labeling
shall identify any potentially fatal adverse reaction.

(4) Any claim comparing the drug to which the labeling applies with other drugs in terms of frequency,
seve [*m or character of adverse reactions shall be based on adequate and well-controlled studies as defined
in § 314.126(b) of this chapter unless this requirement is waived under § 201.58 or § 314.126(b) of this chapter.

(b) Drug Abuse and Dependence. Under this section heading, the labeling shall contain the following subsec-
tions, as appropriate for the drug:

(1) Controlled Substance. If the drug is controlled by the Drug Enf Ad
which it is controlled shall be stated.

(2) Abuse. This subsection of the labeling shall be based primari i
( I ased primarily on human data and human experience
but pertinent animal data may also be used. This subsection shall state the types of abuse that can :g:ur wiﬂ::

the drug and the adv i i i i i
il egda. © adverse reactions pertinent to them. Particularly susceptible patient populations shall be
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This subsection of the labeling shall describe characteristic effects mulpng from both psy-
chological and L‘vhﬁus ;“) ndence that occur g;Vilh the drog and shall identify the quantity of the drug over
e lead to tolerance or dependence, or both. Details shall be provided on the adverse

of abrupt withdrawal. Procedures necessary to diagnose the depend-
s of u:ea':ing the effects of abrupt withdrawal shall be described.

eading, abeling shall describe the signs, symptoms, and laboratory find-

general principles 6f treatment. This section shall be based on human da_!a,

vailable, appropriate animal and in vitro data may be used. Specific in-
wing:

(1) Signs, symptoms, and laboratory findings associated with an overdosage of the drug.
(2) Compli t can occur with the drug (for example, organ toxicity or delayed acidosis).

(3) Oral LD50 of the drg in animals; concentrations of the drug in biologic fluids associated with tuxic‘ity
X ; physiologic variables influencing excretion of the drug, such as urine pH; and factors that in-
e cds:.r:sp\ se relationship of the drug, such as tolerance, The pharmacokinetic data given in the

“Clinical Pharmacology" section also may be referenced here, if applicable to overdoses.

(4) The amount of the drg in a single dose that is ordinarily associated with symptoms of overdosage and
the amount of the drug in 2 single dose that is likely to be life-threatening.

(5) Whether the drug is dialyzable.

(6) Recommended general treatment procedures and specific measures for support of vital functions, such as
proven antidotes, induced emesis, gastric lavage, and forced diuresis. Unqualified recommendations for
which data are lacking with the specific drug or class of drugs, especially treatment using another drug (for
example, central nervous system stimulants, respiratory stimulants) may not be stated unless specific data or
scientific rationale exists to support safe and effective use,

() Dosage and Administration. This section of the labeling shall state the recommended usual dose, the usual
dosage range, and, if appropriate, an upper limit beyond which safety and effectiveness have not been estab-
lished; dosages shall be stated for each indication when appropriate. This section shall also state the intervals re-
commended between doses, the optimal method of titrating dosage, the usual duration of treatment, and any
modification of dosage needed in special patient populations, e.g., in children, in geriatric age groups, or in pa-
tients with renal or hepatic disease. Specific tables or monographs may be included to clarify dosage schedules.
Radiation dosimetry information shall be stated for both the patient receiving a radioactive drug and the person
administering it. This section shall also contain specific direction on dilution, preparation (including the strength
of the final dosage solution, when prepared according to instructions, in terms of milligrams active ingredient
per milliliter of reconstituted solution, unless another measure of the strength is more appropriate), and adminis-
tration of the dosage form, if needed, e.g., the rate of administration of parenteral drug in milligrams per minute;
storage conditions for stability of the drug or reconstituted drug, when important; essential information on drué
mcompatibilities if the drug is mixed in vitro with other drugs; and the followi for ls: "Par-
enteral drug products should be inspected visually for particulate matter and discolorati prior to ad; ini
tion, whenever solution and container permit."
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o shall contain information on the available dosage forms to which
urer or distributor is responsible. The information shall ordinar-

nilligram tablets, in metric system and, if the apothecary sys-
ed in parentheses after the metric designation;

) is ordinarily available for prescribing by practitioners, e.g., bottles

tion of the dosage forms, such as shape, color, coating,

st cases, the labeling need not include this section.
of the drug in humans shall ordinarily be included in
as dm"rnpx ate. Commonly for a drug that has been marketed
chronic animal toxicity studies have not been performed or
jods or is implanted in the body. The unavailability
e labeling for the drug. If the pertinent animal data

labeling, this scction may be used.

Studies" and "References". These scctions may appear in labeling in the place of a detailed discus-
ct that is of limited interest but nonetheless important. A reference to a specific important clinical
study mx.) be made in any section of the format required under §§ 201.56 and 201.57 if the study is essential to
ndable presentation of the \allable information, References may appear in sections of the labeling
i "Clinical Studies" or "References" section, in rare circumstances only. A clinical study or
nay be cited in prescription drug labeling only under the following conditions:

f the clinical study or reference is cited in the labeling in the place of a detziled discussion of data and
emning an indication for use of the drug, the reference shall be based upon, or the clinical
ute, an adequate and well-controlled clinical investigation under § 314.126(b) of this chapter.

clinical study or reference is cited in the labeling in the place of a detailed discussion of data and
c*n;:g ﬁsk or r*sxs from lhﬁ use of the dmg the risk or risks shall also be identified or

[44 FR 37462, June 26, 1979; S5 FR 11576, March 29, 1990; 59 FR 64249, Dec. 13, 1994; 62 FR 45325, Aug.
27, 1997; 63 FR 66396, Dec. 1, 1998]
SOL‘{CI: 40 FR 13998, March 27, 1975; 51 FR 8182, March 7, 1986; 51 FR 43904, Dec. S, 1986; 52 FR 2111,
3 FR 4135, Feb. IZ 1988; 54 FR 39635, Sept. 27, 1989, 57 FR 54300, l\ov 18, 1992; 58 FR
26 1993; 62 FR 51515, Oct. 1, 1997; 63 FR 26698, May 13, 1998; 64 FR 400, Jan. 5, 1999, unless
otherwise noted.

53, 355, 358, 360, 360b, 360gg-360ss, 371, 374, 379%; 42 U.S.C.
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LANE POWELL

ATTORNEYS & COUNSELORS

Brewster H. Jamieson. Esq.
Direct Dial (907) 332
JamiesonB@LanePowell.com

February 20, 2008

T'he Honorable Mark Rindner
Superior Court Judge

Alaska Court System

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

Re: State of Alaska v. Eli Lilly and Company, Case No. 3AN-06-05630 CI
Our File No. 9867.38

Dear Judge Rindner:

In advance of the pretrial conference in this case on Friday, February 22,
2008, we thought it would be helpful to set out in a letter the following list of issues
that the Court may wish to address at this conference. By copy of this letter to Mr. Eric
Sanders, we invite counsel for the State of Alaska to submit additional items for
consideration at the pretrial conference.

Pending Motions

As of the date of this letter, the following motions are pending before the
Court, and their resolution may affect the parties’ trial strategies and presentations:

Dispositive Motions

Lilly’s Motion for Summary Judgment (filed December 10, 2007)

Lilly’s Supplemental Brief Seeking Dismissal of the State’s Claims
Pursuant to the UTPCPA Exemption and Federal Preeemption (filed
February 5, 2008).

