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vs.

Plaintiff,

Case No. 3AN-06-5630 CIDefendant.

002476

MARK RINDNER
Superior Court Judge

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRICT AT ANCHORAGE

Lilly's motion in response to Court's on-record comments is denied.

DATED at Anchorage, Alaska, this nOd day of February 2008.

STATE OF ALASKA,

EU ULLY AND COMPANY,

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.

I certify that on February 22, 2008 a
copy was mailed to:
E. sanders~ B. Jamieson

Administrative Assistant



STATE OF ALASKA,

Case No. 3AN-06-05630 CI

Plaintiff,

Defendant.

I certIfy Utll on February S, 2008, a COP)' of
thc: foregomg was seo'td b)'handon:

002477

IN THE SUPERlOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRlCT AT ANCHORAGE

The Honorable Mark Rindner
Judge of the Superior Court

ORDERED this~ day of_-lP-=UJ=-.:..,__"2008.

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

ELI LILLY AND COMPANY,

_h,-,~",,-,j---=.01_'7..L-_~' 2008, at fl;oo a.m.!....... Each party is granted :30 minutes.

v.



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

hereby ORDERED that Lilly's Cross-Motion is GRANTED, both Lilly and the State of

I"""" ..... .., 1--Z'2.-o'6 ._
of tt. abow WII 1MI"d to ..n of m. toUcNrInu III
rtIIlt ......of~

6a"deY"5 JQ~)I'e:;DV]

Case No. 3AN-06-05630 CI

Plaintiff,

Defendant.

AdmlnlrlTattve Anllt1lnf

002478

The Honorable Mark Rindner
Judge of the Superior Court

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

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

ORDERED this <hJ... day of February, 2008.

IJ/llJfL~~

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

as it only prohibits Lilly from introducing at trial any evidence referring or relating to

as well as applicable law, it is hereby ORDERED that Plaintiffs motion is DENlED insofar

Lilly and Company, Lilly's Qualified Opposition and Cross-Motion, any responses thereto,

to Exclude Testimony or Argument Regarding Other Drugs Manufactured by Defendant Eli

ELl LlLLYAND COMPANY,

v.

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDlClAL DlSTRICT AT ANCHORAGE

STATE OF ALASKA,



IN THE SUPERlOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DlSTRlCT AT ANCHORAGE

STATE OF ALASKA,

, 0z...n".I

002479
4dmlnlstr8rtYe As.lrtant

I (."ltv ,h.1 on _£.?::.~ -Oe,_ II CXlPY
of the abov. WII m.ll.cl to oed1 of tho follow1ng a!
,hilt .deIr.... of r.corcb

St>"deY":5
J""arYl\·e5DY1

The Honorable Mark Rindner
Judge of the Superior Court

Case No. 3AN-06-05630 CI

Plaintiff,

Defendant.

ELI LILLY AND COMPANY,

v.

I catirythat on Fdlruary 14,2008, a copy
oflhe foregoing was seJ'\'cd by hand on:

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

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

Opposition, any response thereto, as well as applicable law:

IT IS HEREBY ORDERED that Plaintiffs motion is DENIED.

ORDERED this~ day of February, 2008.

!Jll~ fh~



TN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRICT AT ANCHORAGE

STATE OF ALASKA,

v.

ELI LILLY AND COMPANY,

Plaintiff,

Defendant.

Case No. 3AN-06-05630 CI

I <ortlfy tho! "" -.2:::.l..~:P-~•oopy
of the ,boY. WII milled to Dach of tho following at
tMIt odd,..", of rocordJ

jo.nder.6
JOm/eSOVl ~ ~

Admlnlttratlve AId.,.,.

002480



Plaintiff,

002481

The Honorable Mark Rindner
Judge of the Superior Court

Case No. 3AN-06-05630 CI

Defendant.

v.

ELI LILLY AND COMPANY,

.~
Admlnlttrattw AaImnt

TI-llS 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:

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

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRICT AT ANCHORAGE

STATE OF ALASKA,

I_""'~ 2-22.-08 H"p,

of the c.e- ... fNl'-d to .-ch of Mw foUowtao "
theltoddrasletofr-.corda

Sanda:> Jamle.:so'1

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

damages or economic injury.

ORDERED this~ day ofFebruary, 2008.

!)rla4<. b.L
~~:7or~;~~~:sn:;d;~~~c:!
~:~~q~k~ Sanden
500LStJect.SUllc4

AI loa 01 911



Plaintiff,

~
Admlnlltrattve~

002482

Case No. 3AN-06-05630 C[

Defendant.

2-22-D8I omlty th.t on .__ ._

of the _bov, Wei tnlliled to eech of the followtng 111

thelr odd,...... of RICOfda

<6andCY5 0OYjIl(e.50h

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRICT AT ANCHORAGE

STATE OF ALASKA,

v.

ELI LlLLY AND COMPANY,

TH1S COURT, having considered defendant's Eli Lilly and Company's Motion in

Limine to Exclude Evidence Relating to Other Litigation Involving the Defendant, all

responses thereto, as well as appl icable law;

[T [S 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 Eli Lilly and Company.

ORnEREO wi, ~J.. '" o"'b,~".'k~
The Honorable Mark Rindner
Judge of the Superior Court

I emIr}· thllt on February 4, 2008, a cop)'
oflhc foregomg was scned by hand on:



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

Mark Rindner
Superior COU" Judge

,_...... 1.-22-06 ,oopy

of rIM .... wei mlllM to ..aa of the foIkNrInQ ..
lhoItocld_of_
&hdev~
::rarnl~OY1

Alhlnl,,","" AIdIIMt

0021+83

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRICT AT ANCHORAGE

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

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

ORDERED this~ dayOf~, 2008.

BYfHECOURT

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

Plaintiff,

applicable law:

Defendant.

ELI LILLY AND COMPANY,

v.

STATE OF ALASKA,

FELDMAN ORUNSKY
& SANDERS

"""SlluOrr
FOuItTlf FLooR

AM;ttokACiE. AK

99lO1
TEL: 907.2n.3.538
FAX: 907.274.()819



Exclude Testimony and Call Notes of Non-Alaska Based Sales Representatives,

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

002484

,2008.

7fJdlk-~k-
Mark Rindner =--='--------

BY THE COURT

Superior Court Judge

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

Defendant.

Plaintiff,

ELI LILLY AND COMPANY,

v.

plaintiffs response thereto, and all applicable law:

IT IS HEREBY ORDERED that defendant's motion is DENlED.i-

fN THE SUPERJOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRJCT AT ANCHORAGE