Lilly’s Motion in Response to Court’s On-Record Comments During
the January 29, 2008 Hearing (filed February 12, 2008). ¥

www.lanepowell.com A PROFESSIONAL CORPORATION LAW OFFICES

T.907.277.9511

DRy §u|TE 301 ANCHORAGE, AK . OLYMPIA, WA
301 W, NORTHERN LIGHTS BLVD. PORTLAND, OR . SEATTLE, WA
ANCHORAGE, ALASKA 99503-2648 LONDON, ENGLAND




The Honorable

February 20, 2008

Page 2 of 4

iff’s Motions in Limine

Plaint

Lilly’

Mark Rindner
Re: State of Alaska v. Eli Lilly and Company

Motion in Limine to Exclude Testimony or Argument Regarding
Efficacy or Benefits of Zyprexa for Non-indicated or “Off-label” Uses.
Motion in Limine to Exclude Testimony or Argument Regarding the
Lack of Restrictions on the Availability of Zyprexa or Lack of an
Injunction Against Certain Conduct by Defendant.

Motion in Limine to Exclude Testimony or Argument Regarding Other
Drugs Manufactured by Defendant Eli Lilly and Company.

Motion in Limine to Exclude Testimony or Argument Regarding
Efficacy or Benefits of Zyprexa for Indicated Uses.

s Motions In Limine

Motion in Limine to Exclude Evidence Relating to the State of Alaska’s
Alleged Damages or Economic Injury. (Not opposed.)

Motion in Limine to Exclude Certain Testimony of the State’s Experts
Under Seal.

Motion in Limine to Exclude References to Foreign Regulatory Action.

Motion in Limine to Exclude Evidence Relating to New York Times
Articles Under Seal.

Motion in Limine to Exclude Evidence Relating to Other Litigation
Involving the Defendant.

!\Limion in Limine to Exclude Evidence Relating to Defendant’s Profits
Net Worth and the Price of Zyprexa. ’

Molion iq Limine to Exclude References to Recent Regulatory
Communications and Developments.

Motion in Limine to Exclude Testimony and Call Notes of Non-Alaska
Based Sales Representatives.

002701




The Honorable Mark Rindner
Re: State of Alaska v. Eli Lilly and Company
February 20, 2008

Page 3 of 4

Voir Dire

Guidelines for how the parties may describe the case to potential jurors.
Time limits, if any, for voir dire. S
Number of peremptory challenges each side will have and whether

parties can stipulate to increase that number.

Juror Questionnaire

Contents of proposed juror questionnaire.

Opening Statements

Time limits, if any. 37, \\ 5

Number of lawyers allowed to open (and close) for each party.
Guidelines for use of demonstratives and exhibit excerpts in opening

statements. g

Witnesses
~ //
Out-of-order witnesses and special witness scheduling issues.

Reciprocal agreement between parties to give notice of next witnesses e
to be called.

Notification of order of witnesses. /

Deposition Designations

Resolution of remaining objections to deposition designations.




The Honorable Mark Rindner

Re: State of Alaska v. Eli Lilly and Company
February 20, 2008

Page 4 of 4

Guidelines whether Lilly can “re-call” deposition witnesses during its
case in chief to play testimony from the witness beyond what was
played during plaintiff’s case in chief.

Exhibits
Reciprocal agreement between parties to give specified amount of
notice before introducing demonstratives and other categories of

exhibits.

Logistical/Procedural Trial Issues

Use of courtroom technology, including logistics and sharing between
parties.

Overall timing limits.

Length of trial and days off.

Jury Instructions/Verdict Form

Opening jury instructions.

Closing jury instructions and verdict form.
Very truly yours,

LANE

nlb

cc:  Eric T. Sanders, Esq. (via email)
009867.0038/163534.1




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

® [

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

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

ORDER GRANTING PLAINTIFF’S MOTION IN LIMINE TO
PRECLUDE TESTIMONY OR ARGUMENT THAT ZYPREXA’S LABELING
“WARNED” OF DIABETES, HYPERGLYCEMIA AND WEIGHT GAIN

IT IS HEREBY ORDERED that Plaintiff's Motion in Limine to Preclude
Testimony or Argument that Zyprexa’s Labeling “Warned” of Diabetes, Hyperglycemia
and Weight Gain is GRANTED. Lilly’s counsel and witnesses are precluded from
stating or implying that Lilly “warned” of Zyprexa’s risks of diabetes and hyperglycemia
prior to the FDA-mandated label change in 2003. Further, it is ordered that Lilly’s
counsel and witnesses will be instructed to make no statements that Lilly “warned” of the
risk of weight gain prior to the labeling change in 2007.

DATED this day of , 2008.

BY THE COURT

Mark Rindner
Superior Court Judge

002704




STATE OF ALASKA,
Plaintiff,

V.

i Case No. 3AN-06-05630 CI

| ELILILLY AND COMPANY,
|

Defendant.

DEFENDANT ELI LILLY AND COMPANY’S REPLY IN SUPPORT OF ITS
MOTION IN LIMINE TO EXCLUDE EVIDENCE RELATING TO
OTHER LITIGATION INVOLVING THE DEFENDANT

Despite its admission that evidence of other Lilly litigation is irrelevant, the State
has asked the Court to carve out an exception for a hypothetical guilty plea that it read about
in the The New York Times. Lilly is not a party to any plea agreement with the federal or
state governments relating to Zyprexa®. The State’s assertions about the admissibility of a
| future plea agreement lack any of the specifics required for the Court to even begin an
analysis of relevance, such as the conduct covered by the plea or the applicable time period
of the alleged offenses. These specifics are lacking for one reason — there is no plea

agreement. The State’s response is purely speculative and the Court should grant Lilly’s

unopposed motion.
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DATED this 20th day of February, 2008.
PEPPER HAMILTON LLP
Nina M. Gussack, admitted pro hac vice
George A. Lehner, admitted pro hac vice
John F. Brenner, admitted pro hac vice
Andrew R. Rogoff, admitted pro hac vice
Eric J. Rothschild. admitted pro hac vice

and
LANE POWELL LLC
Attorneys for Defendant

" Brewster H. Jamieson, ASBA No. 411122
Andrea E. Girolamo-Welp, ASBA No. 021 1044

Suite 400
Algska 9950139

®]

5 POWE

301 West

Defendant Eli Lilly and Com & y in S
E y L pany’s Reply in Support of Its Motion in Limi
g:«lslude:;.m?ence Relating to Other Litigation In‘:olving llsle II;)e.Il'gu'l‘(‘ll:nl;Imme i
te of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 CI)
Page 2 of 2
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500 L. Street, Suite

IN THE SUPERIOR COURT FOR THE STATE OF AL/\élly\'A
THIRD JUDICIAL DISTRICT AT ANCHORAGE :\
|| STATE OF ALASKA, }
Plaintiff, [

v
R2

[ ELI LILLY AND COMPANY,

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

Defendant.

DEFENDANT ELI LILLY AND COMPANY’S
NOTICE OF FILING REPLY IN FURTHER SUPPORT OF ITS
MOTION IN LIMINE TO EXCLUDE REFERENCES TO RECENT
REGULATORY COMMUNICATIONS AND DEVELOPMENTS UNDER SEAL

COMES NOW Defendant Eli Lilly and Company (“Lilly”) and files its Reply in

Further Support of Its Motion in Limine to Exclude References to Recent Regulatory
Communications and Developments, under seal, attached to this notice. The subject and
contents of the Reply may fall under prior confidentiality rulings.

DATED this 20th day of February, 2008.

PEPPER HAMILTON LLP

Nina M. Gussack, admitted pro hac vice
George A. Lehner, admitted pro hac vice
John F. Brenner, admitted pro hac vice

Andrew R. Rogoff, admitted pro hac vice
Eric J. Rothschi i g i
I certify that on February 20, 2008, a copy of Rothschild, admitted prgifadies
the foregoing was served by hand on and
Eric T. Sanders, Esq

LANE POWELL LLC
Feldman Orlansky & Sanders Attorneys for Defendant

By

Brewster H. Jamieson, ASBA No. 8411122
Andrea E. Girolamo-Welp, ASBA No. 0211044
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STATE OF ALASKA,
Plaintiff,
Ve ’
| Case No. 3AN-06-05630 CI
}‘ ELI LILLY AND COMPANY, |

Defendant.

DEFENDANT ELI LILLY AND COMPANY’S REPLY IN SUPPORT OF ITS
MOTION IN LIMINE TO EXCLUDE EVIDENCE RELATING TO
DEFENDANT’S PROFITS, NET WORTH AND THE PRICE OF ZYPREXA®

Eli Lilly and Company (“Lilly”) made three arguments in its motion to exclude
evidence of Lilly’s profits, net worth or the price of Zyprexa: (a) Alaska law bars evidence of
a defendant’s financial condition; (b) the State conceded that evidence of Zyprexa’s price is
irrelevant to the issues of this case, and (c) admission of evidence of profits, net worth or
price has little probative value, but substantial potential for prejudice. The State’s response

to Lilly’s motion fails to address any of these arguments, instead focusing on the purported

| relevance of this evidence to Lilly’s motive and intent. Because Alaska law prohibits

financial evidence, and Lilly’s motive and intent are irrelevant to the issues in this case, the

Court should grant Lilly’s motion.
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I THE STATE FAILS TO ADDRESS LILLY’S LEGAL ARGUMENT.

In its motion to exclude evidence of profits, net worth and the price of Zyprexa,

Lilly cited Alaska law that absent a claim for punitive damages, evidence of a defendant’s
financial condition is irrelevant.! The State presents no case law to refute this position.
ance arguments that comprise the State’s response, the State has failed

| Regardless of the relev
[

to address controlling Alaska case law that evidence of corporate net worth is irrelevant to
[

this portion of the Court’s bifurcated trial plan.
= The State also has not addressed Lilly’s motion with respect to pricing evidence.
| As noted in Lilly’s Motion, the State has already commented that “it is not contending that
‘ Lilly’s [alleged] misrepresentations and concealments artificially inflated the price of
{
Zyprexa.™ Moreover, the State’s chosen causes of action “do not include claims that it

| overpaid for each Zyprexa prescription that is purchased.™ The State has failed to respond to

; these direct concessions from its own pleadings and has provided no argument, other than a

vague notion of motive, for the relevance of pricing evidence.

R 1 Fleegel v. Estate of Boyles, 61 P.3d 1267, 1271 (Alaska, 2002).

% State’s Opp. to Summ. J. at 12.
*Id

Defendant Eli Lilly and Company’s R i ion in Li
E I y’s Reply in Support of Its Motion in Limi
Exclude Evidence Rel:_:lmg to Defendant’s Profits, Net Worth and the P:i‘:e“:)eftlo rexa
late of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 cn 2 P.
'age 2 of 4
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LANE POWE

ite 301

IL LILLY’S MOTIVE AND INTENT ARE IRRELEVANT TO THE
STATE’S CASE.

The State claims that evidence of Lilly’s profits, net worth and the price of
Zyprexa is relevant to the motive and intent behind Lilly’s marketing. However, neither
motive nor intent is an element of any cause of action in this case — a point emphasized by

the State in its Memorandum Describing Its Proofs and Claims. For example, with regard to

| its Unfair Trade Practices claim, the State noted that “neither intent to deceive nor actual

injury is required . . .”.* By the State’s own admission, evidence of motive and intent is

| irrelevant to its case and the Court should reject the State’s attempt to use intent as a means to

admit otherwise irrelevant evidence.

II1. THE STATE’S EXAMPLES FAIL TO OPEN THE DOOR TO PROFIT
AND PRICING EVIDENCE.

The State argues that evidence of Lilly’s profits and pricing is relevant to
demonstrate Lilly’s motivation for its marketing to primary care physicians (PCP’s) and
desire to achieve “open access” formulary status for Lilly medications.” The State has

mischaracterized Lilly’s argument as one of motive. The fact that bipolar patients are helped

| by Zyprexa, and that some patients’ bipolar disorders are diagnosed and treated by PCP’s, is

not an issue of “good™ or “bad” motive. The State’s reference to Lilly’s alleged profit motive

* PL. Mem. Proofs and Claims at 21,

’ State’s Resp. at 2.

Defendant Eli Lilly and Company’s Reply in Su ion in Limi
E ) ! y pport of Its Motion in Limine t
Exclude E\'ndence.R.el:.mng to Defendant’s Profits, Net Worth and the Pric::)el'zoyprexa
State of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 CI Page 3 of 4
0




i i ices at issue ill le irrelevant
is remote. at best, from the actual marketing practices at iSsu¢ and will lead to 1rre

\‘ A
. : X : - . The prejudice of
collateral issues concerning pharmaceutical accounting and finance. The prejudice

introducing company profit information outweighs any marginal relevance of this “profit

il motive™.’

V. CONCLUSION

For the foregoing reasons, the Court should grant Lilly’s motion and bar the State

from introducing evidence relating to Lilly’s profits, net worth or the price of Zyprexa.

DATED this 20th day of February, 2008.

I PEPPER HAMILTON LLP

! Nina M. Gussack, admitted pro hac vice
l George A. Lehner, admitted pro hac vice
‘ John F. Brenner, admitted pro hac vice
Andrew R. Rogoff, admitted pro hac vice
Eric J. Rothschild, admitted pro hac vice

LL LLC

1 certify that on February 20, 2008, a copy of
the fo was served by hand on:

and
LANE POWELL LLC
i Attorneys for Defendant

driansky & Sanders

Eric
Feldm
500.L

B

y
Brewster H. Jamieson, ASBA No. 11122
Andrea E. Girolamo-Welp, ASBA No. 0211044

| © The State’s reference to Lilly’s need to respond to the loss of its Prozac patent is itself
inadmissible. As the Court is aware, the State has filed a motion to exclude evidence
regarding other drugs manufactured by Lilly, a motion that Lilly has agreed with provided
that both parties are prohibited from referencing any medication other than Zyprexa
Bcclaléscd Ilfw pa{ll]x;:s ha\l'e l}a:lresady agreed that rﬁl’ercnccs fo other Lilly medications should be
excluded from this trial, the State cannot use the expiratio; i
discuss Lilly’s corporate finances. 3  of the Erzag paleu e L

Defendant Eli Lilly and Company’s Reply in Support of Its Motion in Limine to
Exclude Evidence Relating to Defendant’s Profits, Net Worth and the Price of Zyprexa

State of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 CI) Page 4 of 4




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

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

STATE OF ALASKA,

Plaintiff,

ELI LILLY AND COMPANY,

)
)
)
)
V. ) Case No. 3AN-06-05630 CI
)
)
)
)

Defendant.

)

PLAINTIFF’S OBJECTIONS TO DEFENDANT’S PAGE/LINE COUNTER
DESIGNATIONS

Plaintiff respectfully submits its specific objections to Defendant’s Counter
Designations of deposition testimony on the grounds set forth below:

Exhibit 1; Deposition of Michael Bandick

START [END OBJECTION
(PAGE:LINE) (PAGE:LINE)

Not necessary for fairness; non-
responsive

Non-responsive

Not necessary for fairness; non-
responsive

Plaintiff’s Objections to Defendant’s

Page/Line Counter Designations C
ase No. 3AN-06-.
State of Alaska v. Eli Lilly and Company i N (l)’:gse??)f(‘: 4:

002712




Exhibit 2; Deposition of Jack E. Jordan

[START END OBIECTION
| (PAGE:LINE) (PAGE:LINE)

e e
423:11 Not necessary for fairness; non-
responsive

Exhibit 3; Deposition of Bruce Kinon, M.D.