STATE OF ALASKA,

~~~" e<Jj~ WIll be- d~:>~/4"'.J. v;1/~
~ S~ r~s ~'fr~ fM~ -f,A wh·tA ~
\fWfj ~ ~J.,J;J...,~ /h,S ,~frd1..:fa- w~ ~+

u.:t,lrzs&.. IV' ff1~.

ORDERED thi~ day of fih '
,_Hy_~ -:2.-22-08 ._
of rile .bow _ ""n.d to each of the foUcwtnG at

thIir~of~

So.nde....~ :Jc..m i e..SOVl

FaoMAH ORUNSKY
&. SANDERS

""'LSnlEEl"
FoualllFLoool

ANCHORAGE, AX
99'01

TEL: 907 .m.3S38
FAX: 907.274.0819



IN THE SUPERJOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL D1STRJCT AT ANCHORAGE

h. STATE OF ALASKA,

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

002~85

---

, ....lfythofon -:2.'1.2 -08 .­
of the IboYe we. mel'-d to oocn cf tho foIkMtDQ.

"""t=:~ JavY1;esoVl

Case No. 3AN-06-05630 CI

Plaintiff,

Defendant.

is prohibited from introducing at trial any evidence referring or relating to Lilly's profits, net

worth, or the price of Zyprexa.

ORDERED this~ day ofFebrUarY,~ ~

The Honorable Mar-:k-R=in-d:-n-e-r-----­

Judge of the Superior Court

ELI LILLY AND COMPANY,

v.



STATE OF ALASKA,

response thereto, and all applicable law:

Case No. 3AN-06-05630 CI

-~002486

Mark Rindner
Superior Court Judge

,_.... ~ ;Z-Zz-oB ._
of the --. ... _lied 10 -=h of 1M following at
theIr~ofNCClfdl

:sander.:>
:Jan1,°e..5oV)

IN THE SUPERJOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DlSTRJCT AT ANCHORAGE

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

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

ORDERED this~day of ~ ,2008.

BY THE COURT

Exclude References to Recent Regulatory Communications and Developments, plaintiffs

Plaintiff,

Defendant.

ELI LILLY AND COMPANY,

v.

FELDMAN ORLANSKY
&,SANDERS

>OOLsnm­
Foo1t"'Fl.ooR

AHCHORAGE. AK",,"
TEL: 907.272.3538
FAX: 901.274.1J819



I ctrtlfythat on February 19,2008, a COP)'
afthe foregoing WllS sened by hand on:

The Honorable Mark Rindner
Judge of the Superior Court

002487

'_""'~ -z.-22,..:E.B._ • ....,
of the abov8 wee mal'-d to eech of the foIkMIng et"""_01_

SandeY::'
'Tt:<m"e~OV1

Onn-!

Case No. 3AN-06-0S630 CI

Plaintiff,

Defendant.

ELI LILLY AND COMPANY,

v.

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~ day of February, 2008.

!Jfl(J(~J~

IN THE SUPERJOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DlSTRJCT AT ANCHORAG£

STATE OF ALASKA,



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

Exclude Certain Testimony of the State's Experts, plaintiffs response thereto, and all

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

I ,"'''tv "", ~ ...2::::..;?:?-o~_._
of the 1boY. Will m.lI«1 to each of 1M foltovmg at
tt.It~ofrecorda

Sa>1deY"5
.:faWlie.50 n

Mark Rindner
Superior Court Judge

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRICT AT ANCHORAGE

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

ORDERED this&. day of 're.Jo(l/1200S.

BY THE COURT

v.

Plaintiff,

Defendant.

ELI LILLY AND COMPANY,

applicable law:

STATE OF ALASKA,

FElDMAN OIU.ANSKY

& SANDERS
""'LSnEET

FouRruFLClOR
~ORAGE.AK

99SO.
TB.:907.m.3538
FAX: 90'7.274.0819



STATE OF ALASKA,

002489

Case No. 3AN-06-05630 Cl

fV,(1I7,2008.

BY THE COURT

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

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRICT AT ANCHORAGE

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

ORDERED this;;;' day of

ELI LILLY AND COMPANY,

Defendant.

Plaintiff,

Exclude Evidence Relating to New York Times Articles, plaintiffs response thereto, and

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

v.

all applicable law:

submission by defendant to the U.S. Food and Drug Administration ("FDA") and the

March 28, 2007 lener from the FDA to defendant.

FELDMAN ORLANSKY
& SANDERS

""LSTREET
FooRTII FlOOR

ANCHORAGE. AI<.."',
T'EL;907.2n.3538
FAX; 907.274.0819



The Honorable Mark Rindner
Judge of the Superior Court

IN THE SUPERJOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRJCT AT ANCHORAGE

Supplemental Brief, all responses thereto, as well as applicable law:

IT IS HEREBY ORDERED that defendant's motion is GRANTED. Defendant

002490

Case No. 3AN-06-05630 CI

Plaintiff,

Defendant.

shall file its Supplemental Brief no later than __ a.m.lp.m., January __, 2008; plaintiff

serve and serve its opposition no later than __ a.m.lp.m., January __, 2008; and

defendant shall file its reply, if any, no later than __ a.m.lp.m., January-' 2008

ORDERED this __ day of January, 2008.

~ STATE OF ALASKA,
<:>

"-:0

.-.l
~ v.

ELI LILLY AND COMPANY,

--L
~I--------------

, THIS COURT, having considered defendant's Motion for Leave to File



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

IT IS FURTHER ORDERED that:

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRJCT AT ANCHORAGE

STATE OF ALASKA,

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

Limine to Exclude Testimony and Call Noles of Non-Alaska Based Sales Representatives, all

responses thereto, as well as applicable law:

002492

The Honorable Mark Rindner
Judge of the Superior Coun

Case No. 3AN-06-05630 CI

Plaintiff,

Defendant.

ORDERED this __ day of February, 2008.

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

who work outside ofAlaska as evidence at trial;

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

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.

Ell LILLY AND COMPANY,

v.



ORDERED this __ day of February, 2008.

Iten.f) that on Februar:r 4, 2008 • copy
oflhe foregoing .....as served b)' h~d on:

002493

Case No. 3AN-06-05630 CI

Plaintiff,

Defendant.

ELI LILLY AND COMPANY,

IN THE SUPERlOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL D1STRlCT AT ANCHORAGE

STATE OF ALASKA,

The Honorable Mark Rindner
Judge of the Superior Court

v.

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

action relating to Zyprexa.

THlS 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



this case.

002494

Case No. 3AN-06-05630 CI

BYTHECOURT

Mark Rindner
Superior Court Judge

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

Exclude Evidence Relating to Other Litigation Involving the Defendant, plaintiffs

ELI LILLY A D COMPANY,

Defendant.

response thereto, and all applicable law:

Plaintiff,

v.

STATE OF ALASKA,

~ 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

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRICT AT ANCHORAGE

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

ORDERED this _ day of , 2008.

FELOMAN ORLANSKY

& SANDERS

500 L STREET
fOOKrn FLooR

ANcHoRAGE, AK
99501

TEL:9ff1.272.3S38
FAX: 907.274.0819



ORDERED this __ day of February, 2008.

iT IS HEREBY ORDERED that Lilly's motion is GRANTED. The State of Alaska

002495

Case No. 3AN-06-05630 CI

Plaintiff,

Defendant.

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICiAL DISTRICT AT ANCHORAGE

TATE OF ALASKA,

The Honorable Mark Rindner
Judge of the Superior Court

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

frol11 the United States Food and Drug Administration ("FDA") after 2004; or (ii) other

regulatory communications or developments concerning Zyprexa labeling occurring after

2004.

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:

ELI LILLY AND COMPANY,

v.



Fa.oMAN ORLANSKY

& SANDERS
>OOLSTI<E£r

FooRrnFl.ooll
ANCHORAGE, AK

"""ITr:.l.: 907.272.3538
FAX: 907.274.1:'1819

IN THE SUPERlOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRlCT AT ANCHORAGE

STATE OF ALASKA,

Plaintiff,

vs.

ELl LlLLY AND COMPANY,
Case No. 3AN-06-5630 CIY

Defendant.

ORDER REGARDING PLAINTIFF'S MOTIO IN LIMINE
TO EXCLUDE TESTIMONY OR ARGMENT REGARDING EFFICACY OR

BENEFITS OF ZYPREXA FOR INDICATED USES

IT IS HEREBY ORDERED that Plaintiff's 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



FaoMAN ORu..NSKY

& SANDERS
lOOLSn<EEr

FouRrnF1.OOR
AHaIOllAGE.AK-,

TEL: 907.m.3538
FAX: 907.274.0819

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL D1STRJCT 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

RESTRJCTIONS ON THE AVAlLABILlTY OF ZYPREXA OR LACK OF AN
INJUNCTIO AGAINST CERTAIN CONDUCT BY DEFENDANT

IT IS HEREBY ORDERED that Plaintiffs 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.

BYTHECOURT

Mark Rindner
Superior Court Judge

002497



BY THE COURT

Case No. 3AN-06-05630 CI

002498

TN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRICT AT ANCHORAGE

Mark Rindner
Superior Court Judge

IT IS HEREBY ORDERED that defendant's motion is DENlED to the extent

ORDERED this _ day of , 2008.

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

Exclude Evidence Related to Plaintiff's Damages or Economic Injury, plaintiff's

ELI LILLY AND COMPANY,

Defendant.

Plaintiff,

defendant seeks to exclude evidence related to the nature of damages that the State

STATE OF ALASKA,

response thereto, and all applicable law:

v.

alleges it suffered or the nature of the injuries that Zyprexa can cause.

FE1..DMAN ORUoNSKY
&SANOERS
SOOLsn<EEr

FOURTII FLOOR
NOCIIORAGE.AK

99>01
TEL; 907.272.3S38
FAX: 907.274.01119



1
+.

FELDMAN ORUNSKY

&SANDEJlS
SOOLSnEJrr

FotntnlF'l.ooR
A1"CIIOIlAGE.AK

99lO1
TEL: 907.272.3538
FAX: 907.274.0819

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 CIY

Defendant.

ORDER REGARDING PLAI TIFF'S
MOTION IN LlMJNE TO EXCLUDE TESTIMONY OR

ARGUMENT REGARDING OTHER DRUGS MANUFACTURED BY
DEFENDANT ELI LILLY AND COMPANY

IT IS HEREBY ORDERED that plaintiffs 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



'.

BY THE COURT

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

Mark Rindner
Superior Court Judge

002500

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DlSTRJCT AT ANCHORAGE

IT IS HEREBY ORDERED that defendant's motion is DEN1ED.

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

ORDERED this _ day of ---', 2008.

Exelude Evidence Relating to Defendant's Profits, Net Worth and the Price of Zyprexa,

ELI LILLY AND COMPANY,

Plaintiff,

Defendant.

plaintiff's response thereto, and all applicable law:

v.

STATE OF ALASKA,

FaoMAN OR-LANSKY

& SANDERS

""'LS11lEET
FouRTH FLOOR

ANCIlORAGE-, AK
99>01

Ta; 907.272.3538
F.u:: 907..274.~19



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

Defendant.

002501

The Honorable Mark Rindner
Judge of the Superior Court

ELI LILLY AND COMPANY,

ORDERED this __ day of , 2007/2008.

IN THE SUPERJOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRJCT AT ANCHORAGE

Plaintiff,

STATE OF ALASKA,

Jcatlfythalon I:k«mbc:r IQ.2007, a cop)' of the
foregoing "'35 sened by,..., .... l, On:

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

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

IT IS HEREBY ORDERED that the Motion for Summary Judgment is GRANTED.



FElJ)MAH ORLANSKY

&,SANDERS
SOOLS1>EET

FouRntFt..<xla
AHcttoRAG£. AK-,

TEL: 907.272.3538
FAX; 907.27UI819

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 elv

Defendant.

ORDER REGARDING PLAINTIFF'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 Plaintiffs Motion in Limine to Exclude

Testimony or Argume'W:z~~ng Efficacy or Benefits of Zyprexa for Non-Indicated or

"Off-Label" Uses is GRAN I EtJ. Defendant is prohibited from arguing or referring to

the efficacy or benefits ofZyprexa for the treatment of any non-indicated uses.

DATED this~ day of OW=- ,2007.

BY THE COURT

Superior Court Judge

002502



ORDERED this __ day of February, 2008.

TI-IlS COURT, having considered defendant's Eli Lilly and Company's Motion in

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

Case No. 3AN-06-05630 CI

Plaintiff,

Defendant.

002503

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

responses thereto, as well as applicable law:

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

IN TIIE SUPERIOR COURT FOR THE STATE OF ALASKA

TI-IIRD JUDICIAL DISTRICT AT ANCHORAGE

STATE OF ALASKA,

The Honorable Mark Rindner
Judge of the Superior Court

fro~ the United States Food and Drug Administration ("FDA") after 2004; or (ii) other

re~atory communications or developments concerning Zyprexa labeling occurring after
C\J

20&4.

~

-{
~ v.

ELI LILLY AND COMPANY,

i
II-------------~

~



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.

002504

Case No. 3AN-06-05630 CI

Plaintiff,

Defendant.

ELI LTLLY AND COMPANY,

v.

• -~;>;>

-- P.I ••/11
IN THE SUPERIOR COURT FOR THE STATE OF ALASK:N

/"/:;:.

11IIRD JUDICIAL DISTRICTAT~C~~E
t ~ 'Ui'i{-

STATE OF ALASKA,

G
~ ~ DEFENDANT ELI LILLY AND COMPANY'S FINAL WITNESS LIST
~oor--:

~]~ ~ COMES NOW, Defendant Eli Lilly and Company ("Lilly") and hereby identifies
..J>M-
..J'!:! ~ °er:;l sg: .~ 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
~ ~ ~~
~ g~ ~ counterdesignations for witnesses whose testimony may be presented by deposition. Those
..J;z.g~

~ < g designations and counterdesignations are incorporated by reference as if specifically listed

g fr
~ below. Lilly reserves the right to amend this witness list and the right to call additional



()Cfendant Eli LiUy and Company's Final Witness Ust
S1III< 01Allub ~ Ell LHIy and Company (Ca•• No. 3AN-Q6.05630 CIl

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

1. Robert Baker, M.D.
o Eli Lilly and Company

Lilly Corporate Center
Indianapolis, IN 46285
(317) 276-2000

Pa.aZof4
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Joey Eski
c/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

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

4.

5.

3.

2. David Campana, Medicaid Pharmacy Program Manager
c/o State of Alaska's Dept. ofHealth and Social Services
Division of Health Care Services
4501 Business Park Blvd., Suite 24
Anchorage, AI( 99503



Defendant Eli Lilly and Company's Final Witness List
Slale ofAlaska l'. Eli Lilly and Company (Case No. 3AN-Q6-0S630 el)

10. David Noesges
c/o Eli Lilly and Company
Lilly Corporate Center
Indianapolis, IN 46285
(317) 276-2000

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

Page 3 or 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.
c/o Pepper Hamilton LLP
3000 Two Logan Square
Philadelphia, PA 19103
(215) 981-4000

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

8.

9. David Kahn, M.D.
c/o Pepper Hamilton LLP
3000 Two Logan Square
Philadelphia, PA 19103
(215) 981-4000

7.



DATED this 22nd day of February, 2008.

Attorneys for Defendant

PEPPER HAMlLTON LLP
Nina M. Gussack, admitted pro hac vice
George A. Lehner, admitted pro hac vice
John F. Brenner, admitted pro hac vice
Andrew R. Rogoff, admitted pro hac vice
Eric Rothschild, admitted pro hac vice
3000 Two Logan Square
18th & Arch Streets
Philadelphia, PA 19103
(215) 981-4000

LANE POWELL LLC

I cenlfYlhalOTl FcbrulLr)'22.2008, II. copy of the
forcgomgw&s saved by hand delivery on:

Defendant Eli Lilly and Company's Final Witness List
Slale ofAlaska l~ Eli Lilly and Company (Case No. 3AN-06-0S630 el)

002507
Poce4or4



Case No. 3AN-06-5630 cry

IT IS ORDRED that the parties in this case shall not submit correspondence or

Case No. 3AN-ll6-S630 CI
Page I of(

002508

Mark Rindner
Superior Court Judge

ORDER PROHIBITING
CORRESPONDENCE TO JUDGE

Defendant.

BY THE COURT

DATED this __ day of --', 2008.

vs.

fN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRICT AT ANCHORAGE

Plaintiff,

ELI LILLY AND COMPANY,

STATE OF ALASKA,

letters to the trial judge.

Order Prohibiting Correspondence to Judge
Slate ofAlaska v. Eli Lilly and Company

FELDMAN OI.UNSKY
.lSANDEJlS

""'L"""'"I'<l<n<rnFl.OOR
AHcHllRAOE. AX

9950'
TB..:90'7.7n.3n8
FAX: 907.274,(1119



amends deposition designations as follows:

Case No. 3AN-Q6-S630 CI
Page 1of6
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MIKE BANDICK
JUNE 9, 2006

Plaintiff,

Defendant.

PLAINTIFF'S AMENDED PAGE/LINE DESIGNATIONS

fN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THfRD JUDICIAL DISTRICT AT ANCHORAGE

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

START PAGEfLfNE END PAGE/LINE
49:12 49:24
54:5 54:10
55:22 56:10
56:23 57:3
57:23 58:10
58:15 58:23
82:7 82:11
107:6 107:10

107:13 107:20
113:6 113:9

113:20 113:20
113:23 114:\

ELI LILLY AND COMPANY,

v.

Plaintitrs Amended Page/Line Designations - Bandick
State ofAlaska v. Eli Lilly and Company

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

~ FILED IN OPEN COURT

~ Date: '2.-.-0-1 {o~
_________-') Clerl<:------

.m.
.274.0819

FElDMAN ORUNSKY

&SANDEItS
SOOL5nEET

FooImlF!.OO«
ANCHoI.AGE. AI(

I

r

-



114:11114:7
114:23114:19
115:6115:2

116:10115:23
127:9 127:16

128:24128:8
131: 19130:18
149:13148:14
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245:2 245:21
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247:19 247:22
248:7 248:16

251:11 251:17
253:6 253:9

253:14 254:1
256:6 256:8

(

(

FELDMAN ORI.ANSKY
& SANDERS

500Lsnun
FouRTII fLOOR

ANOlORACE, AK-",
Tat Zn.3S38
FAX: StJ7.274.0819

Plainlitrs Amended PagcILine Designations - Bandick
Stale ofAlaska v. Eli Lilly and Company Case No. 3AN-06-5630 CI

Page 2 of6
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Plaintitrs Amended PageILine Designations - Bandick
State ofAlaska v. Eli Lilly and Company Case No. 3AN.Q6-5630 CI
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Plainli.!rs Amended PageILine Designations _Bandick
Stale ofAlaska v. Eli Lilly and Company Case No. 3AN-{)6.S630 CI
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BY_-!fW~~-----;-:--::- _
Eric T. Sanders
AK Bar No. 7510085

DATED this 1/l -aay of February, 2008.

FELDMAN ORLANSKY & SANDERS
Counsellor Plaintiff
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506:12506:1
510:18509:22
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Case No. 3AN.Q6-S630 CI
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Plaintiff's Amended PageILine Designalions - Bandick
Slate ofAlaska v. Eli Lilly and Company

FELDMAN ORLANSKY
&SANO£JlS
""Lsnarr

Foo1ml FlooR
ANolOowlE. AX

I()I

1"El.: m.)S38
FAX: 907.274.0819



Certificate of Service
I hereby certify that a true and correct copy of
Plaintiff's Amended PagelLine Designations
- Bandick was served by messenger on:

Case No. 3AN-06-5630 CI
Page6of6
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HENDERSON & ALLEN, LLP
T. Scott Allen Jr.
2777 Allen Parkway, 7'" Floor
Houston, Texas 77019-2133
(713) 650-6600

COIlIIselJor Plail/tiff

~lainlitrs Amended PageILine Desib'llations - Bandick
tale ofAlaska Y. Eli Lilly and Company

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

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
Ml. Pleasant. SC 29465
(843) 727-6500

GARRETSON & STEELE
1atthew h. Garretson

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

•

FE1...DMAN ORLANSKY
& SAr'DERS

SOO l S1>EET
FouamFLOQR

ANCHORAGE. AK
'-~1

Ta"L~72.3538
F.o.x:007.274.0819

..



PLAINTIFF'S AMENDED PAGE/LINE DESIGNATIONS

amends its deposition designations as follows:

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

002515

Case No. 3AN.Q6·S630 CI
Page I of4

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

CHARLES BEASLEY
JULY 26, 2006

rN THE SUPERlOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRICT AT ANCHORAGE

START PAGE/LINE END PAGE/LINE
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75:19 79:6
80:22 81:4

ELI LILLY AND COMPANY,

Plaintiff,

Plaintiff's Amended PagelLine Designations - Beasley
State ofAlaska v. Eli Lilly and Company

Defendant.

STATE OF ALASKA,

v.

FEwMAN ORlANSKY

&SANDfJl.S

""LST1<E£T
FouRTH FLooR

A.."OiORAGE. AX
J

TEL.: n.3538
FAX: ~'_274.0819
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Certificate of Service
I hereby certify that a true and correct copy of PlaintifPs Amended PagefLine Designations _
Beasley was served by messenger on:

Case No. 3AN-Q6-5630 CI
Page 4 of4
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HENDERSON & ALLEN, LLP
T. Scoll Allen Jr.
2777 Allen Parkway, 7"' Floor
Houston, Texas 77019-2133
(713) 650-6600

COllnselJor Plaintiff

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

Plaintiff's Amended Page/Line Dcsib'l1ations . Beasley
State ojAlaska v. Eli Lilly and Company

DATED this~ayof February, 2008.

FELDMAN ORLANSKY & SANDERS

CoullselJor Plailltiff

BY L.-I_ /_
~

AK Bar No. 7510085

Brewster H. Jamieson
Lane Powell LLC
301 West Northern Lights Boulevard, Suite 301
Anchora , laska 99503-2648

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

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

FEU>MAN ORlANSKY
&:SANDEJlS
>OOL5nEEr

FouRTHF1.OOR
ANCHORAGE. AK

TE1Jl...~;2.3533
FAX: 907.274.0819



PLAINTIFF'S AMENDED PAGE/LINE DESIGNATIONS

amends its deposition designations as follows:
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Case No. 3AN-G6-5630 CI
Page I of7

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

ALAN BREIER
JANUARY 11,2007

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRICT AT ANCHORAGE

•

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

START PAGEILINE END PAGE/LINE
19:3 19:5
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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

Defendant.

Plaintiff,

Plaintiff's Amended PageILine Designations - Breier
State ofAlaska v. Eli Lilly and Company

ELI LILLY AND COMPANY,

STATE OF ALASKA,

v.

FELDMAN ORL.....NSKY
&SAHDERS

""'LsnEET
FouRmFLOOR

ANCHORAGE, AK
I

j In.3S38
FAX: .274.<:1819
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Case No. 3AN-Q6-5630 CI
Page 2 of7
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Plaintifrs Amended Page/Line Designations - Breier
Stale ofAlaska v. Eli Lilly and Company Case No. 3AN-<l6-S630 CI
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Plaintiff's Amended PageILine Designations· Breier
State ofAlaslUJ \.I. Eli Lilly alld Company Case No, 3AN-06-5630 CI
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BY_-----'£1((v~'-::-____:_-------­
Eric T. Sanders
AK BarNo. 7510085

DATED this~y of February, 2008.

FELDMAN ORLANSKY & SANDERS
Counsel for Plaintiff
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Case No. 3AN.Q6-5630 CI
Pagc6of7

PlainlifT's Amended PageILine Designations _Breier
Stale ofAlasJuz v. Eli Lilly and Company

•

FaoMAN ORLANSKY
&'SANOERS
>00 L STREET
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ANCHoRAGE. AK
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FAX: .274.(1819



Certificate of Service
I hereby certify that a true and correct copy of
Plaintiff's Amended PagelLine Designations
- Breier was served by messenger on:

Case No. 3AN-06-5630 Cl
Page 7 of7
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COLmsel for Plaintiff

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

Plaintiff's Amended Page/Line Designations - Breier
S/me ofAlaska \I. Eli Lilly and Company

Brewster H. Jamieson
Lane Powell LLC
301 West Northern Lights Boulevard, Suite 301
Anchora laska 99503-2648

FlBICH HAMPTON & LEEBRON
KenneUl T. Fibich

RICHARDSON, PATRICK, WESTBROOK & 1401 McKinney, Suite 1800
BRICKMAN, LLC Houston, Texas 77010
H. Blair Hahn (713) 751-0025
Christiaan A. Marcwn
David Suggs
P.O. Box 1007
Mt. Pleasant, SC 29465
(843) 727-6500

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

FELDMAN OIU~NSKY

&. SANDERS
""'LSn<£ET

FouRTllFl..oOR
AfoIOIOilJr,OE. AK

f l
TEL n.3538
FAX: .274.0819



amends its deposition designations as follows:

PLAINTIFF'S AMENDED PAGE/LINE DESIGNATIONS

Case No. 3AN-n6-S630 CI
Page 1 ors

002526

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

)
)
)
)

JACK JORDAN
OCTOBER 26, 2006

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

THIRD JUDICIAL DISTRICT AT ANCHORAGE
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THIRD JUDICIAL DISTRlCT AT ANCHORAGE
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DATED this Wy of February, 2008.

FELDMAN ORLANSKY & SANDERS
Counsel for Plain/iff
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STATE OF ALASKA,

ELI LILLY AND COMPANY,

Defendant.

Plaintiff,

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THlRD JUDICIAL DISTRICT AT ANCHORAGE
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Case No. 3AN-06-05630 Cl

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

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

State's prediction. The State trusts that the Court will recogrtize Lilly's present motion

going to trial in tltis case. With its latest motion, Lilly again confirms the accuracy of the

The State has several times predicted that Lilly will do everything it can to avoid

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 (I) "its

discovery rulings" and (2) "its bifurcated trial plan.'" Lilly's untimely and misleadingly

titled motion offers the Court no valid reason to reconsider either.

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

v.

, Eli Lilly and Company's Motion in Response to the Court's On-Record
Comments During the January 29, 2008 Hearing (Motion for Reconsideration) at I.

State ofAlaska v. Eli Lilly and Company Case No. 3AN-06-S630 Civil
Opposlllon to Monon for Reconsideration and Response to Court's Order Page I of19
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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

!!!!Iv 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

(asswning 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."2 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.

FELDMAN ORLANSKY
&: SANDERS
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into why it felt the need to burden the State and the Court with a phase two discovery

Slale aJAlaska v. Eli Lilly and Company Case No. 3AN-06-5630 Civil
Opposlllon to Mollon for Reconsideration and Response to Court's Order Page 3 of 19

002560

has itself acknowledged'

"Causation" is a phase two issue that the Court correctly noted has been placed

"down the road" by bifurcation.6 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

LILLY'S REQUEST FOR REcO SIDERATION OF THE COURT'S DISCOVERY