[START o BN e OBJECTION
| (PAGE:LINE) _ | (PAGE:LINE) .
5 52:16 Non-responsive

. P (70517 Non-responsive
/3:18 Non-responsive
2:15 Non-responsive

BT Non-responsive; not preceded by

question

Non-responsive

Non-responsive

Not necessary for fairness; non-

responsive

Exhibit 4; Deposition of Denice M. Torres

| START END OBJECTION
(PAGE:LINE) (PAGE:LINE)
244:11 246:10 Not necessary for fairness; non-

responsive

| 257:6 257:13 Not necessary for fairness

! 402:1 403:4 Non-responsive

| 561:6 562:13 Non-responsive

FELDMAN ORLANSKY
& SANDERS
500 L STREET ini iech
bl Plaxnllﬁ‘s Objections to Defendant’s
ANCHORAGE, AK Page/Line Counter Designations
99501 s TR Tl
LA State of Alaska v. Eli Lilly and Company
FAX: 907.274.0819

Case No. 3AN-06-5630 CI
Page 2 of 4
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92,5 o el
DATED this & day of February, 2008.

FELDMAN ORLANSKY & SANDERS
Counsel for Plaintiff

BY épj»

Eric T. Sanders

AK Bar No. 7510085

GARRETSON & STEELE HENDERSON & ALLEN, LLP

Matthew L. Garretson T. Scott Allen Jr.

Joseph W. Steele 2777 Allen Parkway, 7" Floor

David C. Biggs Houston, Texas 77019-2133

5664 South Green Street (713) 650-6600

Salt Lake City, UT 84123

(801) 266-0999 FIBICH HAMPTON & LEEBRON
Kenneth T. Fibich

RICHARDSON, PATRICK, 1401 McKinney, Suite 1800

WESTBROOK & BRICKMAN, LLC Houston, Texas 77010

H. Blair Hahn (713) 751-0025

Christiaan A. Marcum

David Suggs

P.O. Box 1007 Counsel for Plaintiff

Mt. Pleasant, SC 29465

(843) 727-6500

FELDMAN ORLANSKY
& SANDERS
Y;‘(:);)Sizl"':k Plaintiff’s Objections to Defendant’s
ANCHORAGE, AK Page/Line Counter Designations

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

Page 3 of 4
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Certificate of Service

I hereby certify that a true and correct copy of
Plaintiff’s Objections to Defendant’s Page/Line
Counter Designations was served by messenger on:

Brewster H. Jamieson

Lane Powell LLC

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

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

By /AQ?%,MF/_&@L
Date 4 ola?/)/ﬁS/,

FELDMAN ORLANSKY
& SANDERS
500 L STREET inti . s
Selilond Plaxnl1ﬁ‘s Objections to Defendant’s
ANCHORAGE, AK Page/Line Counter Designations
99501 3 i
ey State of Alaska v. Eli Lilly and Company
FAx: 907.274.0819

Case No. 3AN-06-5630 CI
Page 4 of 4
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Bandick, Mike - Vol. I
211:6-7

's counter designations :
Comment : € ion: M necessary for fairness; non-responsive

in the content

Bandick, Mike - Vol. I

322:19-21

echanisms to
clear
to do that.

Bandick, Mike - Vol. I
522:14-523:3

Issues: §B

non-responsive

Q. Was Zyprexa indicated for the
treatment of agitation associated with
dementia?

A I'd like to make a comment

on an earlier page, it was Page 7, the

t line says "see Pages XX for additional

formation." So this clearly was a

There was in the Zyprexa

raMuscular trials pursuit treat potential

on indications of which agitation in

dementia was one of those indications. If
that indication was not approved by FDA, then

that would render this draft document moot.

MR. ALLEN: Objection.

1 N Exhibit 1, Page 1 of
SOA Objections to Lilly Page/Line Counter Desi%naﬁ(;n:a
Case No. 3AN-06-5630 C|
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Jordan, Jack - Vol. I

423:7-11

Issues: [ 02 Defendant's countexr designations
necessary for fairness; non-responsive

Cozment :

423

Objection:

chiz

Q.
phren

Not

ur v

Is there a diagnosis of
ja or bipolar mania on Donma?
he Donna profile was

folks to represent

Exhibit 2, Page 1 of 1

. SOA Objections to Lilly
PagelLine Counter Designations
Case No. 3AN-06-5630 C|
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they were

Issues:
Comment :

Issues: . 02 Defen nter designations
Comment: Objecti

lect, these were never key megsages in
of our interpretation of the data.

Kinon, Bruce - Vol. I

92:10-15

Issues: . 02 Defendant's counter designations
jection: Non-responsive

A. I've never seen this
24 "c.mds the way i stated here. We
the weight gain in
in long-term studies as
1 label and it remains in

Issues: I counter designation
Cozment j i ) esponsive

93: 7 A The sentence following the
one you asked me to read clearly indicates
t analyses were still being done at the

e of this report. I can only come to the

Exhibit 3, Page 1 of 3

SOA Objections to Lilly
PagelLine Counter Designations
Case No. 3AN-06-5630 CI
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iminary draft

our
published in the
eagues have

And when did you first learn
believed that Lilly was

at Lil
was the

sedght
ng weight
we were never
side ect.

mini

was

Kinon, Bruce - Vol. I
241:2-21

Issv

s counter designations

Comment: : Non-re ive

241: 2 Q. Didn't the company instruct
3 its sales people that weight gain was
manageable?
A. Around this time we were

telling clinicians that if weight

was a problem with their patients they
ider other interventions if not
hing the patient off of Zyprexa.

10 We also provided them with
nal materials to help them with
g were gaining weight. This
Lifestyle programs, our
Wellness.

e were doing a loct of

ion, we were doing

cal trials to try to show
here was a treatment that could
be added to atipsychotic drugs to reduce the
ht gain. That's what we meant by weight
gain is manageable.

£

7]

Kinon, Bruce - Vol. I
412:14-23
Issues: - 02 Defendant's counter desigrations

Comment: Objection: Not necessary for fairness;Non-responsive

Exhibit 3, Page 2 of 3

SOA Objections to Lilly
PagelLine Counter Designations
Case No. 3AN-06-5630 G|
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g o

Q- Did Lilly tell doctors
yprexa caused weight gain of clinical
ignificance greater than the other se
eneration antipsychotics?

to clearly
s associa

ne versus

that
cond

ted
the

Exhibit 3, Page 3 of 3

. SOA Objections to Lily
PagelLine Counter Designations
Case No. 3AN-06-5630 C|
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Torres, Denice - Vol. I
244:11-246:10

Issues: JJ§ 02 Defendant's counter
Comment: Objection: Not

esignations

-

Q- So, if Eli Lilly at any time
during marketing of Zyprexa attempted to
capitalize on this knowledge, that
¥ label usage defined the market, if
attempted to capitalize on that,

vould be in viclation of the
w them?

to form
I think, sir,
in the
would

at is deemed a
for one

ewed as bipolar
er," hence,
the market in a way of
8 its total usage. And
9 it's -- you know,
1 unfortunately, in th

therapeutic areas, sometimes it's
very, very difficult to put a
diagnosis on a patient of
schizophrenia/bipolar. In fact,
I've been in situations with world
thought leaders where there was a
very popular case which a lot of
people saw on TV about a woman
that drowned her children. And
there was great debate on whether
or not the woman suffered from
bipolar or whether she suffered
from schizophrenia. So, basically
what this is looking at, if you
asked the bipolar experts, they
would say her diagnosis was
bipolar. If you answer -- asked
the schizophrenia experts, they
would talk about her diagnosis as
schizophrenia. So all this
paragraph is talking about is it's
very difficult to ascertain with
any great preciseness what a usage
is for.

fairness;Non-responsive

Torres, Denice - Vol. I

257:6-13

Issues: [l] 02 Defendant's counter designations
Comment: Objection: Not necessary for fairness

Exhibit 4, Page 1 of 3

SOA Objections to Lilly
PagelLine Counter Designalions
Case No. 3AN-06-5630 CJ
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¢

6 Q. What was the result of the
7 CATIE study? Do you know what the
8 results on the CATIE study on

effectiveness has been?

know what, I left my
the C results, but
is they were quite

exa.

Torres, Denice - Vol. I
402:1
Issue
Comment:

nations

1e sum s of the

oduct

1, I don't see that
listed. You just said the goal was to

Torres, ice - Vol. I

561:6-5

Issues Defendant's counter designations

Comment : ion: Non-responsive

561: 6 Q. "pigcuss the efficacy and
7 safety of atypical antipsychotics in
8 child and adolescent psychiatry." You
9 weren't even supposed to be detailing

child and adolescent psychiatrista, were
you, on Zyprexa?
12 A. Detailing, no.

Q. Why was Eli Lilly providing
an educational grant to train physicians
on how to use second generation
antipsychotics in children and
adolescents?

A. One, I don't know about this
program, but why would Lilly provide an
unrestricted grant? There was a huge
market need. Would physicians want to
know or psychiatrists want to know about
antipsychotic use children? Of course
they would. Why? Huge unmet need. Huge
unmet need. In fact, I think it was
Risperdal just recently after all of
these years received an indicaticon for
the use of Risperdal in children with
autism. There's a huge need. Part of a
pharmaceutical's respomsibility is to
support the community. This is nothing
more -- I don't know who was behind this,
what their intent is, but if you're
asking me, give my opinion on this, it's
about supporting the community. It's an

Jan e

WNHOWL®

NN N NN R

W

HOW®mJoWnn

frae

Exhibit 4, Page 2 of 3

SOA Objections to Lilly
PagelLine Counter Designations
Case No, 3AN-06-5630 C|
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unrestricted grant. “vr:restrxcteii ?
meaning you don't control the content.

s

Exhibit 4, Page 3 of 3

SOA Objections to Lilly
PagelLine Counter Designations
Case No. 3AN-06-5630 C|
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THIRD JUDICIAL DISTRICT AT f\\CHORAGi%‘g
8, om,,% 0200(9
STATE OF ALASKA, \
Plaintiff,
: A [ .- Y
| Case No. 3AN-06-05630 CI
ELI LILLY AND COMPANY,

Defendant.

DEFENDANT ELI LILLY AND COMPANY’S REPLY IN SUPPORT OF ITS
MOTION TO EXCLUDE TESTIMONY AND CALL NOTES FROM
NON-ALASKA BASED SALES REPRESENTATIVES

Eli Lilly and Company (“Lilly”) made two arguments in support of its motion to
| exclude call notes and testimony from Lilly sales representatives outside of Alaska: (a) the
| evidence is not relevant, and (b) the evidence is likely to confuse the jury. In its response, the

State does not dispute the prospect of jury confusion and prejudice to Lilly, limiting its

| argument only to relevance. Even in arguing for the relevance of call notes from outside

Alaska, the State insists that call notes from Alaska-based sales representatives can establish

the elements of its claims, rendering the evidence of sales representative conduct outside
Alaska cumulative and unnecessary.

In its response, the State also seeks to establish that sales representatives’ call
notes, which are rough, idiosyncratic shorthand concerning sales representatives’ discussions

with physicians, fall under the business records exception of the hearsay rule. This is not the

case. Moreover, call notes provide no support for the State’s case because, without

002724




, Suite 301

1 interpretive testimony, the call notes are not admissible for the proposition for which they are

i . .
| being introduced.

| R TESTIMONY AND CALL NOTES OF LILLY SALES
REPRESENTATIVES OUTSIDE ALASKA ARE NOT
RELEVANT; AND, EVEN IF THEY ARE RELEVANT,
THEY ARE CUMULATIVE AND PREJUDICIAL TO LILLY.

A. Testimony and Call Notes of Lilly Sales Representatives Outside Alaska
are Not Relevant.

The State argues, without citing any authority, that call notes and testimony
| documenting sales representative activity outside Alaska is “certainly probative evidence of
actual unfair or deceptive acts within Alaska.”" The State bases this assertion on the fact that

| Lilly implemented a nationwide sales plan for Zyprexa.® According to the State’s logic,
(

I
i because there was a nationwide sales plan, the specific conduct of sales representatives in
|
|

other states is relevant to what Lilly sales representatives said or did in Alaska. The State is
| incorrect in this assertion.
|

f “Relevancy is not an inherent characteristic of any item of evidence but exists as a

relation between an item of evidence and a matter properly provable in the case.”” In this

case, the State must prove that Lilly violated the Unfair Trade Practices and Consumer

! Ptlf’s Response to Defendant’s Motion in Limi g i
i \ mine to Exclud 4
Non-Alaska Based Sales Representatives at 3. o Excinds Testimony it

? Alaska Rules of Evidence Commentary, Rule 401.
Def Eli Lilly and C;

Testimony and Call
State of Alaska v. Eli

n y’s Reply in Support of Its Motion to Exclud

Notes from Non-Alaska Based Sales Representatives ot

Lilly and Company (Case No. 3AN-06-05630 cn Page 2 of 11
o
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| Protection Act (“UTPCPA”™) in Alaska.> While the contents of a nationwide sales plan might

| be relevant to this case (and Lilly has not objected to this category of documents),

|
|

|

| idiosyncratic call notes reflecting discussions with non-Alaska physicians prove nothing as to

| how Lilly sales representatives behaved in Alaska. The introduction of evidence of conduct

outside Alaska will not make it more or less plausible that Lilly’s Alaska based sales
- . e B

representatives acted in a specific w ay.
The State also argues that conduct outside of Alaska will help to establish “Lilly’s

motive, intent and plan.”® But the State has previously argued that it need not prove Lilly’s
I}

motive or intent in a UTPCPA claim.® Nor is Lilly’s intent an element of a failure to warn

| claim.” The State cannot turn a non-element into a vehicle for introducing extraneous and

: o B R
© See State v. O'Neill Investigations, 609 P.2d 520, 523 (Alaska 1980) (noting, in a
constitutional challenge to the UTPCPA, that the conduct re,

usinesses “operating in this state.”): see also Pltf's Res

| Limine to Exclude Testimony and Call Notes of Non-Ala

Il 3 (ac nowledging that to be relevant to its UTPCPA claim, evidence must € probative of

| Lilly’s “actual unfair or deceptive acts within Alaska™),

I}

‘w' ~ Reeves v. Alyeskq Pipeline Serv. Co.. 56 P.3d 660, 669 (Alaska 2002) (holding evidence of

“ future plans for a building were not relevant to a case about terms of 3 contract regarding the

| building and resulting damages for breach thereof),

° Pltf’s Response to Defendant’s Motion in Limine to Exclude Testimony and Calj
Non-Alaska Based Sales Representatives at 3. i e

S Pltfs Memorandum on Claims and Proofat 21,

? Shanks v, The Upjohn Co.. 835P.2d 1189, 1200 (Alaska 1992).

Defendant Elj Lilly and Company’s Reply in Su, Port of Its Motion to Exelug,
Testimony and Call Notes from Non-Alaska Basgd Sales Representatives o
State of Alaskq v, Eli Lilly and Company (Case No. 3AN-06-05630 CI Page 3 of 11
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301 West

|
this sampling of call notes prepared by Lilly’s Alaska sales representatives provides “clear

will not understand for what issues it may consider the evidence of sales representative

|
H

Testimony and Call Notes From Lilly Sales Representatives Outside
Alaska Should Be Excluded Because They are Cumulative and
Prejudicial.