RULINGS IS UNTIMELY.

to allow "discovery of individual prescriber decisions,

A.

In asking the Court

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 iflrue, the contention goes only to the issue of specific "causation," a fact that Lilly

Id.

ld. at 2-5.

Id. at 6 ("the State cannot prove causation"); cf Defendant's Reply Brief in
Support 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 54:11-18, 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 road. Doesn't [Lilly's] motion really go to the
causalJon Issue? That's my first question.").
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motion at this particularly busy and inopportune time. The Court should feel free to deny

Lilly's request on that basis alone.

B. LILLY HAS AT ALL TIMES I, TrUS LITIGATIO 'BEEN FREE To DEPOSE
TREATING PHYSICIANS AND To INQUlRE ABOUT THEIR "INDlVlDUAL

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.

[d. 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 .t; If you want to defend yourself in this
way, you can do it. They just haven't done it.

State ofAlaska v. Eli Lilly and Company ..
OpposllJon 10 Motion for Reconsideration and Response to Coun's Ord
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Coun at the argument,' confirmed that Lilly is free to defend against the State's case in

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

Rules:

The manner by which the State intends to prove .its
case ... should not, by itself, limit Lilly's method of defendmg
against the State's claims. Lilly is free to obtain discovery in
accordance with the Rules of Civil Procedure.

lo

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. II

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. 13

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

10 See Orderre: Plaintiffs Claim of Proof (Aug. 1,2007) at 5 (emphasis added).

II Transcript of Motions Arguments Before Discovery Master at 43:16 (Sept. I)
2008), attached as Exhibit B. '

" S D'ee IS~ov~ry Master Order at 3 ("[The Coun] noted that that Lilly was free to
defend the claim III whatever ways might be appropriate, and thus did not limit Lilly's
discovery solely to the defense of epidemiological evidence.").

State ofAlaska v. Eli Lilly and Company Case No. 3AN-06-5630 Civil
Opposition to Molion for Reconsideration and Response to Coun's Ord)(r p 5 f
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14

16

13
See Order (Nov. 14,2007).

V~~eH~:::::vMitof EnN·c T. SanSders at ~ 3 (noting that Lilly noticed depositions for
Drs. , agee, assar, chults, and Stillner).

" !d. at 5.

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

State ofAlaska v. Eli Lilly and Company
OppoSItIOn to Motion for Reconsideration and Respo t C . Case No. 3AN-06-5630 Civil

nse 0 ourt s Order Page 6 of 19
002563

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 warnmgs!6

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

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

telling basis that the depositions went only to "damages"''), but its failure to conduct the

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:
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records was extensively briefed and exhaustively addressed during a nearly five-hour

it is both procedurally flawed and substantively deficient.

lengthy opinion in which it held that Lilly had failed to show that its purported need for

!d.

See id. at I.

19 See Defendant's ~otion to Compel Discovery at 5-7(Aug. 6, 2007); Plaintiffs
Response, to Defend~nt s MOlion to Compel Discovery at 3-9 (Aug. 15, 2007);
Defendant s Reply Bnef In Support of Its Molion to Compel Discovery at 1-4 (Aug 20
2007); MotIOn Arguments Before the Discovery Master (Sept. II, 2007). . ,
20 S D'ee Iscovery Master Order at 6 (Sept. 24, 2007).

17

18

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

that would be caused by Lilly's obtaining the data.2o Lilly appealed the discovery

individual patients' medical records outweighed the substantial "cost, burden, and harm"

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.
18

But Lilly's

Lilly's desire to review patients' higWy private and federally protected medical

hearing before the discovery master. 19 After the hearing, the discovery master issued a

renewed request for patients' medical records can be readily discharged on tlle basis that

that point.

C. LILLY HAS AGAIN FAlLED To SHOW THAT IT NEEDS ACCESS TO

INDIVIDUAL PATIENTS' MEDICAL RECORDS.

Lilly has never suffered from the delusion that this Court denied "discovery of

individual prescriber decisions,,,17 and its present motion should not create confusion on

Stale ofAlaska v. Eli Lilly and Company C N 3AN 0
Op .. M' ase o. - 6-5630 Civil

poSitIOn to Ol,on for Reconsideration and Response to Coun's Ord p6r02564 age70fl9
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21
Order (Nov. 14,2007) (affirming the Discovery Master's Order).

22

must b;:a~~inRt~~Ed~;s~rJL PROCEDURE 77(k) ("a motion to reconsider [aJ ruling

23 See id.

Siale ofAlaska v. Eli Lilly and Company ..
OpPOsItion to Motion for Reconsideration and Response to C 'ocasde No. 3AN-06-5630 CIVIl

ourt s rOO 256s"age 8 of 19

defect in Lilly's request is substantive: Lilly's request for "reconsideration" contains no

Lilly's motion therefore plainly offers the Court no reason to reconsider its

decision to protect from discovery individuals' higWy personal and "patient identifying"

medical records. Lilly's request for reconsideration of the Court's "discovery rulings"

should be denied in total.

for reconsideration in this circumstance23

learn or do anything that it is not presently able to learn and do. Both are prerequisites

filed motion to reopen the issue. (And it is also long past the time for Lilly to file a

Procedurally, the time for Lilly to file a motion for the Court to reconsider that

explain how access to individual patients' medical records would now enable Lilly to

suggestion that the Court's original decision was wrong, and it fails even to attempt to

second motion for reconsideration, if the rules permitted one.) But the most critical

decision has long since passed," and (the title of Lilly's motion notwithstanding) the

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

Court gave no indication in its "on-record comments" that it would now entertain a late-

"correctly balanced the competing interest[sJ.,,2I Lilly moved for reconsideration, and
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to a jury, Lilly argues that trial must be now postponed because (a) the State was unable

ongoing series of legally unfounded attempts to prevent the State from presenting its case

would like to take numerous depositions before the second phase of trial begins and it

Motion for Reconsideration at 6.

See ALASKA RULE OF CML PROCEDURE 77(k).

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

Motion for Reconsideration at 6-7 ("As Lilly previously argued ...").

Id. at 7.

Id.

Id.

disagrees with the legal theory that the State will present in the second phase;2' and (c)

the State "dismissed its design defect c1aim.,,30 But Lilly is now in possession of all

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

28

n. LILLY OFFERS THE COURT NO REASON TO RECONSIDER ITS
BlFURCATIO ORDER.

persuaded by previous arguments." Then, in what amounts to the latest in Lilly's

26

to produce additional portions of its Medicaid database to Lilly by January 31 ;28 (b) Lilly

with the Court's order,26 Lilly first summarily asserts that the Court should have been

25

2.

Although 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.24 Ignoring the fact that the time to

move for reconsideration has long since passed,25 and that supreme Court found no fault

S,a,e 01Alaska v. Eli Lilly and Company
Opposition to Motion for Reconsideration and Response to Court's ~erNO. 3AN-Q6-p 563

9
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. ythi nl further under.;core the wisdom of
remainder of Lilly's arguments, If an ng, 0 y

holding an immediate trial on the issue of Lilly's threshold liability.

A. THE STATE HAS PRODUCED ITS DATABASE TO LILLY.

S ddr "why (asIn its order to the parties, the Court asked the tate to a ess

represented in Lilly's motion) it [did not] produce[] a complete database" to Lilly by

January 31.31 Responsive to the Court's request, the State attaches an affidavit of counsel

. "" rts' d t '1 32that recounts the history of the State's database-productIOn euo In e al .

In brief, after providing LiIly on or before Sept. I, 2007 with the Medicaid data

files that it needed to test most, if nol all, of the State's claims in this case,33 Lilly

F.

D.

E.

Order (Feb. 19,2008).

See Declaration of Mathew Garretson filed herewith.

See id. at 2:

[O]n or before September I, 2007, the State of Alaska (SOA) provided
Lilly with State Medicaid data files which were sufficient to calculate the
following:

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

B. The number of Medicaid user.; who were prescribed Zyprexa.

C. The number of Medicaid user.; 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 Dot supported by FDA
regulations including compendia.

32

3\

33
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made good on its promise:

was first delivered to the State by its contractor in an unusable fonn (for unforeseen

estimated that it would be able to do so by January 31.'5 The data that Lilly requested

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

Id.

Id.

Id.

Id.

35

34

37

36

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.38

State agreed to provide Lilly with numerous additional database entries, and later

technical reasons), causing the State to miss its estimated delivery date,36 but it has since

motion to compel. J4 During the hearing before the discovery master on the motion, the

demanded that the State provide it with additional database entries and then filed a

At II :30 AM, February 20, 2008, the State turned over files
reflecting eligibility and the State fonnulary. 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.'7

38
Cf Memorandum in Support of Bifurcation at I (N I 200 .. .

that it needs additional time to scrutinize the state's M . o~., 7). (.lfLIlly believes
receive, at most, a delay narrowly tailored to address thedtlCl11dd~)tabase, Lilly is entitled toa nee ..

Slate ofAlas"" v. Eli Lilly and Company
Opposlhon 10 Motion for Reconsideration and R ' Case No. 3AN-06-S630 Civil

esponse to Court s Order Page 11 of19
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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

LILLY'S lNSISfENCE THAT IT WILL EED To TAKE NUMEROUS
DEPOSITIONS AND THAT IT WILL VIGOROUSLY OPPOSE THE STATE'S

SECOND-PHASE LEGAL THEORY PROVIDES MORE, OT LESS,

JUSfIFICATION FOR THE COURT'S BIFURCATION ORDER.

B.

J'

one...•O In fact, these arguments only further underscore the efficiency advantages of

be necessary to engage in extensive discovery and contentious motion practice before the

phase discovery and belief that the State cannot, as a matter of law, use "aggregate

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

second phase of trial in this case begins.J" It asserts that its desire for additional second-

40

warnings about Zyprexa were at all times adequate, and that it did not improperly

promote Zyprexa in A1aska.· 1 If Lilly is correct, it will prevail in the first phase of trial,

and bifurcation will ensure both Ibat 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 Ibe looming and protracted legal battle that Lilly has promised to

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

evidence" to establish causation are "consideration[s]" that justify "poslpon[ing] phase

.1

Motion for Reconsideration at 6-7.

[d. at 1,6-7.

See Eli Lilly and Company's Trial Brief at 8-12.

Siale ofAlaska v. Eli Lilly and Company ..
Opposition to Motion for Reconsideration and Response to C rt' OrCasde No. 3AN-06-5630 C,vtl
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considerations that make bifurcation only more attractive.

trial - which remains potentially case-determinative - the State's dismissal, jf anything,

order in light of the State's decision to simplify this case by dismissing its design-defect

Motion for Reconsideration at 7.
42

43

only further increases the "advantages ofbifurcation" in this case.43

claim." By reducing the number of issues that will have to be tried in the first phase of

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

threshold liability serves each of the several interests set out in Alaska Rule of Civil

The State has now repeatedly demonstrated that severing the issue of Lilly's

Lilly finally claims the Court should be motivated to reconsider its bifurcation

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

C. DISMISSAL OF THE STATE'S DESIGN-DEFECf CLAIM SIMPLIFIES THE

FIRST TRIAL AND MAKES BIFURCATION MORE EFFICIENT.

Order (Feb. 19,2007).

.. See Memorandum in Support of Bifurcation at 10-11 (Nov. I. 2007) ("The most
powerful argument III support of the State's motion, however, may be that bifurcation
Will greatly Illcrease the likelihood of an expeditious and economic settlement. The
history ofthe Zyprexa hlJgatlOn shows that the Lilly tend to settle on the Courthouse
steps. Earlier this year, JUdg~ Weinstein entered an order in the MDL proceedings related
to Zyprexa that demed Lilly s request for summary judgment and set three cases for trial'

Stale afAlaska v. Eli Lilly and Campany C N 3AN 06 . ..
Op " . ase o. - ·5630 CIvil
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·b·l·t f J·ury confusion46 and potentiallytate's recognized detriment4
') a POSSI 1 Iyo,

. d damages altogether:
7

eliminating the need for a trial on specific causatIOn an

. ,,48
bifurcation is "conducivc to expedition and economy," "further[s] ... convemence,

and causcs prejudice to neither pany'9

The State's recent agreement to dismiss its design-defect claim does not alter Ulis

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 "tlgants
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
suhmitted alone"».

46 See id. ("[B]ifurcation . avoids thc potential that the State's damages case
might inappropriately prejudice jurors in their determination of Lilly's Iiahility. 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 !d. at 8-9 ("[if] Lilly escapes liability, the Coun 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
the State's Medicaid database or present much of the expert testimony that they presently
anticipate offering in this case").

48 ALASKA RULE OF CIVtL PROCEDURE 42(b).

49 Memorandum in Support of Bifurcation at II.

Slale ofAlasko v. Eli Lilly and Company Case No. 3AN-06-5630 Civil
OppoSItIOn to MabOn for Reconsideration and Response to Coun's Order Page 14 of 19

002571



true that "the State's threshold liability case does not depend on any analysis of the

claims is not fundamentally different from the nature of the proof tilat it believed it

risk." The nature of the proof that the State will present to establish these simplified

trial in March

•

that Lilly's marketing and labeling of Zyprexa involved numerous
unfair and/or deceptive acts'O

that Zyprexa is defective,

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

and

Id. at 3.

(3)

(1)

(2)

'0

state's Medicaid database and [can] be judiciously established at .

2008.""

reasonably foreseeable way" and (2) Lilly failed to issue adequate warnings about that

design, but that (I) Zyprexa "posed a risk of injury to people who used the drug in a

rubric: now the State will endeavor to prove, not that Zyprexa was or is defective in

Dismissal of the State's design-defect claim merely simplifies the first two prongs of this

anticipated presenting in support of its design-defect claim,l2 and it of course remains

" See State's (Proposed) Jury Instructions And Verdict Form at Proposed Instruction
0.23 (Feb. 4., 2008); Cf Lilly's Trial Brief at 8.

l2. See Memorandu~ in Support of Bifurcation at 4 ("To prove its liability case on
deSign ?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.").

" Id. at 3.

. In its Order ,o~!,eb. 19, the Court also invited the State to address the effect that its
Opposmon to Lilly s pendmg ~ hmme moMn to exclude evidence relating to plaintiffs
damages and econoOllc inJury' has on ments of bifurcating trial. By withdrawing its

State ofAlaska v. Eli Lilly and Company Case No. 3AN-06-5630 Civil
OpposItion to Motion for Reconsideration and Response to Court's a d Pr er age 15 of 19
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It should be clear, then, that Lilly's present suggestion that dismissal of the State's

design-defect has somehow "diminished" the possible efficiencies and advantages of

bifurcation is entirely unfouoded$' 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 ofAlaskans:

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
lDDocent, bifurcation is plainly in its best interests.

and

Finally, after the Court nevertheless ordered a bifurcated trial, Lilly
petltlOned the Alaska Supreme Court to review the bifurcation order· the
Supreme Court denied the petition. '

Opposition to Lilly's motion to exclude, the State hopes to clarify that it has nev
:tended to present ev,dence of the State's damages during the first phase of trial. --..£!

See Motion for Reconsideration at 7.

Siale ofAlaska v. Eli Lilly and Company . .
OpposlllOn to Motion for Reconsideration and Response to Court's QrCasde No. 3AN-06-5630 CIVIl
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trial if it elects to settle this case.

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

Affidavit of Clyde E. Sniffen, Jr. at 3, filed herewith.

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 lactics and has ordered it to prepare for trial, Lilly has settled the

claims. Of the thousands ofclaims 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

myriad other equipment needed for triaJ.,6 Lilly's last-gasp attempt to reschedule trial

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

reserve lodging to host its trial team, and the parties have each assembled rooms at the

their travel plans and are now arriving in Anchorage." The State has spent $20,000 to

Hotel Captain Cook, complete with computers, copiers, audiovisual hardware and the

only 10 days away. Members of the State's trial team - composed of lawyers, paralegals,

D. VACATING TRIAL AT THIS LATE DATE WOULD IRREPARABLY HARM

THE PARTIES.

secretaries, technicians and jury consultants from many different states - have finalized

"

Slale ofAlaska v. Eli Lilly and Company Case No. 3AN-06-5630 Civil
OppoSItIon to MotIon for Reconsideration and Response to Court's Order Page 17 of19
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•

additionally sufficient basis upon whicb it can deny Lilly's request: Lilly's motion

ignores the fact that the Court's bifurcation order is a bell thaI 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 (I) its discovery rulings or (2) its

bifurcated trial plan. The molion is untimely, misleadingly titled, and meritless. It

should be denied.

Dated tltis 21st day of February 2008.

FELDMAN, ORLANSKY & SANDERS
Counsel for Plaintiff

B, i1k:
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William D. Falsey
Alaska Bar No. 0511099
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PAcrFIC RIM REPORTING 907-272.4\383 OPPOsi~:~~\~ii;s~o~~~
courtreportersalaska.com Reconsideration and Response 10 Courrs Order

case No. 3AN.Q6.5630 CI

poge 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 ~onor please, as this motion was originally
SUbmItted, the bulk of it was directed to the state's
design. defect claim; the assertlon that Zyprexa's risks
outwelghed 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 daim is gone. All we have

page'" ;

1 told them that every prescription was a violation of the
2 UTPA because tile package Insert was -- (IndiScernible)
3 - so tIley are simply factually Inrorrect on that point.
4 And we could provide tile court with the
5 dIscovery to responses of the court, which Is .-
6 THE COURT: Well, If thars the case, why
7 did you need to file a supplemental exhibit Instead of
8 filing this stuff with your brief If It was so dear and
9 obvious and this Is what you were relying on7

10 MR. STEELE: We were ordered to by Judge ,
11 Hensley to provide a further answer, We had not, at the ;
12 time we filed our brief, provided the further answer, so I

13 \Yhen we provided the further answer, which reiterated
14 the position of the state that f!\Iery prescrlption was a
15 v1olatlon, we thought it wise to attadl that as well
16 since It sets out at some length what we dalm to be
17 YkJlations as well as accompanying exhibits that
18 document the violations.
19 And sfnce mottons for summary judgments are
20 to be dedded, among other things the interrogatol1e5,
21 we thought it wise to have those before the court.
22 THE COURT: I will allow the supplemental
23 brief. When do you want to file It7
24 MR. BRENNER: Your Honor, we could file it
25 on Thursday, If that's useful.

P""" 3
1 Those exhibits did come In this morning and 1
2 I have read those exhibits, although I had about five or 2
3 ten minutes, so I can't really say 1 have looked at them 3
.. hard, but I sort of have a Mavar. 4
5 What is the state's position on the 5
6 supplemental brief? 6
7 MR. STEELE: Your Honor, we don't think it's 7
B necessary. The prindpalissue that they raised on the 8
9 supplemental brief is that somehow they did not know 9

10 until last Thursday or Friday that we would claim that 10
11 e'iery prescription that was written that was accompanied 11
12 by a package Insert, as they all are •• 12
13 THE COURT: Mr. Steele, I'm going to tell 13
14 you that I was a rJtlje surprised at tha~ and it may 14
15 affect what I do in this case ggnlflCantly, so do you 15
16 want - are you going to oppose them filing a brief? 16
17 Do you want a chance to fife something and 17
18 they file something. And I will let everybody know 18
19 att,erThu~y. fm gone until the 19th,sothetimeof 19
20 ~ng this IS - there is no point in getting it in by 20
21 Friday because It won't get read until the 20th, or the 21
22 weekend of the 16th at the earliest. 22
23 MR. STEELE: The first point 1 would make 23
24 Your Honor, is that they are factually Incorrect. On' 2'"
25 December the 20th, we filed supplemental responses that 25

1 PROCI'EDINGS
2 THE COURT: We're on the record In case
3 number 3AN.Q6-5630 eMl, State of Alaska versus 81
4 Ulty and Company. Present In the courtroom we have got:

5 Mr. Sanders, Mr. Sniffen and Mr. Steele for the
6 plaintiff, and Mr. Jamieson and Mr. Bremer for the
7 defendant.
8 And then do we hove some people In front1
9 UNIDENTIAED SPEAKER: No, Your Honor.

10 THE COURT: I had a list of other people
11 that I thought were here. This Is the time set for oral
12 aryument, Eli Ully's motion for summary jUdgment
13 Mr. Brenner, are you going to argue this?
14 MR. BRENNER: I am, Your Honor.
15 THE COURT: Just a couple of preJimlnary
16 things so that the parties are aware. yesterday, I
17 received the expedited motion from Ell Ully asking for
18 relief to file a su~tal brief given that the state
19 had filed supplemental exhibits In oppositlon to the
20 motion for summary judgment
21 As of yesterday, when I got the motion for
22 expedited consideration, I had not received any of the
23 5uppk!mental exhIbits, so I didn't do anything about
24 this yesterday, but figured we would deal with it today,
25 if those exhibits came in.
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page 8 :
Page 6

Those are the brief, and [ would desaibe . :
left in this case now, am I correct, is the warning 1

1
2 them as pretty cryptic notes of contacts between lilly

!2 daim and the UTPA daim? sales representatives and doctors.MR. BRENNER: Yes. The UTPA daim is 3
3

4 They are not self-explanatory f Your Honor,
4 subject to two parts, a claim For eMl penalties, a

5 and the problem with them as we see, certainly on our
5 violation 01 the UTl'A and then compensatory domil9"S

6 motion for summary judgment Is, they have been offered
6 urdeI the UTl'A.

7 without any affidavit or deposition of anyone who was
7 THE COURT: Okay. Good.

8 party to the conversation.
8 MR. BRENNER: And that is left - remains

9 And without that, counsel for the state can
9 within this motion. With respect to the state's dairn

10 give their interpretation, I can give my Interpretatfe:m,
10 under section 551, eMl violations portion of the l.JTPA

11 but there are respectfully no facts of record that Will
11 daim, Yoor Honor has already alluded to the fact the

12 tell us what the notations mean.
12 state made this submlssion on Friday, and the state has

You are left to draw Inferences based onset out basically two grounds In opposition to our 1313
14 oral argument. We would respectfully submit that's not

14 motion.
15 the appropriate method for defeating summary judgment.

15 One, that every presaiption was a violation
16 And If we're right In that assessment, then lilly should16 of the UTPA. I think that Your Honor has allowed

additional briefing on that. That's probably an 17 be entitled to summary judgment on that claim. ,
17

18 Turning to what I'll call the other two18 argument left: for another day.
19 dalms for compensatory damages under either --19 Essentially -

(indiscernible) -- failure to warn count or the I
20 THE COURT: I'm a little concerned about 20 I

21 arguments left for another day, so I would rather do 21 compensatory damages provision of the IJTPA.