Even if the evidence of the alleged conduct of sales representatives outside Alaska
is relevant. it should be excluded because it is cumulative, and the prejudice stemming from
its introduction outweighs its probative value.® The State insists that “[c]lear evidence that
Lilly sales representatives delivered [messages misrepresenting Zyprexa] is available in the
sampling of ‘call notes’ produced by Lilly.” The call notes produced by Lilly in this

o . = sono 10 Yo
litigation consisted entirely of those generated by Alaska-based sales representatives.™ If

, S S 4 ; i
evidence™ of Lilly’s misconduct, then it is cumulative and should be excluded on that basis.
If the Alaska evidence is not sufficient for the State to prevail, extraterritorial evidence
cannot rescue it.

Moreover, this cumulative evidence will likely cause jury confusion.'” The jury

¥ Alaska Rule of Evid. 403.

” Pltf’s Response to Defendant’s Motion in Limine to Exclude Testimony a S
Non-Alaska Based Sales Representatives at 3. % 800, Gl HolGs g

' Exhibit A, Discovery Master’s Order of September 24, 2007, at 11.
"' Alaska Rule of Evid. 403.

2 Hiibschman v. Valdez, 821 P.2d 1354, 1366 (Alaska 1991 1 i
i osch z, 821 P.2 4, uphol
determination that potential prejudice of a Jjury punishing party for)ot(hel: coog:irtlgél lcl;]ua!lw;?gl;\[;

(continued ., )

Defendant Eli Lilly and Company’s Reply in Su; i
3 ly an y ly pport of Its Motion to Excl
Testimony and Call Notes from Non-Alaska Based Sales Representatives s

State of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 C| I Paged of 11
age 4 o
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301 West N

F H H ietake ~, sidet > specific
conduct in states other than Alaska. The fact the jury might mistakenly consider the spec

i i on decidi sther Lilly’s specific
conduct of sales representatives 1n another state when deciding whether Lilly’s spec

Alaska conduct actually violated the UTPCPA is prejudicial to Lilly.

IL CALL NOTES ARE INADMISSIBLE BECAUSE THEY ARE I:IF:ARSA\'
NOT WITHIN ANY EXCEPTION AND RI‘ZQUIRE THE JURY TO
SPECULATE AS TO THEIR MEANING."

A. Call Notes are Hearsay and do not Fall Under the Business Records
E\co;‘ption.H

Even if evidence of the conduct of sales representatives outside Alaska were
relevant. such evidence suffers from admissibility defects. In particular, call notes contain

(... continued)

| probative value of evidence): Korean Air Lines Co. v. State, 779 P.2d 333, 340 (Alaska 1989)

(upholding exclusion of evidence of an uncontested fact because potential confusion of jury
as to what issues were before them).

" Lilly hereby objects to the introduction by the State of all call notes in this litigation,
whether gencrated by Alaska based sales™ representatives or non-Alaska based sales

| representatives.

“ An additional hearsay problem also exists that weighs against finding call notes qualify
under the business records exception. Without the testimony of the sales representative who

| authored that particular call note, a jury cannot conclude whether the physician or the sales

representative raised a particular topic. In many instances, the particular notation may
represent a topic the physician had raised to the sales representative. Thus, there is a double

| hearsay problem, which would further undermine any finding that call notes fall under the

business records exception to the hearsay rule. See Colt Indus. Operating Corp. v. Frank W.
Murphy Mfr., 822 P.2d 925, 933 n.12 (Alaska 1991) (“Because the repoﬁs ap[,)]car to contain
hearsay in the form of customers’ descriptions of the problem with the returned devices, they
may involve hearsay included within hearsay, and would therefore be inadmissible absent an
independent hearsay exception.”). Thus, Lifly reserves the right to object to each notation in

each individual call note on this basis in the event that the Court does n i illy’
initial hearsay objection. o spes L

Defendant Eli Lilly and Company’s Reply in Support of Its Motion to Exclude
Testimony and Call Notes from Non-Alaska Based Sales Representatives
State of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 CI) Page 5of 11
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Suite 301

hearsay statements. Out of court statements offered to prove the truth of the matter asserted

R 13
are inadmissible as hearsay under the Alaska Rules of Evidence.
The State argues that call notes fall under the business records exception (0 the

hearsay rule. stating that “[a] call note is a business record which contemporaneously details

| a sales representative’s visit to a ph_\sici;m.""' The State is incorrect. The business records

exception “allows admission of a record made ‘from information transmitted by[] a person

with knowledge acquired of a regularly conducted business activity . . . if it was the regular

practice of that business activity to make and keep the memorandum . . . unless the source of
information or the method or circumstances of preparation indicate lack of
trustworthiness™.”'” While regularly created after most visits with physicians, the text fields
of call notes lack the regularity of form and process that is the hallmark of the business
records exception.'®

The basis for the State’s argument that call notes fall under the business records

| exception is David Noesges® testimony regarding the nature of call notes.'”  When asked

'* Alaska R. Evid. 801-802.

' PtIf's Response to Defendant’s Motion in Limin X i
: ¥ e to Exclude Test >
Non-Alaska Based Sales Representatives at 3. o Testimonyaie S

' Harris v. Keys, 948 P.2d 460, 466 (Alaska 1997) (quoting Alaska R. Evid. 803(6)).
' Exhibit B, Deposition of David Noesges, January 11, 2008, at 200-01.

19 . .
The testimony cited by the State was based i
1 non, y 1 on questions asked of Mr. Noe:
particular Lilly standard operating procedure. Ptlf’s Response to Defendant’ssgiil(i?g:liﬁ

(continued . . .)

Defendant Eli Lilly and Company’s Reply i i

! y an y ply in Support of Its Motion t

Testimony and CallAques from Non-Alaska Basgg Sales Reprzse"r)l?al‘i)v[é:cmde

State of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 CI) Page 6 of
age 6 of 11
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in e H o i< dete inati v ae0OS
about the nature of call notes (the relevant information for this determination), Mr. Noesges
explained. call notes are simply the “shorthand notes” that sales representatives make to
In fact. there is no regularity as to what information sales representatives place

themselves.?
in call notes.”’ Moreover, although managers are able to access call notes, they are not
routinely used by Lilly for any purpose; call notes are only used by sales representatives to
i e 98
remind themselves of topics discussed during pervious visits with a physician.™
Commentary to the Alaska Rules of Evidence explains that the business records exception is
based on an assumed reliability established “by systematic checking, by regularity and
continuity which produce habits of precision, by actual experience of business relying on
| them, or by a duty to make an accurate record as part of a continuing job or occupation.”
| Call notes satisfy none of these factors. The clarity of call notes varies from one person to
: the next. An examination of representative call notes from outside Alaska, which the State

has designated as trial exhibits, illustrate this fact:

(.. . continued)
Limine to Exclude Testimony and Call Notes of Non-Alaska Based Sales Representatives at
I'he document was for the everyday use of sales representatives, not legal professionals.
And the use of the term business record in the document is the everyday sense, not the
| specific legal definition of the term the State is arguing for in its response.
*” Exhibit B, Deposition of David Noesges at 201.
d.

277

2 Commentary to Alaska Rules of Evidence, Rule 803(6).

Defendant Eli Lilly and Company’s Reply in Su i
; ly an y ly pport of Its Motion to Exclud,
Testimony and Call}\gles from Non-Alaska Based Sales Representatives i
State of Alaska v. Eli Lilly and C ompany (Case No. 3AN-06-05630 CI) P. 7of 11
age 7 o
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Example 1

Name: Dottie Griggers

Date: 11/6/2000
PrescriberLN: Nunn

PrescriberFN: Michael

Location: New Bern, N.C.

core 4. Zy 3. Encouraged add on 15 mg to dep or Lithium.
Again told me he needed samples in Greenv ille.
sExtEELORRERERRRREREER Ty v, Risp.
Example 2

Name: Estie K. Moon-Houston
Date: 10/22/2001
PrescriberLN: Nunn

PrescriberFN: Michael

Location: New Bern, N.C.

Shared new TD info w/ him- just another reason to use ZYP vs.
others

Rushed by and said he was using ****R**** higher doses of
ZYP-needed ZYP 15 and 20mg

Sit him down for a second and explain why adding zydis on to pts
: : : 3
on shots is best thier [sic] health.”*

These examples show the inscrutable nature of call notes. For this reason, the
| reliability of call notes for understanding what occurred at a particular meeting is
questionable at best, not because the sales representative inaccurately portrayed what

‘ * Exhibit C, State’s Trial Exhibits, Zyprexa Plaintiff’s Exhibit 10044, at 5, 11.

Defendant Eli Lilly and Company’s Reply in Support of Its Motion to Exclude
|| Testimony and Call Notes from Non-Alaska Based Sales Representatives

State of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 CI) Page 8 of 11
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occurred. but because another person will have difficulty penetrating the idiosyncratic

notations and shorthand that make up call notes. Call notes do not exhibit the continuity and
regularity discussed in the commentary to the Alaska rules. Thus, even if the activities of
sales representatives outside of Alaska were found relevant to Lilly’s conduct in Alaska, the

State cannot proffer call notes as evidence of that conduct; as such evidence would be

hearsay

The State will Improperly ask the Jury to Speculate as to the Meaning
of the Call Notes.

addition. the State has proposed to use call notes to support propositions far

greater than their weight can bear. As discussed above, call notes are idiosyncratic shorthand

| concerning sales representatives’ discussions with physicians. In many cases, it is impossible
to determine whether a physician or the Lilly employee raised a given topic. In all cases, one
cannot tell the extent to which any topic was covered or what was actually said. The State
plans, however, to use call notes to recreate entire conversations between sales

representatives and physicians in another State, in the absence of any testimony from those

participants. This requires the jury to make inappropriate inferences and is an improper use

of this evidence.

i
Defendant Eli Lilly and Company’s Reply in Su 3 i

1 y an y pport of Its Motion to Exclud
Testimony and Call Notes from Non-Alaska Based Sales chresentative:c o
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301 West N

definition, the State’s use

particular phrase, such as “weight gain,” appears in a call note, the sales representatives

I . % A e 5 . N 526 ) S
it was far outweighed by Zyprexa's superior efficacy. The call notes do not actually

contain such messages; instead, the State’s lawyers will be telling the jury what they think

| * CBS Broadcasting, Inc. v. FBC Television Affiliates, 450 F.3d 505, 517 n.25 (11th Cir.

225 i
1 N o 1Q g q Yk 7
“[A]n inference based on speculation and conjecture is not reasonable. By this

of call notes is unreasonable because the State cannot identify what

messages were actually delivered. The State argues that a jury can infer meaning from the

appearance of certain words in a call note. For example, Alaska has argued that when a

“were delivering the company message that weight gain was manageable and that any risk of

was said, based solely on the limited notations in the call notes. The jury cannot infer the

content of these conversations based on the limited notations in the call notes and lawyers’
: 2 3 2 = . = 27

speculation, particularly without testimony from the meeting participants.

1L CONCLUSION

For the foregoing reasons, the Court should preclude the State from introducing at

trial any call notes or testimony from Lilly sales representatives outside of Alaska.

2006) (quoting Chapman v. Am. Cyanamid Co., 861 F.2d 1515, 1518 (11th Cir, 1988)): s
also French v. Jadon, Inc., 911 P22d 20, 27 (Alaska 1996) (finding il(n inference im;)))rz)pecél:
where a party failed to support that inference with evidence).

% Exhibit D, Pltf.’s Suppl. Responses to Lilly’s Fourth Set of Interrogatories at 6.

¥ Person v. Wal-Mart Stores, Inc., No. 90-5454 1990 U.S. App. LEXIS 22456, at *4
Cir. Dec. 20, 1990) (unreported) (holding inference improper Fogm o]
speculate as to what might have oécurred).g renee ANpERE Wi P

Defendant Eli Lilly and Company’s Reply i i
3 n y ply in Support of Its Motion to Exclude
Testimony and Call Notes from Non-Alaska Based Sales Representatives
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DATED this 20th day of February, 2008.

PEPPER HAMILTON LLP

Nina M. Gussack, admitted pro hac vice

George A. Lehner, admitted pro hac vice

John F. Brenner, admitted pro hac vice

Andrew R. Rogoff, admitted pro hac vice

Eric J. Rothschild, admitted pro hac vice
and

LANE POWELL LLC

Attorneys for Defendant

m@f% MW&

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

Defendant Eli Lilly and Com " y i
fe ‘ ly an pany’s Reply in Support of Its Moti
';c;s’umm;; a‘r:d Ca_ll'l\qles from Non-Alaska Basc(’l) Sales Repr:slc:(r]:'l‘atl!i)vg:d“dc
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Dan A. Hensley

Attorney
Practice Limited to Mediation and Arbitration
1036 W. 22d Ave.
Anchorage, AK 99503
360-3177
dhensley@gci.net

September 24, 2007
Brewster Jamieson, Esq.
Lane, Powell, Spears, Luberski, LLP
301 W. Northern Lights Blvd., Suite 301
Anchorage, AK 99503
Eric Sanders
Feldman, Orlansky & Sanders
500 L Street, Suite 400
Anchorage, AK 99501
RE: State of Alaska v. Eli Lilly & Co., 3AN-06-05630 CI
DISCOVERY MASTER ORDER
State’s First Motion to Compel
Lilly’s Motion to Compel
Lilly’s Motion for Commission for Subpoena
Introduction
The State of Alaska seeks damages from Eli Lilly & Co. for harm
allegedly caused by Lilly’s marketing and sale of the drug Zyprexa. The State asserts
claims in strict product liability for failure to warn and design defect, for violation of the
State’s Unfair Trade Practices and Consumer Protection Act, and for negligence,
negligent misrepresentation and fraud.

The State has not filed a class action and is not secking damages for individual

patients. Instead, the state seeks to recover for excess expenditures allegedly incurred by
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communications made to the State and evidence of communications available in the
MDL collection.

The evidence sought by the State is technically discoverable -- but it appears that
the ability of other payors to influence the State is tenuous and the information sought is
also likely redundant to information already available to the State. Given the State’s
interest in limiting unnecessary discovery so as to preserve the March 2008 trial date,
Lilly’s objection to the discovery as overbroad is sustained.

Int. # 3, RFP #3. Lilly withdrew is objection at oral argument.

Int. #6, RFP #9. DENIED. The State seeks information regarding
communications about Zyprexa from Lilly to representatives of Alaska’s executive or
legislative branch. Lilly asserts the same objections noted above regarding Int. #2. The
State does not have any evidence that other members of the Alaska executive branch or
the Alaska Legislature influenced Alaska Medicaid regarding the use of Zyprexa. Lilly’s
objection is sustained.

Int. # 8, RFP #11; Int. #9, RFP # 12; Int. #10, RFP # 13; Int. # 11, RFP # 14.
DENIED. The State seeks information regarding communications about Zyprexa from
Lilly to patient advocacy groups, the American Psychiatric Association, the Texas
Medication Algorithm Project, and Comprehensive NueroScience. Lilly’s objections are
sustained for the reasons stated above in Int. #2.