them now, MI give you a chance to elaborate and 22 Under elther cause, the action the state has ;22

23 to prove proximate causation. It has to prove to a23 provide case law and those kinds of things, but 'Ne're
24 running out of time for arguments for another day before 24 different warning, If the warnIng was In fact

25 the trial ~ set 25 Inadequate, that a different wamlng would have altered

poge 9 ~

1 prescribing physldans' conduct, It would have yielded a
2 different result
3 WltIl respect to !he slate's claim tIlat Lilly
4 promoted Zyprexa off-label, meaning that it Improperly
5 promoted the drug for other than Its FDA approved
6 indications, under the UTPA, as we understand it, the
7 state wlll have to shO'N that doctors reied on some
B specific misrepresentation.
9 That is the proximate cause element of that

10 daim. TIle state has no such proof under either prong
11 of their test. The state's basic pos!t1on has been, as
12 we understand it, that they don't have to provfde such
13 proof, that they can use some fann of aggregate
14 evidence,
15 That was addressed, at least In part, In the
16 very early stages of this case. I know look at Your
17 Honor's July 2007 order, as I rcad it, the court
18 basically dedlned to rule on that until discovery had
19 unfolded.
20 We Iilink the arguments we made then still
21 prevail today and we have offered you the most recent
22 case from the Southern DIstrict of New York, the Rezulln
23 ease, which we think is the most dosely on point case
24 that we can find, because it is a mirror image of a
25 dalm broU9ht by the Slate of louisiana essentlally

That presents a dassic issue of ronfllct
preemption, whether It is two sovereigns debating over
what the oourse of cooduct of a defendant has to be.
And unlike the products Iiabifity rontext where this
preemption issue Is now OJrrently hotty 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 wee!<.

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 d1ance to look ll!t very brtefty, These are the
so<alled call notes,

Page 7
1 MR. BRENNER: Very simply, under the 551
2 claims, State of Alaska seeks to penalize Ell LIlly and
3 Company for using the FDA and mandated and approved
4 product label that it had to use pursuant to federal
5 law,
6
7
8
9

10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25
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proximate causation, ag~in, the state doesn't reallyidentical In its claims. 1

i
1

2 deny that there is a proxlfnate element.
2 lliE COURT: Well, it's not. I mean,

3 What It says Is well we are - .3 louisiana - the state characterizes that case as an
4 (IndiscernIble) - It in places where adequate wamu19s4 over·pricing case.
5 were produced Zyprexa use declined.5 Now, when I look at the language of what was
6 As I have read the materials In this, they6 at issue in this case, it seems to be more than that
7 have offered no such proofs that that happened in7 And 1guess the state sort of concedes that They say,
8 Alaska. What they have offered to the court are tw~8 I think to characterize them, and they can cnrrect me

things; a memo from a Ully representative making hiS :when they have a chance, it's an over-prfdng case and 99
10 personal observations about the impact in Japan of ill ,

10 50 it doesn't appfy to that extent.
11 warnIng change there, which Is unlike any warning change11 And to the extent it's not an over-pridng
12 that was effected In the United States; and a report of12 case, it's wrongly decided, but isn't ill large .part of
13 one ofthelt experts, Dr. William WashIng (phonetic),13 that decision and a large part of the analysis
14 who wrote In his report that an adequately Informed14 over-pridng, and that's not what we're talking about
15 physkjan would not have used Zyprexa first line,IS here?
16 meaning wouldn't use it first out of the box.16 MR. BRENNER: I woufd respectfully disagree

17 WIth your dlaracterization. Judge Kaplan starts out by 17 Well, at deposition, Dr. Washing recanted
18 that. That's in our papers. He answered, "Sure, there18 describing the daims of Louisiana as seeking
19 are patients for whom he lNOuld use It first line."19 reimbursement of medical expenses incurred by Medicaid

20 recipients injured by the drug RezulJn. 20 And, secondly, Dr. Washing doesn't say ,
21 anything about use of Zyprexa second line, and we know ,21 That's very - (indiscernible) - with the

22 case we have here, and reimburse prescriptions that 22 that that happened in Alaska, even from the somewhat !23 allegedly should not have been written. Again, that is 23 limIted data that the state has produced to this point.
!24 essentially verbatim tracks the daims with the State of 24 In the world of schizophrenics and atypical

25 Alaska here. 25 or even typical antipsychotlcs, often the first one

Page 11 PaQi:l13
!1 And there, louisiana, like Alaska here, 1 doesn't work. We know that patients who fait on a drug

Z argued that the pharmaceutical manufac.1urer had misled 2 like Risperdal or saraprol (phonetic) and were then put
3 the entire medJc:a1 community. And Judge Kaplan said 3 on Zyprexa, that Is some portion of the punitive claims
4 that Is quintessentially a fraud on the market theory, 4 before Your Honor. So none of the expert proofs
5 whIch he fOUnd, as many c:ourts have, not applicable to 5 addressed that point. i6 anything other than the - 6 With respect to the UTPA daim, the same
7 THE COURT: But there is two parts In vmat 7 arguments apply. We submit that you have to show ;8 he says. He says they argue they are entitled to 8 indiVidual alliance by physidans, that the physldan
9 recover because defendants misled patients and the 9 read the waming, that he or she took It Into account,10 medical community concerning the safety and efficacy of 10 and that a different warning would have yielded a11 Rezufin, In consequence of which they daim louisiana 11 different outcome, they wouldn't have prescribed, they12 was caned upon to reimburse for presaiptions that 12 would have done something different13 otherwise would not have been writtEn. 13 That's pretty mudl blacK letter law In the14 That sounds to me like this case - at 14 work:! of pharmac::eutical products cases.IS prices they woutd otherwise not have been charged. That 15 With respect to the state's daim that Ully16 doesn't sound to me fike this case. 16 promoted off·label and that therefore some people got17 MR. BRENNER: Oear1y, that's - Your Honor 17 Zyprexa who shouldn't have, that, we think, Is18 is right, bJt I wood submit that's In addition to the 18 fundamentally a case - requires a case-by-case19 other two elements, which I think are all fours with 19 analysis.20 Alaska's daim here.

20 How will you know whether a part1wlar21 So we reassert, Your Honor, with this new 21 patient received it off~Jabel unless we know all ttle22 authority that this entire aggregate evidence approach 22 details of that patient's treatment And that, of23 really should not be adopted. This is just: more 23 course, the state has successfully resisted In terms of24 authority to CDns!der in remedying that Issue. 24 making any of those disclosures.25 With respect to the nuts i!nd bolts of 25 That's fine that they have, and we

4 (Pages 10 to 13)
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1 res;>ectful!y dlsagree with the Older, but thars the I of the problem and that, you know, maybe it was on the .
2 eWer. But now they can't have it both ways. This Is a 2 Internet, I don't know, that physidans - there would
3 OlticaJ element of their daim and they don't have 3 be some physldans that may In fact have taken that Into
4 thoso proOO;. 4 acmunt and had everything that was supposed to be
5 Inddentally, eIf·label use by a physidan 5 disdosed been disclosed In the labels, some physIcians
6 is not unlawfli Of improper. It's completely proper. 6 lh'OUld have saId, "Yeah, I knew this already"?
7 Doctors may use 10 their best Judgment it drug for any 7 MR. BRENNER: Yes, Your Honor. In fact,
8 plJllX)Se they think. appropnate. That's dear in the 8 that's essentially the testimony of Dr. Hopson
9 law, and It's partkularly common in the case of 9 (phonetic), who Is the medical director at API, that he

10 psychiatry where the coocfltions are so vague and the 10 was aware early on that Zyprexa was associated with
11 efforts are sometimes so extreme to try to help people. II welght gatn, and he was aware of that from hIs own
12 So to say that there was off-label 12 practice, and ttlat today Zyprexa is used without
13 promotion, even If they rouId make that threshold that 13 restriction at API. ,
14 there was, and we submit that they cannot, there Is 14 Today, API has patients Invclunta~ly

15 snll no linkage bebYeen any statement, any message, any IS treated with Zyprexa. Sometimes the attorney general's
16 anything from Ully and an actual prescription In Alaska 16 office has gone to court to get orders to requIre use of
17 that would rise to the level of a llTPA. 17 2yprexa.
18 TIiE COURT: Let me go back to your 18 I hate to put on a hypothetical, Your Honor,
19 second-line argument You talk about physidans reading 19 It's actually a fatt Item we are seeIng in the

;

20 the 'A-amlngs and malong a determination and that the 20 multi-district litigation, You have a physldan who 15
21 physkians may have used the drug anyway havmg read the 21 treating a patIent wIth Zyprexa, The patient suffers
22 wamk1g, but Isn't a big part of their claim that the 22 significant weight gaIn.
23 wamings were Inadequate and that the inadequacies were 23 The doctor says, "I think this is caused by
24 that LJlly was aware of things that they didn't warn the 24 Zyprexa. I have seen this before. I'm taking her off
25 physldans about? 25 Zyprexa." The patient's condItion then worsens on

:
Pagels

Pagel7 :1 MR. BRENNER: That is certainly the first 1 another drug and comes back and says, "Really, the2 level. They don't gel anyv.lhere unless they can show the 2 Zyprexa works. We can deal with the weight gain," ;3 warmng was inadequate, but that is separate and 3 He counsels the patient and decides, "We4 distinct from proximate causation as it plays out in 4 understand there Is this risk of weight gain, but for
;

5 these cases. 5 you, tt11s drug was 50 effiQlcious we're puttIng you back6 You have a myriad of different situations. 6 on it."7 You have doctors who never look at the label. That 7 My point there, Your Honor, Is not so much8 happens sometimes. You have doctors who - let's look 8 that there are myrfad fatt patterns, there are, but that9 at weight gain. Although Weight gain was In the 9 that's why the state's approach that we can fiJI some10 labelling from day one, the state asserts it was 10 kind .of a99regat~ proof, some kind of gross analysis11 Inadequately disclosed.
1112 . But you had many, many doctors early on who 12

proXimate causation, we think can't be done, It just
13 cannot be done.

believed because of their own experience, because of 13 THE COURT: Let me ask you, ard 1want you14 continuing medical education, because of discussions 1415 to be free to be critical of me, up until now, my
16

with theIr colleagues that Zyprexa was assodated with 15 ~pproach has ;;ort of been I'll deal with the summary
17

weight gaIn, and they took that into account in their 16 Judgment motion as a summary judgment motion.presaibjngpractices.
1718 THE COURT: So you are saying even - there . If there are material facts, tflere are

19 would be proof, you believe, if individual physidans
18 mat~nal facts, and summary judgment should be denied.

20 were questioned that even though, assuming that the
19 As I ".lsure you are probably aware by now, material

21 ~ they say are true for the purposes of this
20 facts In Alaska don't take very much.

22 d~scusslon, that in fact there were things known to
21 But on the other hand, my intenbon has

23 Ulty that weren't disdosed and were in fact 22 always been that when I hear this expert testimony If
24 delIberately not disdosed, that the medical commUnity

23 the expert testimony doesn't get you - doesn't get:-
25

by seminar, gOSSIp, whatever method, kind of was a~re
24 doesn't deal with the issues that you are talking about
25 then that's the SUbject after I have heard the evidence'-. --

5 (Pages 14 to 17)
PAOFIC RIM REPORTING 907-272-4383 OPPOSit~~~~I~:sa:~o~~~

courtreportersalaska,com Reconsideration and Response to Court's Order
Case No. 3AN-Q6-5630 cr

002581



STATE OF ALASKA v. EU ULLY ORAL ARGUMENT
1/29/2008

6 (Pages 18 to 21)
PAORe RIM REPORTING 907~272-4383 Opposj~~l~i;sa:~ ~~

courtreportersalaska.com Reconsideration and Response to Coon's Order
Case No. 3AN-Q6.5630 CJ

002582

Page 21 •
of Zyprexa were too great or another drug might be a I

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. 1

Then there is the what you call the off
market uses, whIch I'll say there is a little more
a>ntroversy pemaps as to whether or not Zyprexa would
be used for that kind of thing, and kind of - I 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 Ulty adequately advise people
about that.

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

1 guess one question I 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 PDSSibllltfes and the state Is now claImIng

Page 20 ;
1 how I think you dlaractertzed it.
2 If 1 have got it wrong, let me know why, but
3 tnars one thing I would like to talk about. I would
4 like you to talk about Judge WeinsteIn's dedsion that
5 you talk about, and as 1 read that decisIon, there seems
6 to be a lot or discussIon about what Individual doctors
7 or Individual patients dalmed.
8 And I realize that's not a .- he doesn't
9 seem to be dealing with a state claIm like thIs one/ but I

10 It certainly suggests that what Individual doctors would
11 have done and wouldn't have done.
12 And then lastly, and maybe even firstly
13 because I'm telling you -- I will tell you rtght now I'm '
14 troubled - I would IJke you to talk about, as I
15 understand it, the way Zyprexa is utilized, there are
16 several ways.
17 It can be used as a first-line drug for
18 conditions that·· there doesn't seem to be a rot of
19 dispute what people shoUld use It for. The question Is
20 what are the side effects and whether the rtsks and
21 benefits of this particular drug, for a particular
22 patient, Is worth using. i
23 Then there is people that you have tried a
24 different drug because perhaps you thought that the 1

25 risks of Zyprexa, for those same conditions, the risks

1 of different kilds of monons that are more easily
2 grnnted, Of at least the rest:rk:tions rm granting it
3 are a little bit different.
4 And why shouldn't 1 still adhere to that
5 approach? J mean, you are sort of asking me to not to
6 say. as I understand your argument, not really to say
7 there aren't facts In dispute, but sort of say their
8 evidence Is inadequate, or facts they can muster or
9 arguments they can muster realty won't sutisfy their

10 burden of proof at the end of the day.
11 That seems to be a little bit different to
J2 me than the motion I have got In front of me.
13 MR. BRENNER: J think I wouki argue to Your
14 Honor It 15 not. If we look at the proofs of record,
J5 what is here, there Is nothing from any prescribing
16 doctor in Alaska, no deposition, no affidaVIt, no
17 anythklg.

18 The expert that's been dted to you doesn't
19 actually address In any way sufficient to defeat summary
20 judgment, the proximate cause issue. All his report
21 said was an adequa~ infonned physician would not have
22 used zyprexa first line, not that he shouldn't have used
23 it. wouldn't have used It first line, A.
2~ And, S, In hIs deposition, as I say and it's
25 in the papers submitted to Your Honor, he recanted that.

_,.

P&ge 19
1 He said, nSure,· was his answer to the question, for 1
2 some patients It Is a first-line drug. 2
3 (Indl5CemlbJe) •• Alaska's approach to 3
'1 summary judgment and the evidentiary standards, but even '1
5 under that liberal standard, there has to be some facts. 5
6 I thmk the case - (Indiscernible) - that said more 6
7 than a sdntilla. 7
8 I would argue we don't even hc:ve that 8
9 sciltila here. If the crux of proximate cause In this 9

10 kind of case, as it typic:alty is, and Is here, Is 10
11 testimony from a prescribing phySician, the record is 11
U compI~ devoid of that 12

13 And because of that absence of proof, either 13
14 in respect of the stn:t Babiity claim or of the 14
15 off-label prtll'1lOtfon, UTPA daim, the state's proofs 15
16 ran. And we Would respectfu/ty submit that Ully Is 16
17 entitled to surrmary judgment 17
18 Thank you, Your Honor. 18
19 MR. STEELE: Before I address the court 19

;~ =o~~:~iht If I asked does the court ha~ any 20

22 THE COURT: Well, I do actually. Arst, I ~~
23 would like you to talk a IIWe bit about the Rezulln 23
24 case. In particular, you dlaraaertze it _ again, I 24
2S thInk I Pfevlousty in this discussion charatterlzed it 25
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Isn~ that what you are saying ­
MR. STEELE: It Is.
THE COURT: - as for 2yprexa? And then go

on, It says in consequence of which louisIana was caned
upon to reimburse for prescriptions that otherwIse would
not have been written.

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

So 1Sl1~ three-quarters of Judge Kaplan's
desa1ptlon of what louisiana is daimlng the exact same
thing that you are dalmlng In this case?

MR. STEELE: Or at least two-thlrds.
lliE COURT: Okay.
MR. ffiELE: The answer to that is "yes,"

and as to why he dismisses the other two claIms, he
doesn't say, and, of murse, a federal court decision in 1

louisiana Is not bindIng on the Alaska court
And If they don't offer any reasonIng as to

why they did what they did, irs not particularly useful
In answering the question. The theory that the court
Invalidates is one that goes to essentfally the last
dalm for damages, and that is the rraud on the market
theory.

I think if we pursue this sort of In a

Page 2S
logIcal order It will become dearer. We don't have a
fraud theory with respect to Uab/Jity.

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 I would have to prove that
the defendant made a fraudulent mIsrepresentation that
I relied on the fraUdUlent mIsrepresentation and aet~
upon it and I was damaged, right?

Fraud on the market allows you to skip the
.second element, that 15 that you relted, you
specifically relied on the fraudulent misrepresentation.

The theory was In securities Is that the
defendant goes Out, makes Fraudulent misrepresentations
that is picked up by the market, that inflates the price ,

of the stod:, and everybody, whether they relied or they
didn't rely, pays the higher price for the stock.

Now, what the Louisiana court Is saying Is
you can't Import that element·SkiPPIng case into a
pharmaceutical case.

lliE COURT: And why does he say that?
MR. STEELE: Because When you are buytng

Page 22
1 labelling and that the labels and the calls were your 1
2 I1TPA misrepresentations, should 1 recoo.sider my decision 2
3 as to whether or not to allow IndMdual decision of 3
4 physicians In this case? 4
5 Particularly for a IJTPA daim, isn't that 5
6 ne:essary? And, again, you can feel free to poInt out 6
7 to me kind of what my approach was 50 far and whether or 7
8 not why that would be the better approach or that I 8
9 shouJd continue to adhere to that approach, but I'm just 9

10 cxmcemed that. you know, it would be one thing If you 10
11 said Zyprexa shouldn't have been used in this conditton. 11
12 And then I would have expected Zyprexa 12
13 should have been used off the market and we could have 13
14 that debate, but given that ZYprexil, even with perfect 14
15 disclosure and everything, that would still be an 15
16 appropriate drug, my QUestfon is how are we goIng to 16
17 know which of these cases is that case and which of 17
18 these cases are the cases where peopfe wouldn't have 18
19 used that, because if people stfll would have used 19
20 Zyprexa, J can't see you got a damages claim for them. 20
21 It's onty If Zyprexa wouldn't have been 21
22 Used, I suppose, at all, or If Zyprexa was used and It 22
23 caused other conditions that the state Is now paying for 23
24 that Zyprexe wouldn't have been used for do you have a 24
25 damages case. 25

7 (Pages 22 to 25)
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1 So take them In Whatever order you want. 1
2 MR. STEELE: Thank you. It's a little bit 2
3 /Ike goIng to the Academy Awards; you can prepare a 3
4 Speech, but you are not SUre you get to gIve It. 4
5 lliE COURT: That tends to be how oral 5
6 argument goes with me. 6

7 MR. STEELE: I have 90t a speech. The 7
8 Speech addresses every one of the issues that you 8
9 raised, and If I forget one, perhaps the oourt would be 9

10 kind enough to prompt me. 10
11 Let's start with RellAln first. Rezulln Is 11
12 not related to our theory. The case that we are 12
13 pursuing Is not a fraUd or misrepresentation case so we 13
14 started out with a fraud or misrepresentation ca~. 14
15 Jf the court will recall on your memorandum 15
16 or your order that was Wrftten wtth respect to OUr offer 16
17 of proof; in other words, how we're going to prove the 17
IS case, that was number ftve, and that has since been 18
19 dismissed. 19

20 . lliE COURT: Yeah, but don~ you _ I mean, 20
21 here ~ what Judge Kaplan says the Rellilin case _ what 21
22 louiSiana was argUing. 22

23 They argue that they are enbbed to recnver 23
24 because defendants misled pabents and the medical 24
25 ",,,un,,,1ty~ng the safely and efficacy of Rezu/ln. 25
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..... ,. Page28 .1 pharmaceuucafs, the QUe5Uon Is not ~IIYr at least In 1 louisiana law on the causation issue may be2 our case, Irs not realty a price sensitive issue. 2 that you have to have specific reliance by a specific
;3 UJly has a monopoly. Rezulin, Whoever was 3 doctor In a phannaceutical case. It probably Is, at4 making RezuJin, they have a monopoly. Okay. They can 4 Jeast what I can infer from looking at the case.5 prk:e It the way they want to price it, so it's not a 5 But that's not the deaf here. The deal here6 price senstttve kind of a case. 6 Is under 551(b), no causation requirement. Under7 ThE COURT: What Is - I mean, Isnt what 7 531(a), a.scert:ainable loss, which is defined in the8 Jt.<lge Kaplan Is suggesting is thet what happens in a 8 Alaska pattern jury instructions, and I'll get to that.9 pharmaceutical case, it's not a price sensitive case, 9 And then under stlict liability failure to10 Ifs a doctor determining In consullDtion I suppose with 10 warn, according to the Alaska Supreme Court, the conduct11 the patient thet doctor determining case as Ix> what the 11 of the defendant needs to be a substantial factor in12 doctor believes is the best drug for the patien~ and 12 bringing about the injury. Okay.13 understanding what the risks are, whether ifs worth 13 It's not the substantfal factor. It's not14 taking those rtsks and also consideration of whether you 14 the only substantial factor. It's a substantial factor15 have trled other drugs thet you think might have less 15 in bringing about tile loss.16 risks or might be better and whether they would wor!< or 16 The Alaska Supreme Court or the appellate17 not7

17 oourts have never held In Alaska, that In a failure to18 MR. SIEELE: RJght. And thet would all be 18 warn case InvoMng pharmaceuticals, that Specific19 Instructed If we were In Louisiana and that were the 19 doctor reliance Is required.20 cause requirement, but we're In Alaska and that's not 20 The case on point is Shanks. If the Supreme21 the cause requirement
21 Court wanted to say that In Shanks that you have to show22 So my third point Is thet With respect to 22 that, but ror the mlsrepresentatlons of the oompany, the23 the cause requIrement In Alaska, in other words, to 23 doctor would not have prescrIbed the medIcatIon, if they24 prove cause do you have to prove reliance by a spedflc 24 had wanted to make that an element, they could have made25 physiCIan? Do you have to do that In order to prevail 25 It an element.

PlIge 27
Page 29

I on any cause of actIon In Alaska?
1

And I would agree that In some jUrlsdlctlons2 The answer to that Is you do not. Under 2 it is, but it's not In Alaska. It has to be a3 4S.S0.SS1(b), there is no cause requirement, period.
3

substantial factor, and I'll get to how you would show
4 45.50.551(b) Is like traffic tid<et liability. IF you

4 It's a SUbstantial factor.5 go faster than the speed limit, even if you don't hit
5

ThE COURT: And also how you will deal with
6 somebodyt you have got to pay the fine.

6 ascertainable loss under _7 If in Alaska you go out and as a
7 MR. STEELE: Yes.8

corporation, as a business, you go out and you make
8 ThE COURT: Okay.9

mlsr~entltions that are prohibited, you get the fme
9 MR. SIEELE: Yes.10 whether it causes anybody to do anything at all.

10 ThE COURT: Go on.
11

ThE COURT: Doesnt there have Ix> be an
11

MR. SIEELE: So Rezulin doesn't have
12 ascertainable loss?

12
anything to do with this because it's not OUr theory.

13
MR. SIEELE: That Is under 531(a).14 13

It's not Our theory most signifICantly on the causatlon15 ThE COURT: Okay. I know what you are
14

Issue, whld1ls What we're tlJking about here.
talking about.

IS
Different - we have different causes of

16
MR. SIEELE: Under 551(b), there ~ no cause17 16

actJOIlthan they had In LOUisiana. We have got Alaska
requirement

1718
ThE COURT: So you are IDlking about the ~A, and Alaska failure to warn, and because we have19 18

dIfferent causes of action, there are different elements20 ~te acting as parents patria as Opposed to the state
19