Int. #4, RFP #7. GRANTED in part. The State secks information regarding call

note refe to Zyprexa d by Lilly sales representatives in Alaska, Call notes

are brief entri i i i i ici
tries made by sales representatives d 2 gs with phy

Lilly recognizes that the information may be discoverable but claims that retrieving the
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information from its database is unduly burdensome. Lilly asserts that it must search

approximately 40,000 entries in the call note database, a task that may take 1300 hours.

The State disputes this assertion.

1 do not have enough information to determine how burdensome the search for

Alaska related Zyprexa call notes will be. But Lilly’s proposed solution to the issue

appears reasonable. Lilly proposes to produce a random sample of Zyprexa related call
notes and suggests that any pattern relevant to these proceedings should reveal itself
through that sample.

Lilly shall produce a random sample of 4,000 Alaska call notes referencing
Zyprexa.

Int. #7, RFP # 10. Lilly withdrew its objection at oral argument.

Int. #12. GRANTED in part. The State seeks financial information regarding
Lilly’s worldwide revenue from Zyprexa sales, cost of products sold, gross margin,
operating expenses, other expenses and income before taxes. Lilly agrees to produce
publicly available information regarding sales and revenue, but objects to engaging in
forensic accounting to calculate cost of products sold, gross margin, operating expenses
and pre-tax income. While the more detailed financial information may help the State
prove a motive for misrepresentation or corroborate the State’s claim that Lilly’s
marketing tactics resulted in increased sales, the publicly available information offered by
Lilly is relevant to the same issue. In light of the State’s interest in efficient discovery to
maintain the March 2008 trial date, Lilly’s objections to produce other than publicly
available information are sustained. Lilly must produce publicly available worldwide

Zyprexa sales revenue responsive to this request.
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David Thomas Noesges

Page 1

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRICT AT ANCHORAGE

STATE OF ALASKA

Plaintiff,

CASE NO.
3AN-06-5630 CIV

ELI LILLY AND COMPANY,

Defendant.

The videotaped deposition upon oral examination
of DAVID THOMAS NOESGES, a witness produced and sworn
before me, Carolyn L. Smith, CSR, RPR, Notary Public, in
and for the County of Hamilton, State of Indiana, taken
on behalf of Plaintiff, at the offices of Ice Miller,
One American Square, Suite 3100, Indianapolis, Indiana,
on January 11, 2008, at 9:31 a.m., pursuant to all

applicable rules.

i

Golkow Technologies, Inc. - 1.877.370.DEPS
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David Thomas Noesges
Page 200

MR. BOISE: Keep on working on it

QUESTIONS BY MR. SUGGS:

Q I would like to show you some call notes that have
been produced to us in the Alaska litigation, and
1'11 mark this next as Exhibit 10.

(Deposition Exhibit 10 marked for
identification.)

QUESTIONS BY MR. SUGGS:

Q which I'11 represent to you is a page of call notes
pulled from the sample that Lilly has produced to
us in the Alaska litigation. And it would appear
this particular page has call notes that were
generated by Margaret Williams, several by her, and
also by a Thea Jung.

Do you see that?

A Yes, I do.

Q It appears that this call note database has
various fields that include the name of the sales rep,
the call date, the call ID, the prescriber last

name, the prescriber first name, the city in which

the prescriber is, the state, and then it has
action, reaction, follow up. And the rest of the
information I think probably comes from this
litigation.

Were you -- what's your understanding of what

Golkow Technologies, Inc. - 1.877.370.DEPS
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David Thomas Noesges

Page 201

the Action field was for?

As I mentioned to you before, in this time frame

this tool is really used for the reps to describe

in shorthand notes to themselves as to the notes

they wanted to record from their conversation with

the doctor.

And then what is the Reaction supposed to be?

The Reaction was designed to describe, kind of, a
customer reaction to the calls. And my experience
with these field notes is often it's not what you
find in those fields. It all ends up really
being shorthand notes to the representatives.

Is it the policy and practice of Lilly management
to also review the call notes of the sales reps?
No, we don't routinely review the call notes from
the sales representatives.

Do you periodically do so?

The district managers are able to access the call

notes and if they choose to they can take a look at

a call note or discuss it with a sales
representative,

Do you know who Margaret Williams was?
No, I do not know Margaret.

MR. SUGGS: Barry, can you tell me, is she the

lady who is deceased?

o o)
Golkow Technologies, Inc. - 1.877.370.DEPS
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Monty Souther - Call Notes
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Monty Souther - Call Notes
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IN THE SUPERIOR COURT FOR THE STATE OF ALASKA
THIRD JUDICIAL DISTRICT AT ANCHORAGE

STATE OF ALASKA,

Plaintiff,

ELILILLY AND COMPANY,

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

Defendant.

D e

LAINTIFE’S SUPPLEMENTAL RESPONSES TO

PLAINTIFE’S SUPPLEMER AL e o - OR)
DEFENDANT'S FOURTH SET OF INTERROGATORIES
PRELIMINARY ST ATEMENT

In response to Lilly’s ‘First Interrogatories and Requests for Production, the State
provided a general description of the kinds of proof it would offer underlying its claims in
this case. Inresponseto Lilly’s Fourth Interrogatories and Requests for Production, the State
provided a description of similar information with respect to its claims under the Unfair
Trade Practices and Consumer Protection Act (UTPCPA). However, th_c evidence is
incomplete at this point because of Lilly’s reluctance to produce meaningful discovery in
response to the State’s discovery requests. Lilly delayed the pmdu;:tion of virtually any
discovery until ordered by the Discovery Master to produce it. Additionally, at Lilly’s
request, key depositions have been delayed.!

g kae recent 30(b)(6) deposition on the issue of Lilly’s marketing practices was initially
e noticed for December 6, 2007, but at Lilly’s request was delayed until January 11, 2008.

IR to Defendant’s Fourth Set of Interrogatories

s -
State of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 Civil) Page10f16
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number of additional violations related to affirmative misrepresentations of Zyprexa's risks,
benefits or uses which are detailed in call notes by sales representatives.”

Searching the call notes database with specific terms reveals numerous violations of
the UTPCPA. The State will provide examples below of such searches and exhibits detailing
the results of those searches. These exhibits detail specifically the dates and substance of the
UTPCPA violations in response to these interrogatories.

A search of the call notes using the search term “weight gain” reveals 98 instances of
Lilly sales representatives discussing the issue of Zyprexa-related weight gain with Alaska
physicians between 1999 and 2004.° In noneé of these instances did the Lilly sales
representative indicate the true extent and magnitude of Zyprexa weight gain to the
physician. Instead, the sales representatives were delivering the co@my message that
weight gain was manageable and that any risk of it was far outweighed by Zyprexa’s
superior efficacy. Each of these notes establishes a violation of the UTPCPA. :

A search of the call notes using the terms “diabetes,” “glucose,” “no dl;ﬁ'erences,”

» o«

“comparable,” “cause” or “causal” reveals 170 instances of Lilly sales representatives
discussing high glucose or diabetes with Alaska physicians between 2000 and 2004, Lilly

sales representatives did not advise physicians of the true risks of high glucose or diabetes in

& Tg: State has only received a sampling of call notes to date. It will require a full
production of all call notes through the present to fully address the spectrum gni
of U"[.'PCPA violations in Alaska. / 3 e
: Ex.hxbn 3 (Alaska call notes reflecting discussion of weight gain).

Exhibit ? (Alaska call notes reflecting discussion of diabetes, glucose or diabetes
messages).

FAX: 907.274.0819

Plaintiff’s Supplemental Responses to Defendant’s Fourth Set of Int: i
i errogatories |
State of Alaska v. Efi Lilly and Company (Case No. 3AN-06-05630 Civil) -Page 6 of 16
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