~~~ve, and that is true with respect to the eausatfon
SUing as an indMdual?

2021
MR. SIEELE: Absolutely.22 21

50 Jet me get Ix> OIle point that Is bothering
ThE COURT: Okay.

2223
MR. SIEaE: So In other words, Ix> unconFuse me, and that ~ this: This case Is bifurcated. This24

OUrsetve5 In ttus context, what we have got to look at 23
case IS bifurcated, and the court's order Is the hi I25

Is what's the Alaska law on the causation Issue? 24
on lIablJlty will commence on March the 3rd i!I25

Trial on the Issue was causaUon, whk:h Is
--

- - -
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Pagt!J2
suffered a loss of money or property If the State of l
Alaska received something other than what the State of
Alaska bargained For. The State of Alaska's Joss Is
ascertainable if it is measura~e, 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 Ilkety 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
Joss Is a standing requirement, which like the rest of
the act, must be liberally construed, and that the
plaintiff suffers ascertainabfe loss whenever he or It
receives something other than what was bargained for,
whether better, WO~ or simply dIfferent."

Now, that Is our favorite Rezulin case,
which Is West Virginia Rezulln litigatlon. And there 15
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

So there Is under 531 _

THE COURT: Run that by me again because I'm
having trouble with it. I mean, I would think that what
the State of Alaska bargained for was that they would
pay for the Presoiptions 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, or if they had
no quote, unquote, "truth," doesn't the state get what
they bargaIned for?

MR. STEELE: Not at all. I can get back to
that POJ~t when I talk a little bit about what Ully's
scheme IS, but what the State of Alaska is bargaining
for Is to get a product that is _

THE COURT: I mean, just to interject
another th~ng is ho~ yOu can say they didn't get what
they bargaIned for rf now having had this sdleme
uncovered they are still paying for, asking that It be
used.

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

PISge33 \
1 that Ully was systematically misrepresenting to the
2 people who were prescribing it so that we would have to
3 buy it.
4
5
6
7
8
9

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

PageJI

Now, currently, the theories that we are
pursuing is, as I have said, they have violated Alaska
lJTPA 45.50.'171, so ~Ie're saying that the things that are
~~~merated there that Alaska says you can't do, they

If you yjolate 45.50.471, then you are
subject to penalties under 45.50.551(b) and 45.50.531.
Under 551(b), no causation. Under 531(a), It's
ascemlinable loss.

Now, since we're in Alaska, it would behoove
"'"'Ybody and behoove really to look at what the statute
requres with respect to 531(a). And they are plain
flat wrong in their statements to the court this ~ing
about what it reqUires.

They are wrong as a matter of law. There is
an A1ask2J pattern jury Instruction. 1he Alaska pattern
jury ~nstnJc:tion is 10.04, ascertainable loss defined.
~ IS an ascertainable loss. rll read it, and I'll
put In the State of Alaska SO that It makes sense.

"You have to prove that the Stare of Alaska

_30
1 the issue we're discussing In this motion tor summary 1
2 judgmen~ and damages, ~ schedJled ~ter. The parties 2
3 shall by December meet and confer and readl an agreemen 3
4 on how cisccvery with issues unrelated to liability 4
5 shouJdi"t'COt!d. 5
6 Thls Is an Issue urvefated to the UablUty l5
7 issue. It's a spedfic causation issue, and discovery 7
8 is prtX:Eeding. If they had teed up this motion properly 8
9 with a desaiption 01 what the und~pured Issues were 9

10 and affidavits in support of those Issues, we wouJd have 10
11 tileda56(f)andsaidcfis;colmylsongoi1g,justasthe 11
12 court has said in the bifurcation orner. 12
13 But we're not there yet. The Qlusation, 13
14 spedic causation issues are still being developed. 14
15 Discovery Is ongoIng. And If they ever tee up the issue 15
16 - see, this is the cout's point: What you were asklng 16
17 oounsel was, look. wilen J get the evidence in front of 17
18 me In some comprehenwe form so J can look at It, I'I/ 18
19 dedde ~ It's good enough. All right. 19
20 In Alaska, in order to tee up that issue, 20
2] what they have to do trn., before we're obligated to 21
22 Put In evidence, is they need to do their deso1ptlon of 22
23 what the undisputed facts are and then they need to put 23
24 In their affidavits and then they need to put In their 24
25 evidence. 25

9 (Pages 30 to 33)
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1 And at that pornt In time, we will put In
2 sufficient evidence to create a mabIe issue of fact.
3 But we're not there yet. Oearly, we're not there yet
'1 because discovery is ongoIng with respect to causation
5 Issues.
6
7
8
9

10
II
12
13
14
15
16
17
18
19
20
21
22
23
24
25
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1 So what we are saying with respect to Plige 35 1 compendIa. 37 and a half percent of the presa1Ptl:;~e 37 .
2 warning Is forewarned Is forearmed, so what the counsel 2 that are written In Alaska fit wIth neither.
3 is now and what has been going on since October of 2007, 3 What Alaska thought they were paying for was
'1 Is if you are considering givIng somebody a powerful 4 reimbursable uses of the drug. What Ully did is they
5 psychotroplc drug, then Into the mix you have to weigh 5 went out and they promoted the heck out of

~ : ~s~=:t~ebe~:~~~id~~ you know what the 6 non-reimbursable uses of the drug and we paid for It
8 7 What we thought we were getting was

And number two, if it is appropriate, and 8 reimbursable uses of the drug. What we got was
9 most of the time it Is, then what you need to do Is you 9 non·reimbursable uses of the drug, and we paId for It

10 need to, number one, gtvc them an informed consent about 10 and we want our money back.
11 what the risks of the medication are, and now that YOU 11 So of course, we got something different
~~ ::;:~~~seare, you can. let them dedde if they 12 than what we bargained for.

14 Number two, monitor them appropriately. If 13 THE COURT: Explain that to me. I realize
15 they need a fasting blood glucose, give them a fasting 14 thIs is argument and not evidence, but explain If you
16 blood glucose and then monitor intermittently. If they 15 are only supposed to pay for recognized - uses
17 are at risk for dySjpldemla, check their cholesterol. 16 recognized by the fDA or one of these three compendia
18 And tell them to be on the Jookout for the 17 how Is It that the state paid for things outside of I

19 signs of diabetes, sa diabetes carries with it signs or 18 these three compendia?
2
2

°1 symptoms that the patient can be alerted to, and if 19 MR. STEELE: That's the way it works here in
those pop thel head th 20 Alaska, and that's the way it works most places. We

22 deal with tttem'. up, en wh2:t you can do Is you can 21 have a Medicaid department that Is what It Is and has

23 And there are many ways to deal with them. 22 the resources that it has.
24 ~e are ~t helpless in this day and age i1 tenns of 23 And they do not have the abiUty to deal
25 either aVOicflOg diabetes by changing the medication 24 with ~ls pal'tk:ular issue and they don't So here Is

-=_-~_--_~~_=_~_~_~._~_~_~_,-,=~_=,.J,.,:,25=-how~-':'t:.:wo:.:_~;::: :In:.:o:rd:er~to~h:a:ve~a~M:ed:lca~i~d_~prog~r~am:_'~_wh~_~a~t _

10 (Pages 34 to 37)
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Page 36 •

I and/or dealing wltIl ~ so tIlat it does not cause damage
2 by alerting the patient so tIlat treatment can begin
3 early or the rredlcation can be stopped.
4 50 tile point Is not just should you give
5 people statins or should you give people Zyprexa? The
6 point ~ that ~ should be given witll appropriate
7 warnings SO that you can take the appropriate action. '
8 Now, what happens is they go out and they
9 lie about - what tIley do is they under sell the risk

10 and tIley over sell the uses of the product.
11 That's what they do. That's what this
12 sd1eme is about. Why do they do it? They are doing it
13 for the reason. They want to sell more of the product.
14 They want to sell more of the product to who?
15 They want to sell more of the product to the
16 State of Alaska. 70 percent of Zyprexa Is bought by tile '
17 State of Alaska. ill tIlese 70 per<ent tIlars bought by ,
18 the State of Alaska, about 37 and a half percent of
19 those prescriptions are not only off-label, they are
20 outside of compendia.
21 There are oompendia. The compendia tell you
22 What the off label recognized uses are of the drug.
23 In order to be reimbursable under Medicaid,
24 you have got to fit within either the approved
25 Indlcatlons by the FDA, or one of three recognized

I Doesnt that tell me they are getting what tIley
2 bargained for, at least in some Instances?
3 MR. STEELE: It doesn't, and, actually, I'm
4 Mr.5tl!eIe.
5 lliE COURT: I'm sorry. I will probably do
6 it - ru probably do that four times, but I'm sorry.
7 MR. STEElE: Irs no problem. Forewarred is
8 forearmed. The point of a warning Is so that a problem,
9 If it appears, can be addressed appropr1atety, but there

10 Is allldnds of adds for statins on the market
11 For example; Upltor. And when they do the
12 ads and say, "Ask your doctor about Upltor," they say,
13 "Lool<, ~ while you are taking th~ statin you get
14 unexplained musde pain or weakness, tell your doctor."
15 That's a warning, right? Now, are we
16 saying, "Gee, if there was - that warnIng didn't come
17 with the statln, then no problem, statins would be just
18 great. II Statins have lots of uses. They are going to
19 lower your cholesteroL With some of them, they are
20 going to make it less likely that you have a heart
21 att>ck, but tIlere Is no benefit to you of being
22 misinformed about what the Iisks are.
23 And If you, while you are taking your
24 statlns, develop unexplained musde weakness, then the
25 problem can be addressed. All right?

.... 31
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So you go, well, let's see. How do I get Page ~l !
out of this if I'm the defendant? The way that I get
out of It 15 I say we have got to depose every single
doctor and every single patlent in the state because
they know we can't do It. They know that It makes it

too onerous.
That's why, dlscusslng 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 peopte without a remedy.

That's why. Thars 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
~asive 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.

It 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 firsHne drugs with less
risks having been used.

Page 10

Under the strict liability failure to wam,
there Is a comparative fault Issue. We have to prove
It'S a substantial factOr. If they want to say It's
somebodY else's fault, they can do It.

50 If they want to, they can do It, but,
lOOk, one of the things, one of the Issues that we have
briefed, Your Honor, Is, look, If somebody comes Into
yours jurisdictlon and they behave obnoxiously and they
lie about their warning and they promote the drug for
all kinds of things that they know it'S not useful for
_ let's assume my hypothetical.

Okay. Tha~S what they do. They lie aboUt
your risk of getting a life-threatening disease that
will either kill you, cause you amputations, cause you
to go I>lnd. They lie about It. They do It a lot.
Thay talk to eNeIY 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 Irs good for, and they tell them
It's good for this, and It'S good for that, and they

know It's not good for that.
50 tha~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

1 THE COURT: That's my hypothetlcal. I don't 1
2 know whether It's effective or not, and that's my 2
3 hypothetical, Is that - and then the question will 3
4 become how do we know for an individual patient whether <:1

5 these non-rompendia k>sses that you _. ascertainable 5
6 losses that you are asking for compensation for gave the 6
7 patient no benefit or whether it gave the patient 7
8 appropriate benefits and whether it fit withIn the 8
9 compendia or not as prescribed by a doctor who continued g

10 to use It seeing that it benefitted the patient? 10
11 MR. STEaE: In part,. that's a Dalbert 11
12 QUestion, but let me give you an example. It's a lot 12
13 easier if we take an example. 13
14 One of the things that Ully did is they 14
15 camealong- 15
16 THE COURT: let me ask you another question 16
17 with that, wIidl may get a little far fetched but I 17
18 think it gets to some of the concerns I ha~. 18
19 Under this theory, does Ulty have the 19
20 ability to bmg In the doctors and the patients 20
21 basically for subra of some sort? 21
2.2 MR. STEaE: Well, they can claim - In 22

~~ other~, it depends. Under the UTPA, under 531(a), 23

25 ~:~=:; ascertalnable loss, it's not a comparative 24
25

11 (Pages 38 to 41)
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1 roo have go to do Is yoU have got to comply wtth a set 1
2 of-'1 regulations that patterns eNeIY Medicaid 2
3 program. 3
4 Under-'1 regulations, something Is a 4
5 covered outpatient drug d ~ is an on label use or it 5
6 fits wtthln one of the compendia· Okay. That's hoW ~ 6
7 works 7
8 TIlE COURT: Are roo tellln9 me that - I 8
9 mean, suppose one of these non.-eompendia uses is 9

10 effecIjve for a patient Ale you tetling me that the 10
11 state Is dalmlng as damages a drug that a patient has 11
12 been taking, is being effectiVe for them, but beCause it 12
13 dldn't rail within the right categories, you shouldn't 13
14 have to pay for it and that's damages in this case 14
15 because they promoted this usage, which in my 15
16 hypOthetical tums oot to be effective? 16
17 MR. STEELE: No. Number one, It's an 17
18 ascertainable lOS'S, Mght, beCause, look - 18
19 ntE COURT: Mr. Steele, it sort of sounds to 19
20 me like an insurance company who says, 'We'll pay for 20
21 that operatton/ and then after you have the operation 21
22 and It saves your life is now saying they are not going 22

23 to pay. 23
24 MR. STEELE: But what the court Is assuming 24
25 is that it's effecbve. 25
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1 antlpsychotlcs.
2 Primary care physldans are not. They are
3 more naive. They don't treat very many people in that ;
4 category, and they are scared of powerful
5 antipsychotlcs.
6 So sInce there is only so many
7 sdlizophrenics and only so many blpolars in this world
B how are we going to sell Zyprexa and make up for the'
9 fact that Prozac is going off patent and we are losing .

10 our big money drug? Well, we are going to sell the heck I
11 out of Zyprexa to primary care physldans.
12 SO what do they do? They Implement the
13 strategy, and tt1ey implement It right here In Alaska
14 and their call notes prove that they did. '
15 TIiE COURT: Well, the call notes say
16 something. Mr. Brenner's point about .-
17 MR. STEELE: We'll get them Interpreted.
18 TIiE COURT: I mean, that's why --
19 MR. STEELE: We'll bring In an expert that
20 states what's going on. We'll bring In the drug reps
21 that say thIs is what's going on.
22 . We deposed the head guy who develops thIs
23 S01pt and develops this program and we say look are
24 the drug reps reqUired to go out and spout the Ull~
25 I1ne? Are they required to go out and say these things

ORAL ARGUMENT

P~ge 45

larely.
You need to talk to her about Zyprexa, which

is useful In treating complicated mood disorders.
That's the metaphor that they went In to Alaska doctors
and over and over and over again, if you look at the
call notes, they are talking about r talked to the
doctor about Donna. J told hIm that Donna needs this
gentle, safe and effectlve psychotropIc,

Well, that Is a total crock, If you take
the head Ully people and you sit them down and you
describe Donna to ttlem and say, "Does Donna need
Zyprexa1 Does she need a powerful antipsychotic that
may cause her to get diabetes," they will say, "No way,

no way."
And do you want to be giving drab housewives

a powerful and expensive antipsychotic for something
where Zyprexa Is In no way thought to be effective by
anybody and risk giving them diabetes, but that's what
these guys are doing.

SO, you know, If you look at what they do,
it's a situation where they develop a battle plan, they
develop a plan of action. So we have got Zyprexa, ;
pl1mary care strategy and Implementation overview, what I
they are doing Is this: The psychiabists are
relatively sophisticated with respect to the uses of

So you can tell from the data v.mt the
doctor Is doing by looking at the disease
dassffiGJtion. And you can know what it Is that he
presa1bed, and you can know what he prescribed before.

So if the patient was on Rezulin, it will
~~r in the recDrds, If they are switdled to Zyprexa,
It wlll appear In the records. You will know what the
d~gnosiS Is when it appears in ttle records, so it's not
~ifficutt to tell what it's being prescribed for, which
~s wh't:~ look CIt the data and which is why we tabulate
it statistically and describe what the heck Is golng on.
. NOW, let's tak.e an example, okay, because
It'S hard to talk about thIs in a Yaruum. There Is a
metaphor that Ully used. The metaphor Is Donna the
~rab housewlfe. And Donna the drab housewife shows up
~n VO'~r office and she is kind of drably dressed. She
IS a Single mom. She has been having trouble sleeping

1 the prescriptions for.
2 The stlJff that hasn't been produced Is stuff
3 that an expert that they said we would like to have this
4 and look at it and see if it's helpful, that's a big
5 pile of stuff, and I think It's being Fed·Exed today. I
6 think that's the day we - the 30th is the day we agreed
7 to do;t. t think It will get there on the 30th or the
B 31st.
9

10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25
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1 There Is these off use labels. There Is 1
2 theSe what nat.' I'm hearing are, and 111 call 2
3 non-compendla uses, whim seems to be may be different 3
.., than the other ones and may be the same. 4
5 HOW, withoUt knowing what a doctor used the 5
6 drug fOf, can you separate any of those? 6
7 MR. STEELE: We know what the doctor used 7

B tl1e drug for. 8
9 THE COURT: But don't you have to talk to 9

10 the doctOr as to do you knOw whether the doctOr _. 10
11 whether It's a second or third or fourth? 11
12 MR. STEB..E: Sure, you do. 12
13 THE COURT: Okay. 13
14 MR. STEelE: The MedicaId data Is voluminous 14
15 and In the Medicaid data, the doctor 15 required by law 15
16 to say what he 15 treating the patient for. They are 16
17 called 10>9 codes, international disease coding. 17
18 THE COURT: This is the MedicaId data that 18

19 hasn't been produced yet? 19
20 MR. STEB..E: Oh, no. TheY have In large 20
21 measure the Medicaid data. In other words, there is 21
22 enough fo,edicaid data that they am rook at what the lC09 Z2
23 codes were that the patient was being treated ror, what 23
24 the d!scases that were being treated for and what 24
25 presoiptions they were given, how long they were given 25
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THE COURT: But, again, I mean, 1 don't want
to get into the, as you put it, the other side of my
hypothetical. What my hypottletlcalls really asking Is
how 1 know what's the other side of the hypothetical and
what's the hypothetical, and how do you know that jf you
don't talk to the doctors?

. MR. STEB.E: 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 speciRe kind
of cause. It's a spedflC type of cause. 1 made a
fraudulent mIsrepresentation. You relied on it and you

Page"18 .

1 minute. These are damage depositions, next trial
2 depositions. We'll get to that later." And that's
3 right. we'll get to that later.
4 Dlsmvery is ongoing. If they want to
5 notice those guys up, If they want to ask them those
6 questlons, help yourself. I can't walt. I can't wait.
7 Now, It may be that like some doctors Uley
8 will say, "I don't remember what was said," They visit
9 them 20 times a month, you know, every month. My God,

10 they spend millions of dollars sending this Army of drug
11 reps out to read a script that they prepared in
12 Indianapolis.
13 I don't know whether the doctor will
14 remember It or not, but If they want to ask a few of
15 these guys some questions, bring it on. We'll ask them
16 whether they wanted to know the truth or not.
17 TIlE COURT: Okay.
18 MR. STEELE: So here Is what these guys did:
19 Because the poInt Is they know who is buyIng thIs drug.
20 We buy 70 percent of it. They know It's expensive.
21 THE COURT: Mr. Steele, I don't want to get
22 too much Into kind of what the versIon of the evidence
23 that t haven't seen, And I'm sure Mr. Brenner 15 dyIng
2"1 to tell me the other side of the story, but what I
25 really want to focus on 15 the Issues on summary

1 this way you can do it. Have they done it? No. Page 47 1 judgment and what Impllcatlons that mayor may nc:a~::: .
2 We had a whole bunch of depositions set with 2 for discovery and how this trial should proceed.
3 physldans that were Alaska physidans that I thought 3 MR. STEELE: This address Is sort of the
4 was going to be about this Issue, and what they did is 4 opposite sIde of your hypothetical. In other words,
5 they called up my colleague, Mr. Sanders, and said, II 5 were I to read this, It would become very clear to you
6 Gee, these are second trial depositions. Let's cancel 6 that what these guys did was target 60,000 prescribers
7 them and do them later.· 7 who were primary care docs.
8 So they could have done this. You told them 8 It's a situation similar to like they get
9 way back when when you did your order you can do it. If 9 them to gateway drugs like marijuana, you know, 50 It's

10 you want to defend yourself in this way, you can do it. 10 - this Is how you do it, you go mental disorders Is
11 They just haven't done it 11 intentionally broad and vague, Provide them latitude to
12 And the fact is, that's right, you said you 12 frame the discussion around symptoms and behavior other
13 can have discoVery in this area. 13 than·-
14 THE COURT: I thought there was a change in 14
IS tha~ IxJt maybe rm wrong. IS
16 MR. STEEl.f: Say it again. 16
17 TIlE COURT: I thought I then limited that 17
18 again, but maybe I'm wrong. Go on. 18
19 MR. STEELE: Welt, what you said was Ully 19
20 can pursue this question of asking doctDrs questions. 20
21 If the state needs to ask the discovery master for 21
22 reasonable fimtations, the state can. 22
23 . We never got that far because they set the 23
24 depos«:ions and then they said - called us up having - 24
2S everybody made their travel plans and said, "Walt a 25

......
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1 to the doctor? Yes.
2 Are they prohibited from saying it any other
3 way? Yes. Is part of their job to do it? Yes. Do
~ they have a script? Yes.
5 We have got the script. We know what they

6 have to say.
7 THE COURT: Shouldn~ I, again, rt!Vlsltlng
8 pr1o< _sionS, let Ully depose the _ to say
9 what were yeo told In this .scriPt? Did they realty

10 tollOVi the S01pt? What Impact did it h~ve on yeo?
11 Why - if these are the (DlTlmunications that
12 caU'Sed the VlOlaoon of the UTPA, shouldn't I do more
13 ttlan let an expert interpret a saipt? Shouldn't t know
14 from the people who receved the communkatloo that
15 VIOlates the UTPA exactly what they received?
16 MR. STEELE: It Is possible that evidence
17 from a selected group of doctors, It is possible that
18 evidence from a selected group of doctors might produce,
19 might produce some relevant and admissible evidence.
20 You and I had thiS diSD.lSSion before. Okay.
21 What I'm saying Is don't burden us too much. Don't make
22 it Impossible for the state to pursue a remedY for this
23 obnoxiouS oonduct.
24 What you told the defendants and what you
25 said in your order Is if you want to pursue discovery In
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1 cfJd something, I was damaged. 1 in Alaska, ;:,nd they did the prohibited acts. It's going

2 It's 1I nd of causa on. There are other 2 to be very, very dear to everybody, because it's

3 nds of causation. EV3Ybod'f knows mat Ulty ts 3 obnoxious what was done here.

q spending millionS of dollars. They have a carefully q So 1don't think that we have to worry

5 crafted message. They send an Army 0 people out to 5 really about teeing up the causation issue until after

6 dellYel" the message. 6 the first trial, and it can be teed up. Md the court

7 They get In the doctor's office and the call 7 is correct, If they want to tee the issue up, if they

8 notes show that they got In the office. They delrver 8 want to depose a few doctors within reason, let them do

9 the message to the doctor and then the doctor behaves In 9 It and they can put in their affidavits and they can --

10 a partiOJiar way. 10 tf they can get a doctor to come in and say we were

11 That is a substantial cause. What II warned about aU the risks that were known and knowable,

12 difference does it make whether we 0111 that thing 12 and say thafs not an Issue, our warning is fine, If

13 reiiance or we don't? There is no smoker In the world 13 they can get somebody to do that-

lq who stitrted as a kid who Is going to come in and say, -I 14 Jmean, look, to know what the risks were

15 relied on Joe camel to sti!rt smoking,- but everybody 15 what do you need? You need fasting blood glucose or

16 knows that dgarette manufacturers are using cartoon 16 random blood glucose. Well, that test has been around

17 characters to Increase the sales of their product In 17 since about the 40s. You need to check for the lipids.

18 ctllidren. 18 That test has been around for 20 or 30 years. And you

19 TIle head of Utly is a marketer, not some 19 need a scale to weigh the people.

20 researdl sdentist. It used to be true that the drug 20 Well, It's a led pipe dnch that these guys

21 companIes were run by research scientists, but they are 21 did not warn about the risks or - (indiscernible). And

22 run by marketers and the marketers know, guess what, 22 then what they did Is they misrepresented that In their

23 marketing works. 23 warning. And then what they did Is they sent an Army of

24 So what they do Is they go out, they develop 2q drug reps out Into the field to lie about it. And then

25 broad-based schemes, they spend millions of dollars to 25 what they did is they generated off label, off~compendla :
;
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1 carry them out, they are successful, and then they come 1 prescriptions to the tune of almost 40 percent In Alaska

2 In to Alaska and say, ·You can'l win unless we can talk 2 at $10 and $15 a pill.
3 to every doctor and the doctor will say I relied.n 3 That's what it's about. That's what the
q That Is completely antithetical to the q case Is about. And whether some doctor will come In and
5 spirit of the VTPA,. which Is a remedial statute and 5 ~y, ·Wow, when I wrote this prescription in 1999, I
6 which under 551(a) has no cause requirement, or under 6 didn't rely on or I did rely on what I didn't know/
7 531(b) has a cause requirement that Is simply 7 what difference does it make really?
8 ascertainable loss, meaning you didn't get what you 8 I mean, that testimony, you look at It In
9 thought you were getting. 9 the Individual cases and It doesn't ring very meaningful

10 It Is a very low standard. And not only 10 to me. You have got to do it In some jurisdictIons.
11 ~t, Your~, once you have knOWTl you have got some 11
12 kind of ascert2unable loss, in other words, you don't 12

But, look, promoting, marketing,
advertising, ft works. It's effective. We all know

13 have to show that every prescription was one that caused 13 why, and it doesn't matter whether a smoker oomes In and
14 us a loss, it just has to be an ascertainable loss. jq

15 Now, after we have 90t to ascertainable
says, nr relied on Joe Camel." It doesn't matter. And

15 It doesn't really matter, in my opinion, here.
16 loss, meaning we didn't get what we paid for, either 16
17 bener, worse or different. then irs a minimum of 17

And if they want to try to bring that In

18 $1,000 per violation, so f!'iery bme you 90 in and you do
le~ t:tI~m try. We're not there yet, so that's wh~t 1

19 the act. there Is an ascertainable loss, it's $1,000 to
18 thInk IS gOlOg on here.

20 $25,000.
19 It's really simple. Rezulln has nothing to

21 50 rt's not $1,000 to $25,000 pee
20 do with us. The case Is bifurcated. The issue will be

22 ~Inable loss. It's $1,000 to $25,000 per
21 teed up after the first trial. And as a matter of Jaw

23 protllbtted act. That Is a lot of money. And when we
22 these guys are wrong about what causation is und~r

2q get done WIth the first trial, it is going to be very
23 Alasl<alaw.

25 dear that these people repe2tedty violated the UTP here
2q Look, It's legal cause. It's not proximate
25 cause. It's a cause, not the cause. And it's a- - -- - .-
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1 substantial factor. It's not the only factor. They are 1 have to do that.

2 just wrong. And they are wrong about what ascertaInable 2 The state continues to say, "UIIy, go ahead

3 loss IS, whlch ls really something wooe, better or 3 and take doctor's deposItions." We took two. The state

q diflerent
q dId not ask a single question, but It's not our burden

5 THE COURT: Why don't we let Mr. Brenner 5 to show either ascertainable loss or proximate cause.

6 respond? Mr. Brenner, I know that you are dying to tell 6 I think Your Honor put your finger right on

7 me your side, but please _. 7 \t, particularly on ascertaInable loss, What do you do

8 MR. BRENNER: t will not, Your Honor. What 8 with a doctor who knowingly used the drug off label.

9 I will say ls there 15 a lot of baIt, but you will 9 Many psychiatrists did, and had a great result for his

10 forgive me If I don't rtse to It. 10 patient. The patIent was cured, no harm.
11 THE COURT: That's okay. What I would like 11 That would be a very odd cause of action.

12 you to respond to are basically two things. If tt1ere 12 That would be a very odd form of compensable loss.

13 are other thlnqs yoo want to respond to, please do. 13 Indeed, I think It wouldn't be ronslstent with due

lq The tnal has been bifurcated to put the H process.

15 causation issUe down the road and discovery on the IS But this amalgam approach, that is what the

16 causation Issue down the road. Doesn't your motion 16 state 15 .- (Indiscernible) - and that somehow can be

17 fl211y go to the causation Issve? Thars my first 17 worked out later. It cannot. respectfully, It cannot.
18 question. 18 Prox1mate cause and prescription medidnes
19 And then second, 'NOU1d you - the state has 19 In Alaska and elsewhere always comes down to the doctor.
20 strongly argued that whatever the laws In other cases, 20 We have deposed some cIoctofs, but the reality Is, as the
21 Alaska law has specific elements or requirements or I 21 discovery master and I think •• (indiscemible) _.
22 suppose less stringent requirements than some other 22 ruled, we could not get any records. That Is not a ,
23 places do and they talk about Pr1nce and they talk about 23 particularly efficacious way of taking a doctor's
24 Upjohn, and why don't you talk about how that .affects 2q deposition to understand the target has changed
25 thlsmotion? 25 ~Ightly.

Page 55 Page 57
1 MR. BRENNER: can I take them In reverse 1 Design defect used to be the crux of this
2 order, Your Honor? 2 case, and I could be so presumptuous to make thIs

,
3 THE COURT: My way you want. 3 comment, Your Honor. Maybe that made sense to have a
q MR. BRENNER: Proximate causation. This is q bifurcated trial and risk versus benefit, but that's out
5 not a dgarette case. It's not a consumer product case 5 of the case now.

I

6 of any type. 6 And you cannot - I disagree with
7 The consumer, if yoo will, is the doctor. 7 Mr. Steele. You cannot s1mpty extract causation from
8 And I don't befieve Alaska law is contrary to the 8 the fallure to warn case, because to establish failure
9 prevailing law in every jUrisdiction of which rm aware 9 to wam you have to show that the drug caused a problem.

10 in the United States, which Is because of the unique 10 ihat's what would make the product Inadequate.
11 pl.ace in the marketplace of prescription drugs, the 11 It can't be as neatly severed as the state
12 effect of the warning must be measured on the physician. 12 suggests. I thInk those are both the Issues Your Honor
13 And I don't believe Shanks is in opposition 13 raIsed.
H to that. It's just an issue that was not presented H . Unless the court has other questions, I'll
IS squarely in Shanks. Jt is what does proximate cause IS
16

Sltdown,
mean in the case of a waming case? 16 Thank you, Your Honor.

17 Any other consumer product case in Alaska 17 THE COURT: I'm going to take this under18 ~ elsewhere, you have to show the wamlng had sdme 18
19 ~mpact on the user. Here, for these purposes, the user

submission and I'm ••

20
19 MR. STEELE: Mr. Sanders asked me to remind

21
IS the doctor. You cannot take the doctor out of the 20 the clerk that on page fIVe of your ruling on

22
equa.tion, and we cannot do it in an aggregate way, and 21 plaintiffs claim of proof what you said was the manner

23
that IS aU the state has offered to us at every phase. 22 I~ whIch the state intends to prove Its case should not

2q
And that's why, jump a little bit ahead 23 hmlt UlIy's method of defending against the state's

here, Your Honor, that's why it is right now, not after
25 so called phase one, because the state has saki we don't

2q d~lm. Ully is free to obtain discovery In accordance
25 With the rules of cMI procedure.

~

~
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MR. SANDERS: No, not really. I think the
case, you oould have a jury in a day, but what I'm
trying to do Is for purposes of planning just assume
that we'll have one day or a little bit more for jury
selection, one day for kind of administrative Issues
that are going to come up. I'm sure 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 J was suggesting Is It 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 stare, you can assume that
Thursday morning is the soonest you have to put on
witnesses. That's !dnd of what I'm suggesting.

THE COURT: Mr. Brenner? I 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 .

.... 60

Page61 I
Monday, fill that out, Tuesday begin with jury selection
with the benefit of the juror Questlonnalres, and then
It sounds like -

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

I 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
crlmlnal 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 tr1al gets closer to figure that out a little bit.

MR. JAMIESON: Assuming those issues can be
~orked th~ough.' 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 skles 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

Page 59
1 THE COURT: Don't we have one scheduled? 1
2 MR. SANDERS: We do, but ~'s kind of late 2
3 In the game. Let me just ask you a quick question, if I 3
4 coold for scheduling. 4
5 COuld we pres<.me that the ftm day the 5
6 state needs to present witnesses is the third day? In 6
7 other words, we'. take out the first day would be jury 7
8 seled10n or maybe some - 8
9 TIiE COURT: Hold on a second. Marl<, could 9

10 you ask my calendar to come In? I just need to check 10
II some other things witll that, because J normally do II
12 settlement conferences for other judges on Mondays and 12
13 so that may still be the case. 13
14 J want to let you know what ttlings are going 14
15 on. While that's happening, Mr. Sanders, or whoever, 15
16 remind me of what you are doing to mediate this case. 16
17 MR. SANDERS: What are we doing to mediate 17
18 this case? I'll let Mr. Jamieson or Mr. Brenner speak 18
~~~ ~

20 THE COURT: I do have settlement on the 20
21 thlrd already scheduled, set all day. Actually, I have 21
22 two. It's Judge Joannldes' day, and then the rest of 22
23 ~ week Is fine. What you are suggestlng Is It will 23
24 likely take two days to pJck a jury? Is that what you 24
25 are suggesting? 25

"'.58
1 Both parties, if necessary, may request ttle 1
2 COU1t or the discovery master to impose appropriate 2
3 limitations. 3
4 That was the doctor deposition section. You 4
5 mid them they could do It. 5
6 lliE COURT: Okay. I'm going to take th~ 6
7 under submission. I'm going to wait until the 7
8 supplemental briefing Is done anyway, and so you are not 8
9 likely to get a ruling from me on this motion until end 9

10 of Fel>uary. 10
11 Mr. sanders? 11
12 MR. SANDERS: I don~ want to be 12
13 presumptuous, but there is a }ot of fire power in this 13
14 case, as you can see from at the pro hex: attorneys. 14
15 THE COURT: I think Pepper Hamilton I have 15
16 got half of the finn pro hoc. 16
17 MR. SANDERS: And obviously there will be a 17
18 planeload of people coming from Philadelphia perhaps. 18
19 There will be people coming from allover the United 19
20 States. We have got people in SOuth carolina, Texas, 20
21 Utah, on and on. 21
22 Presuming that the case is going to go 22
23 forward on Mard"l 3rd, that the court Is not going to 23
24 grant summary judgment, it might be helpfulln terms of 24
25 scheduling if we could have a pretrial conference - 25
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Page 64 :_62
designations will be decided later.after that V«>lld be the state's first witness. 1 :1

2 We would like to know that sooner rather2 Does that sound like a reasonable fMn for
3 than later because presumably we're gor~ to spend3

Your~~ COURT: J mean, the JlKY would come In 4 15 days trial time playing depositions to JUrors.4
on the third, be down in the jury room, iii out your 5 And then the second Issue would be are you5
questiomalre tum it in to everybody. You wouJd have 6 goIng to conduct Oials to fridays?6

7 THE COURT: Yes.7 the benefit of'that We would start jury selection on
8 MR. JAMIESON: And then is the 8:30 to 1:308

the fou~ecInesdaywould be openings and any other 9 -9
Issues we need to take up. And then we would start the 10 THE COURT: The only restrictions you will10

11 have is if I have already scheduled some settlement11 trial Fridoy, TIlI",;doy and Friday. I ha"" wtlafs .
12 conferences for other judges on Mondays, because I get a ,12 supposed to be an all-day meeting on somettllng Friday

stlght reduCUon In case load in exchange for doing13 morning, but rm golng to ca~ that if this case goes. 13
14 The week of the 10th, nght row, that Monday 14 other people's settlements, so I Feel obligated not to

Is free and Pm going to put something to try to hold 15 tie up, un~ I'm free on those Mondays, to tie them up15
16 with this case, but everything else that J mIght have16 lhat.

17 Tuesday and Wednesday are free. I'm 17 during the week. J will try to move.
18 suPJX)Sed to have II two-day termll1aoon trial starting 18 You will definitely go on Fridays.
19 that Thursday, but ru find another judge to take those 19 MR. JAMIESON: And we'll go - we won't be
20 as well. And then Saint Patty's day, Monday the 17th, I 20 going full days?
21 do have a settlement conference set on Monday morning, 21 THE COURT: 8:30 to 1:30.
22 so we might not go that day. 22 MR. JAMIESON: And Your Honor, I do have one ,23 'The rest of the week is totally dear, so, 23 dtatlon to advise Your Honor of. it's Meyers versus
24 again, I'm not sure yet. I dont have a dear 24 Alaska Psychiatric Institute, 138 Paclflc 2nd 238.

I25 understanding from you as to how long this first phase 25 THE COUR.T: J know the case.
:

p... ., Page 65 \
1 of the 01al 15 goIng to take. 1 MR. JAMIESON; Involves the forceable
2 MR. JAMIESON: That actually raises a point. 2 medication.
3 One of the things that we have talked about Internally 3 THE COURT: I know the case.
4 Is the state's deposition designations. 4 MR. JAMIESON: Okay. Thank you.
S THE COURT: Well, I know that I have gotten 5 THE COURT; Again, there was some suggestion
6 big stacks from both of you under seal and I haven't 6 that lile pretrial that we have for the 2200 might be too
7 looked at any of them yet. 7 late, but I don't get back In the office until the 19th,
8 MR. JAMIESON: One thing we have done, just 8 Mr. Sanders, so I'm not sure how I could move it up.
9 sort of back of the napkin sort of estimate! if the 9 MR. SANDERS: Just in terms of broad10 state truly Is going to play ail of tile portlons of the 10 plannIng, I'm assuming that roughly the trial that we11 dep::lSitioos that it has designated, that's probably 15 11 have got laid out 20 days is going to be divided12 trial doys aJooe. And we're COflCemed about tile length 12 possibly in half?

13 of the trial if that's realty how It's going to go. 13 THE COURT: Right, except it was 20 days for14 If it's not, I guess we would like to know 14 the whole case when we first set this, so is It now a15 really - 15 20'day trial for just liability without causation?16 THE COURT: Given that this was originally 16 MR. SANDERS: Probably. I don't know. I17 scheduled for a 20-day trial for the whole kit and 17 mean _.
18 caboodle for total with half of it allocated to ead"l 18 THE COURT: I'm going to tell you this, when ,19 side! the state will have to give me some Indication _ 19 we have our pretrial, I'm going to expect each side to20 I want both sides to be able to give me some Indication 20 tell me how long this case is going to be and I have21 of how long tI1eJr case Is going to be. 21 been knovoin to keep time, and I will.22 MR. JAMIESON: And I think that just raises 22 I mean because the - I mean, I need to tell23 the tssue of the destgnations may have been the product 23 the jury how long ther Jives are going to be disrupted,24 or we have got a designation deadline, let's over 24 and so I need to know that.25 designate just to be on the safe side and that the true 25 MR. SANDERS: No question about that. Just.. -- - . -- --
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I in terms of what Mr. Jamieson was suggesting was that I of the private 9lJY'·

2 OO'N the state is coming in here thinking they are going 2 And I don't think that's fair to jurors to

3 to have 20 days for their case. I just wanted to make 3 do that If you guys haven't made an effort. And so

~ dear, no. I mean, we understand that - ~ that's going to be a question I'm going to want to know

5 WE COURT: And 1 will probably - I'll say 5 what you have done.

6 that it would surprise me greatly if the state took 6 MR. SANDERS; So, I mean, based on what you

7 15 days of just playing TV depositlons or reading 7 are saying 1 think what J'm going to do Is advise the

8 deposition. I would be surprised if tt1at happened. 8 trial counsel, lead trial counsel they need to be here ,
9 MR. SANDERS: I think Mr. Jamieson needs to 9 on the 22nd, because if I hear what you are saying .-

10 llJTT1 the- 10 THE COURT: Again, they can - I'm happy to

II THE COURT: They are entitled to know what II have the questions, you know, happy to talk to the

12 depositions are really going to be used. If you 12 speaker, so people can make that determination.

13 designated 15 days worth of depositions and you are only 13 MR. SANDERS: I want to address the question

I~ going to spend three days reading depositions, they need I~ of settlement In a minute, but before that, this is

15 to know whidl ttvee you are really going to do. That's 15 going to be a very technologically-orlented presentation

16 certainly fair, and vice versa. 16 by the state.
17 MR- SANOERS: Okay. Can I Just ask yeo just 17 Who would we talk to about the mechanics of
18 because f!!VeIY judge does this a little bit different and 18 that, what we can use, what we can't use, how do we set I

19 I have got lawyers that are flying up for these things 19 it up, break it down every night, those kinds of ,
20 and sometimes it may just not be necessary for them. 20 questions? I'm not sure whether you are the person or
21 What do you want to take up at that pretrial 21 ..
n conference on the 22? 22 WE COURT: Actually, Mr. Boardman, do you
23 THE COURT: The pretrial conference on the 23 want them to talk to you first about getting things set ,
2~ 22, I want to •• I'll talk to you about how I pick a 2~ up in the courtroom or should they talk to lS? i
25 jury so you know what that process is. 25 UNIDENTIFIED SPEAKER; r can contact IS.

Page 67 Page 69 I
1 I'm going to let you know that I let jurors 1 THE COURT; I mean, why don't you use
2 ask questlons and how that process works. And see if 2 Mr. Boardman as your point person. It may well be that
3 there are technological Issues or any other things we 3 some of your questions as to whether something can be
~ need to talk about about the courtroom and how the ~ done In the courtroom need to be dealt wlth with ]5.
5 courtroom Is going to be used, and exhibits. 5 The other thing is you will need to .- to
6 Part of it is answering questions. Part of 6 the extent that things need to be instilled in here - I
7 it is to let you know what my practices are. If there 7 mean, J know there are some phone calls we got that were '
8 are tNngs we got to take up and resolve before the 8 sort of _. from Mr. Jamieson's firm that seemed to be
9 trial actually starts, then fm going to want to at 9 vague and we didn't quite understand what it was.

10 least know what they are and see if we can either deal 10 We took it to mean that somebody wanted to
II with them or figure out where we are going to take some 11 use video conferendng for today, and we didn't quite
12 time to deal with that. 12
13 It's as much for you to know what my

understand that.
13 MR. JAMIESON: Your Honor, that appears to

I~ ~ are golng to be for picking a jury for hO'N the l~ be a mystery on our side. We don't know where that call
IS mal WIll be conducted for those kinds of things as it 15 came from.
16 is - but also It'S to dear up any pending stuff and 16
17 ma~ sure the trial Is goIng to go - I mean, this 17

THE COURT: My secretary Is now on vacation

18 mooon and what the fallout of this motion wlll be Is 18
and won't be back for a while, but she took the calls

19 not dear to me. 19
and I'm not sure that it didn't come from somebody

20 I need to see your briefing and how that's
Initially In Philadelphia, but to the extent that things

21 all g~ng to work. And I will - I mean, I think I have
20 are going to be installed, we got to figure out when

22 m~tion~ this before, but I am extremely reluctant to
21 it's going to be Installed and that will be an issue too ;

23 brlng in Jurors whether it's 10 days, 20 days or
22 that you wIll need to check wIth.

2~ whatever days, If there hasn't been some fOfTTlal
23 But you can use Mark here as the sort of

25 settlement negotiations with a settlement jUdge or one
2~ ~!nt person and he'lJ get it •• part of the question
25 WIll be when can you get things Installed and I'm not. - . -- ------ _.

..
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1 There will be 22 people. We will move these
2 tables. We will have chairs In front. We'll have more
3 chairs at the side so we can seat 22. And each side Is
4 rree then, and we'll all figure out how mudl time you
5 need given the complexity of the case and Jury
6 questionnaires and this sort of stuff, but I'll giVe you
7 a certain amount of time to question those 22 tn the
8 box.
9 And you can use whatever method you want to

10 use. You can individually question them, what I call
11 the old-fashioned method, or you can use the Oprah or
12 Donahue method, where you Question the whole panel and
13 have people raise hands and ask questions.
14 You are free to use whatever method you want
IS to, and as people ask queStions, you can challenge them
16 for cause and we'll take those up and make rulings.
17 And if we need to, bring in somebody else.
18 I assume that with something this size, before we even
19 get to that, I'm going to - there Is the statutory
20 questions J ask. And one of the questions J ask: Is
21 whether or not anyone has a hardship or an emergency,
22 and I define that.
23 And I'm sure that a lot of people are going I
24 to pop up with that, and I'll get some idea of that, but
25 unless It's really clear to me, I usually save those

Pltge73 ;
1 challenges to see If they get In the box and what the
2 nature Is and then we tak:e them up, dependIng on how the
3 selection Is goIng, and I may excuse some of those.
q But eventually we're goIng to have 22 people ;
5 all past for cause that are in the box, and when that
6 happens, I bring you aU back Into my chambers and
7 starting with the plaIntiff they exercise their flrst
8 preempt, you exerdse your first preempt, and I mak:e you
9 use all four, because I want to get rid of the extra

10 eight so I only have the 14.

~~ So that's~d once that's done, we have got our panel.

13 MR. JAMIESON: That Is the Gleason method.
14 TIfE COURT: Okay. That's the process that
15 I'll use. I thInk: - well, r still am not dear how
16 long It will be, but I thInk: having two alternates
17 should be sufficient Usually In a five'day bial
18 nobody gets - has problems, but to the exten~ everybody
19 Is reany worried about that we'll think about Whether
20 or not we need three alternates or not.
21 And again, the alternates, you know, If
22 somebody gets side or has an emergency and stuff they
23 get excused, but if we have sbll got more than 12 ~en
21 the case goes -- is ready to go to the jury, then after
25 dOSIng and Instructions, we just randomly pick the

It [s possible that on February 27th, I'm
going to be: at one of the dlief justire's, something the
due! justice has that's going to be an all-day thing,
and so if that's the ease, tJis rourtroom will be free
all day Wednesday the 27th. That is SliM up In the
air, but right now, that day Is totally blocked out on
my calendar.

Other than that, I tend to be on the bendl a
lot. And so finding the time for installation - but
we'l work it out.

MR. SANDERS: In terms of the settlement
potential, Jwould say it's way above my pay grade in
this case. I mean, these people have been worldng I
guess you could say against each other or for each other
or WIth each other for years.

Maybe somebody else can speak: to - I mean,
if you want to set a date now, I can safely say that we
will be there when we're expected to be there, but maybe
UUy can-·

THE COURT: rm not going to set a date now.
This is what I'm going to say: If you come in for
trial, and so I'll ask the question again at the
pretrial, but if you come Into trial and I say what have
you done to settle this case, have you had a sett1ement

_70
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1 conference and everyone says, nNo, I'm going to send
2 everybody home until they have the settlement
3 oonference,n so I guess the order is before I'm going to
'1 require a JUry to come in for ten or 15 or whatever
5 number of days It's going to be, I expect that there
6 will have been a mrmal effort to settle the case.
7 And if that doesn't happen, I'm not bringing
6 In the jury.

9 MR. SANOERS: Okay. Thank you.
10 THE COURT: Arty question from the defense?
11 MR. JAMIESON: Yeah, Your Honor. Thank you.
12 Just one, Your Honor. Could I get a sneak: peek at your
13 jury selection method? Is it more or less the same as
14 Judge Gleason?

15 THE COURT: I don't Icnow what you mean by
16 that, but I win tell you what I try to do with a
17 two-party eMl case.
18 fm going to put 24 people in - no 22
19 people In the box. I might·· it wil probabJ\, be 22.
20 The reason. for 22 would be 12 jurors, two alternates who
21 we 'NOn"t pick as alternates if we need to until the end
22 of the case, so that's 14.

~ You each get three preempts a side, plus one
25 ~a: ~e:~ate, so that's eight total preempts,

•
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names, but that's hO'N it's done. . 1 cases than thIs one? Sorry.
Thank you.1

2 THE COURT: We'll be off record.
2 I guess 1'1 tel you now, I do &llow JUrors

3 (Off record.)
3 to ask questions. The way that process works Is after a ;
4 WItness testifies, assuming they are life. J ask If any 4

5 of the jurors have any questions. 5

6 If SOlT'Iebody raiseS their hand, they write It 6

7 down on a piece of paper and hand it on up to 7

8 Mr. Boardman. He usually mar1<s which juror asks the 8

9 quest1On. And 1call you up, share the questions with 9 ,

10 you, see If there are any objectfons to the questtons or 10

II not. 11

12 Sometimes the questfons are such that I 12

13 rright even ask them dl'eetty. In other words, If a 13

14 wftness has used a term and the questlon Is what does 14 ,
15 such and such term mean, I'm going to 8SSl1me that no one IS

16 ts gotng to have objections to that and I'll just ask 16

17 the question. 17
18 I ask the questions that the jurors - that 18
19 we decide that can be asked. 1 have -- as part of the 19
20 instructions I give to the jurors before the case even 20
21 begins, there is something about the use of questions, 21
22 that it's not designed for them to pursue their own 22
23 theories or to kind of help out one side or the other or 23
24 become 8cMxate5 and there Is a bunch of cautions about 24
25 using it and why you would use It and what the process 2S

Po!Ige75 page77 i

l Is. 1 TRANSCRIBER'S CERTIRCATE
12 And then after the jurors questlOf'lS are read 2

3 and answered, if anybody has any follow-up questioos, I 3 I, SONJA L. REEVES, hereby certify that the foregoing

• aUow those to be asked by the attorneys. 4 pages numbered 1 through n are a true, accurate and
5 MR. JAMIESON: Thank you, Your Honor. 5 complete transcript of proceedings In Case No.
6 THE COURT: Then the motion for summary 6 3AN-06-oS630, transcribed by me from a copy of the
7 judgment is taken under advisement. I'll wait until the 7 electronIc sound recording to the best of my knowledge
8 supplemental briefing Is _. the supplemental briefing B and ability.
9 will be finished by the time I get back and I'll - as 9

10 soon as I get back, It will be one of my priorities. 10
II UNIOENTlAED SPEAKER: can you just give us 11 ----12 a heads up on the deadline of that? They are going to 12 DATE SONJA L. REEVES, TRANSCRIBER
13 file something first. 13
14 THE COURT: They were going to file 14
15 something a week from tOOay, and you were going to do a 15
16 reply a week from then. 16
17 UNIDENTIAED SPEAKER: So ours is due a week 17
18 after theirs? lB
19 THE COURT: That's correa. I will walt and 19
2. get the briefs. I mean, I kind of see coning straight 20
21 at me is a big preempbOn question, and what I'll have 21
22 - and how I'll have to deal with that I'm less than 22
23 dear, but this case win probably be my priority once I 23
24 get bad< from vacation other than catching up. 24
25 UNIDENTIAED SPEAKER: Do you have any other 25
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17 rule on it yet. I decline to rule on whether that's

18 appropriate or not, but the parties are free to

19 defend the case, and Lilly is free to defend the case

20 as it needs to defend the case. As well, the

7 Steele's argument went as to how the plaintiff is

8 going to pursue their claim. At the very start of

9 the litigation, Judge Rindner looked at the issue and

10 said, "Well, can they even prove the claim in that

11 fashion?" Because we don't even have to go down any

12 of this path if in fact that's not a way that the

13 State can proceed. And Lilly certainly disagrees

14 that how the State is proceeding is an appropriate

15 way to prove their case.

Page 43

can't

MOTION ARGUME~TS BEFORE OISCOVERY MASTER
9/11/2007

MR. BOISE: Okay. The first part of Mr.

What Judge Rindner has ruled is:

DISCOVERY MASTER: All right. Thank you.

STAn' OF AlASKA v. EU ULLY

procedure.

need is in there or not, and then we can address it

from that point. That I think would be a sensible

argu~ent was made to Judge Rindner that what

individuals thi~ 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.

6

4

5 Mr. Boise.

1

2

23

22

16

25

21

24



Defendant.

U[S]hould I reconsider my decision as to whether or not to allow [discovery of] individual

Case No. 3AN-06-S630 CI
Page 1 of4

002609

Affidavit of Eric T. Sanders
Slate ofAlaska v. Eli Lilly and Company

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

decisions of physicians in this case?" Later in the hearing the State noted that, in fact, the

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

vs.

I. Defendant Eli Lilly and Company's motion in response to the Court's on-

Plaintiff,

THE SUPERIOR COURT FOR THE STATE OF ALASKA

record comments cites the following statement from the January 29, 2008 hearing:

Court's July 31, 2007 Order permitted such discovery.

2. The Court's July 31,2007 Order provided in relevant part:

STATE OF ALASKA )
) ss.

THIRD JUDICIAL DISTRICT )

ELI LILLY AND COMPANY,

STATE OF ALASKA,

FEU>MAH CMLAHSKY
&,SANDEaS

""LSnEET
""",,",FLoolt

AHOlO&AOE. AI(

""".TEL: 907..J:Tl.3538
FAX: 907.274.0819



4. The State of Alaska had attorneys from Texas, South Carolina and

designated times and places.

Minnesota make travel plans to appear at this depositions. Airplane tickets were

002610

Case No. 3AN-06-5630 CI
Page 2 of4

The State is free to proceed with its discovery and to develop the statistical
evidence that it intends to use at trial. The manner by which .the Sta~e
intends to prove its case, however, should not, by Itself, 11Imt LIlly s
method of defending against the State's claims. LIlly IS free to obtam
discovery in accordance with the Rules of Civil Procedure.... (pg. 5,

emphasis added.)

Both parties may proceed with discovery subject to further motion practice
and rulings that may otherwise limit such discovery. (pg. 12)

3. Thereafter, Lilly noticed the depositions of O,e following Alaskan

Dr. Rarnzi Nassar on January 22, 2008, in Anchorage;

Dr. Alexander Von Hafften on January 23, 2008, in Anchorage;

Dr. Jeffrey Magee on January 24, 2008, in Soldotna;

Dr. Richard Schults on January 24, 2008, in Juneau; and

Dr. Vern Stillner on January 24, 2008 in Juneau.

5. On January 17,2008, I was infonned that all five of these depositions were

purchased so that attorneys could appear in Anchorage, Juneau and Soldotna at the

being cancelled by Lilly's counsel, and this was fonnally noticed by mail on January 18,

2008. See Exhibit I. I was advised that Lilly decided to postpone these depositions

psychiatrists and psychologists:

Affidavit of Eric T. Sanders
Srare ofAlaska v. Eli Lilly and Company

FELDMAN OR.~SKY

&'SANDW
SOOlSnEET

Fo<1lml FLooR
ANCHORA<;£. AI(-,

TFJ.:907.m.3538
FAX; 907.214.0819



lawsuit.

Eric T. Sanders

Case No. 3AN-Q6-5630 CI
Page 3 of4

002611

r'""-"'''-''-''''''-''-''-:l~ OFFICIAL SEAL

! STATE OF AlASKA:
I NOTARY PUBLIC
! STEPHANIE K. CARPER
J My Comm. upl'''r J,nu,'Y 10, 2011 !
~, , " ,..-) , " " ~

7. At no time has the State of Alaska done anything to prevent Eli Lilly from

6. Consistent with that position, on January 23, 2008, Lilly's counsel wrote a

needed, would not occur for approximately four to five months, and would occur in full

SUBSCRlBED AND SWORN to before me thisOlI day of February 2008 at
Anchorage, Alaska. --' ,

letter to the five witnesses stating in part: "Any rescheduling of your deposition, if

March 2008 trial, if necessary.

communicating with or deposing physicians that may have information relevant to this

consultation with you." See Exhibit 2.

Affidavit ofEric T. Sanders
SIDle ofAlaska v. Eli Lilly and Company

because the testimony was relevant to damages, not liability, and could be taken after the

FaDMANOllI...ANSKY

&SANDW
SOOLSnlEET

FooIlTHI'I.OOll
~AK""",

TEl.: 901.2n.3:538
F.u:907.274.C1II19



fELDMAN ORLANSKY

"'SANDERS
lOOLsnEEr

FoullmF'LOOR
ANOIORAGE.AK-,

Ta.: 901.m.3538
FAX: 901.21-4.0819

•
Cenificate 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
30 I West Northern Lights Boulevard, Suite 30 I
Anchorage, Alaska 99503-2648

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

:~~Da{eOl~8

Affidavit of Eric T. Sanders
State ofAlaska v. Eli Lilly and Company Case No. 3AN.Q6-5630 Cl

Page 4 of4

002612



10;00 a.m. on January 22, 2008, al the offices ofLane Powell, is cancelled.

OTICE OF CANCELLATIO
OF DEPOSITION OF
DR. RAMZI NASSAR

Case o. 3AN-06-05630 CI

Attorneys for Defendanl

EXh!t)11 1, Page' of 5
AffidaVit of Eric T. Sanders
Case No. 3AN.(If).5630 CI

ID) ~@~O\"l ~ I~\
lJU JAN 2 2 2008 lJ:!)

FELDMAN ORLANSKY
& SANDERS

•

PEPPER HAMILTON LLP
Andrew R. Rogoff, admitted pro hac vice
Eric J. Rothschild, admitted pro hac vice
3000 Two Logan Square
18th & Arch Streets
Philadelphia, PA 19103
(215) 98J-4000

.LANE POWELL LLC

Plaintiff,

Defendant.

DATED this 18th day of January, 2008.

PLEASE TAKE NOTICE thaI the deposition of Dr. Rarnzi Nassar, scheduled for

v.

ELI LILLY AND COMPANY,

IN TIlE SUPERIOR COURT FOR TIlE STATE OF ALASKA

TIURD JUDICIAL DISTRICT AT ANCHORAGE

STATE OF ALASKA,



scheduled for I :00 p.m. on January 23, 2008, at the offices ofLane Powell, is cancelled.

IN TIlE SUPERJOR COURT FOR THE STATE OF ALASKA

1HlRD JUDICIAL DISTRICT AT ANCHORAGE

STATE OF ALASKA,

DATED this 18th day of January, 2008.

NOTICE OF CANCELLATION
OF DEPOSITION OF

DR. ALEXANDER VON HAFFTEN

Case No. 3AN-06-05630 CI

Attorneys for Defendant

Exhibit 1, Page 2 of 5
AffidaVIt of Eric T Sanders
Case No. JAN..()6.5630 CI

rD)~@~DW~~
LnJ JAN 2 2 2008 !JI)

FELDMANORLAN5KY
8. SANDERS

PEPPER HAMILTON LLP
Andrew R. Rogoff, admitted pro hac vice
Eric J. Rothschild, admitted pro hac vice
3000 Two Logan Square
18ili & Arch Streets
Philadelphia, PA 19103
(215) 981-4000

LANE POWELL LLC

002614

Plaintiff,

Defeodant.

PLEASE TAKE NOTICE that the depositioo of Dr. Alexander von Hamen,

v.

ELI LILLY AND COMPANY,



I :30 p.m. on January 24, 2008, at his office in Soldotna, Alaska, is cancelled.

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

DiIRD JUDICIAL DISTRICT AT ANCHORAGE

S"WE OF ALASKA,

OTICE OF CANCELLATION
OF DEPOSITION OF

DR. JEFFREY MAGEE

Case No. 3AN-06-05630 CI

PEPPER HAMILTON LLP
Aodrew R. Rogoff, admitted pro hac vice
Eric J. Rothschild, admitted pro hac vice
30&0 Two Logan Square
18 & Arch Streets
Philadelphia, PA 19103
(215) 981-4000

LANE POWELL LLC
'-

""""'" 1....... 3 ................T._
CaM No. 3AN-06-5830 CI

002615

By'~[~~!J-~~~~~~~~
rewster H. Jamieson, ASBA No.8 I 22

Andrea E. Girolamo-Welp, ASBA No. 0211044

rD) rn @~ D\YJ rn IT'
lJ1) JAN!! zooa L!U

FELDMAN ORLANSKY
& SANDERS

Attorneys for Defendant

Plaintiff,

Defendant.

DATED this 18th day of January, 2008.

PLEASE TAKE NOTICE that the deposition of Dr. Jeffrey Magee, scheduled for

v.

ELI LILLY AND COMPANY,



10:00 a.m. on January 24, 2008, at the Travelodge, in Juneau, Alaska, is cancelled.

NOTICE OF CANCELLATION
OF DEPOSITION OF

DR. ROBERT SCHULTS

Csse No. 3AN-06-05630 CI

Attorneys for Defendant

PEPPER HAMILTON LLP
Andrew R. Rogoff, admitted pro hac vice
Eric J. Rothschild, admitted pro hac vice
30~0 Two Logan Square
18 & Arch Streets
Philadelphia, PA 19103
(215) 981-4000

LANE POWELL LLC

F£lDMAN ORLANSKY
& SANDERS

•

Exhibit 1, Page 4 015
Affidavit of Eric T Sandeta
caM No. 3AN-Q6.5830 CI

002616

Plaintiff,

Defendant.

DATED this 18th day ofJanuary, 2008.

PLEASE TAKE NOTICE that tbe deposition of Dr. Robert Scbults, scbeduled for

v.

ELI LILLY AND COMPANY,

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

TIllRD JUDICIAL DISTRICT AT ANCHORAGE

STATE OF ALASKA,



2:00 p.m. on January 24, 2008, at the Travelodge in Juneau, Alaska, is cancelled.

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

TIllRD JUDICIAL DlSTRlCT AT At"lCHORAGE

STATE OF ALASKA,

DATED this 18th day of January, 2008.

NOTICE OF CANCELLATION
OF DEPOSITION OF

DR. VERNER STILLNER

Case No. 3AN-06-05630 CI

ExhibIt1,PegeSof5
AIridavit of Eric T. s.ncs.,.
Case No 3AN-08-5630 CI

002617

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

LI',NE POJVE.LL J,Lc;

Attorneys for Defendant

•

Plaintiff,

Defendant.

PLEASE TAKE NOTICE that the deposition of Dr. Verner Stillner, scheduled for

v.

ELI LILLYAND COMPANY,



Eric Rothschild

•

This letter will serve to confum tbattbe depositions of Dr. Ramzi "Nassar and Dr.
Alexander von HafI\en, scheduled for January 22, 2008 and January 23, 2008, bave been .
cancelled.

002618
....-

Exhibit 2. Page 1 of8
Afl'Idayjc of Eric T. s.nc:s..
Cae No _5830 CI

Eric Rothschild
di=t diU 215981 4813
di=t &r. 215981 4750

roths~pepperl2w.com

roJ~®~OW~~
LnJ JAN 25 2008 IJU

FELDMAN ORLA"'SKY
& SANDERS

Ptl""tllil

....pcppuhw.um

Otupc:o.DI7

Wutaia&_.D.C,

Han.....

State of Alasiii. ~. Eli Lilly and Company'
Case No.: 3AN·06-S630CIV

R~:

......

January 18,2008

3000 Two Lopn Squ~

Eighteenth Uld Arch Suecu
Phibddphi•• PA 19103·2799
215.981.4000
Fu 215.98I.4750

PepperHamilJ.!m~

Any rescheduling of their depositions; if needed, would not occur for
approximately four to five months, and would <><:cur in full consultation with you.

PI~ do not hesitate to contact me with any questions. Thank you fo~ yo';'
oooperation.

Very truly yours,

~

Dear Bob:

Robert J. Dickson, Esquire
Atkinson, Conway & Gagnon
420 L Street, Suile 500
Anchorage, AK 99501-1989
(907) 276-1700

VIA FIRST CLASS MAIL



•
PepperIIBmill!!!!.!£

Robert J. Dickson, Esq.
Page 2
January 18,2007

cc: Christiaan Man:um, &q.
Eric T. Sanders. Esq.
Joseph W. Steele V, &q.
Brewster H. Jamieson, Esq. (via email only)

Exhibit 2. Page 2 of8
mlWlI ..1 AffidaYllofEricT 5anderI

Case No. JAN..{)8.5630 CI

002619



This letter will-serve to confum that your deposition, scheduled for January 24,
2008, has been cancelled.

•

Exhlblt 2, Page 3 018
Atridavrl of Ene T Sanders
Case No_ 3AN.Q6.5630 CI

002620

Edt: Rothschild
di=t efuJ, 215 981 4813
dittct (ax: 2159814750

rotbschc@peppemw.com

Ncwl'ork

I'riftl;ClOII

--·..~..,...j....ClI'"

WuhiIlIlOllo D.C.

HI,gbuq:

BOItollPhilMd,lU1

Re: State of Alaska v. Eli LiUy and'Company
Case No.: 3AN-06-5630CIV

3000 Two Lopn Squue
EithtCellt.,b &.ad Arch Sueeu
Phibdelphi., PA 19103-2799
215.981.4000
Fu 215.981.4750

January 23, 2008

Pepper Hamil~H!

;:;;:;;J
Eric Rothschild .

Dear Dr. Magee:

Any rescheduling ofyour deposition, ifneeded, would D9t 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

Jeffrey S. Magee, M.D. - Psychiatry
Central Peninsula Counseling Services
506 Lake Strut
Kenai, AK 99611

cooperation.

VIA FIRST CLASS MAIL

".I

I
>



Jeffrey Magee, M.D.
Page 2
January 23, 2008

ce: Christiaan Man:UID, Esq.
Eric T. Sanders. Esq.
Joseph W. Steele V. Esq.
Brewster H. Jamieson, Esq.

•

Exhlbit 2, Pag.4 01 8
Affldavd of Ene T. Sanders
Case No JAN-06-5630 CI

002621



Exhibit 2. Page 5 or 8
Affidavi1 of Eric T Sanders
Case ~o. 3AN·06.s630 CI

002622

Eric Rothschild
di=t diol 215981 4813
dirt:ct fu: 215 98t 4750

rodu<he@pepperl"""com

NorYll,k

11j£~@&OW&{j))
JAN 2.8 2008 L0

FE/J)MA" ..
. " ORLANSKY'

& SANDERS

Prinutoli

OrtJoil

"...-·_rt.•. tom

B~IUlll

Eric Rothschild

Re: State of Alaska v. Eli Lilly aod Comp'~ny
Cas. No.: 3AN-06-5630CIV . .

Very truly yours,

Pepper Hamil.!!!!;!~!!

3000 Two Logan Squut
Eitbteenth Uld Arth Sueets
Phibddpbi., PA 19103-2799
215.981.4000
Fox 215.981.4750

January 23, 200S.

Dear Dr. Scbults:

This lener will serve to co~nn that your depositio~, scheduled for January 24,
2008, bas been cancelled.

Any reschedulins of yo';" deposition, ifneeded, wouid not occur for
approximately four to five months, and would occur in full consultation with you.

Please do not besitaie to cOntact me with any questions. Thank you for your
cooperation.

VIA fiRST CLASS MAIL

Roben Scbults, M.D.
613 Alta Court
Douglas, AK 99S24



Robert Schults, M.D.
Page 2
January 23, 2008

ceo Cbristiaan Marcum, Esq.
Eric T. Sanders, Esq.
Joseph W. Steele V, Esq.
Brewster H. Jamieson, Esq.

Exhlbt2,Page60f8
Afl'Jdavrt 01 EriC T SancSen
Case No ~5630 CI

002623



I!Dc Rolhachild
di=t W," 21S 981 4813
di=t ru, 21S 981 4750

rothoche@peppetkw.com

•

,"'-' ~

002621J---
eo- 'WaILlapa..D.C,

January 23, 2008

3000 Two Lopn Square.
E.isht~cnth and Arch 5utets
Pbll.ddphi., PA 1910302799
211.981.4000
Fu 2IS.981.4710

PePperHamil~H!
•

Very truly youn,

~

"-2,_7018
_oIE1tcT_
c..No._C1

Eric Rothschild

Any rescheduling of your deposition, ifneeded, would not occur for
approximately four to five months, and would occur in full consultation with you.

Please do nol hesitate 10 contact me with any questions. Thank you foi your
cooperation.

Dear Dr. StiJlner:

This letter will serve to confinn that your deposition, scheduled for ~anuary 24,
2008, has been cancelled.

VIA FlRST CLASS MAIL

Verner Stillner, M.D.
3240 Hospital Drive
JunC8U, AK 99801

Re: Slate of Alaska .v. Eli Lilly and.Company
Case No.: 3AN·06·5630crv



Verner StiJlner. M.D.
Page 2
January 23. 2008

ceo Christiaan Man;um. Esq.
Eric T. Sander.;. Esq.
Joseph w. Steele V, Esq.
Brewster H. Jamieson, Esq.

Ellhlb!12,Page80f8
Affidavt1 of Eric T Sanders
Case No 3AN-Q6.5630 CI

002625



client representative for the State in its lawsuit against Eli Lilly and Company.

I. I am a Senior Assistant Attorney General for the State of Alaska and the

Case No. 3AN.Q6..S630 CI
Page 1 of3

002626

•

Case No. 3AN-06-5630 CIV

•

AFFIDAVIT OF CLYDE E. SNIFFEN,JR.IN SUPPORT OF THE
STATE OF ALASKA'S OPPOSITION TO LILLY'S MOTION FOR

RECO SJDERATION AND RESPONSE TO COURT'S ORDER

Defendant.

2. The State of Alaska has retained an Anchorage law firm, as well as outside

Plaintiff,

Clyde E. Sniffen, Jr., being first duly sworn on oath, deposes and states as follows:

IN THE SUPERlOR COURT FOR THE STATE OF ALASKA

vs.

lawsuit.

Affidavl\ of Clyde E. Sniffen, Jr.
Slale ofAlaska v. Eli Lilly and Company

contingent responsibility to pay all costs incurred by its private attorneys related to this

counsel from several different states to prosecute this lawsuit. The State of Alaska has a

ELI LILLY AND COMPANY,

STATE OF ALASKA )
) ss.

THIRD JUDICIAL DISTRlCT )

FaDMAN ORUNSKY
&SAI'IDEIlS
""LSn<Ef:r

FOl.'RJ'HFl.Cx:Ml_.AK-,
TEl..; 907.272.3538
FAX: 907.274.0819



FElDMAN ORUNSKY

&: SANDERS
>OOLsrmrr
FoImllftOOll

ANOlOOAG£. AI(-,
TE1.:907.l72.ll)8
fAX:. 907.274.01119

3. 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 deposil 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 lditarod sled dog race. Twelve individuals,

including lawyers, paralegals, secretaries and technicians are now or soon will be slaying

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.

002627



•

FELDMAN OalA!'oSKy
a:S.u.oas
""'LSlUET

Fcl.,""F!.OOll
ANC1«lOAG£. AI(

"""',
n:t..:9a7.272.3D8
FAX: 907.274.c.I9

Certificate of Service
I hereby certify that a true and correct copy of
Affidavit of Clyde E. Sniffen, Jr. was served by messenger on:

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

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

:~DaqX

AffidaVll ofClyde E. Sniffen, Jr.
Slale ofAlaska v. Eli Lilly and Company

Case No. 3AN-%-5630 CI
Paae30f3

002628



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

Case No. 3AN.Q6-S630 CI
Page 1of2
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BY~
Eric T. Sand;-e-rs---------

AK Bar No. 7510085

NOTICE OF FILfNG UNSIGNED
DECLARATIO OF MATTHEW GARRETSON

FELDMAN ORLANSKY & SANDERS
Counseljar Plaill/iff

THIRD JUDIClAL DISTRJCT AT A

IN THE SUPERJOR COURT FOR THE STATE OF ALASKA

Plaintiff,

PLEASE TAKE NOTICE that plaintiff is filing an unsigned copy of the

•

vs.

DATED this -1:L day of February, 2008.

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.

ELI LILLY AND COMPANY,

STATE OF ALASKA,

otice of Filing Unsigned
Declaration of Malt Garretson
State ojAlaska v. Eli Lilly and Company

FELDMAN OIU.,\NSKY
&:SAHD£JlS
»JlSmEr

Foulm. Fuloll
AJ«:HooAG£. AI<

••'(11
Ta.:9C11.272.3338
FAX: 901_274.(1819



Certificate of Service
1hereby certify that a true and correct copy of
Notice of Filing Unsigned Declaration of
Matthew Garretson was served by messenger on:

Brewster H. Jamieson
Lane Powell LLC
301 West orthem Lights Boulevard, Suite 301
Anchorage, Alaska 99503-2648

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

:~p~
D~~----

Case No. 3AN-06-5630 CI
Page 2 of2

002630

•

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

Counsel for Plaintiff

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

•

otice of Filing Unsigned
Declaration of Mall Garretson
Stare ofAlaska v. Eli Lilly and Company

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

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

fa.DMAJol ORlAf'lSl'Y
&SArooW
>XlL5n£Er

FolmlIFt.ooR
AlOCHOll.AGE,AK

""'"TEL: 907.272.3n8
FAX: 907.274.01119
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C. All medical and hospital claims for members with a paid claim for Zyprcxa, 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 binh and gender.

E. All pharmacy claims for TC07 drugs (Anti-psychotics). The data includes recipicnt
IdentificatIon, dates of service and payment, provider identification units billed
allo~ed .and paid. Pha.rmacy claims do not include diagnosis. This'is true natio~ally,
~~~st In Alaska. This file reOects the period from January 1996 through November

•
Declaration of Matthew Garretson

•

B. All individuals in the Alaska Medicaid Claims databank who took an anti-diabetic
drug between 1996 and November 2006. This includes both recipients who used
Zyprcxa and those who did nol receive the drug. The data includes recipienl
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 ofbinh.

D. All medical and hospital claims for members who had one of the diagnosis found by
recipients who were given Zyprexa. These claims arc both for Zyprcxa 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
lhe datc of birth and gcndcr.

The original balch of dala scntto Lilly prior to August 22, 2007 includcd the following by

recipient identifier number.

A All individuals receiving Alaska Medicaid included within the claims data who took
Zyprexa and a diabctic drug from I996-Novcmbcr 2006. This data includes the
recipient ID, the dates service started and cnded. It also includes the date that the
medical service was paid by Medicaid. II includes the prescribing and provider
identification numbers. It also provides the units of medication prescribed, billed,
allowed and paid. It also provides the date ofbinh of the individual recipient.

I am the anomey for the State of Alaska primarily responsible for the production of Medicaid.
data. The Garretson Law Firm (TGLF) works nationally with damagcJ.healthcarc dat~ cvalu~t1on
in complex litigation and settlement matters. My firm and.1~ave consld.crable experIence ~vlth
Medicaid claims data. A copy of my CV is auached. (Exhibit A) A review of the records In my

office discloses the following.
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Gender data was provided to Lilly on September 5, 2007. Lil1y was unable to merge the gender
to claims data. On Octobcr 3, 2007 my office sent thcm lhe programming code 10 merge the
data. They werc still unable to merge Ihe data. On October 8, 2007, we merged the data for

them and resent all of the data.

••
Thus, on or befon: September 1.2007, the Stale of Alaska (SOA) provided Lilly with State

Medicaid data liIcs which were sufficient to calculate the follow 109:

A Number of Medicaid users from 1996 until the founh quancr of 2006.
B. The number of Medicaid users who were prescribed Zyprcxa.. . . .
C. The number of Medicaid users who lOok Zyprcxa and contracted diabetes. 1 hIs Includes

the number of individuals who look Zyprcxa before trcannenl for Diabetes as weU as

those who received Zyprcxa after treatment for diabetes.
D. The total number of Zyprcxll prescriptions from 1996 until 2006. .'
E. The number of Zyprcxa prescriptions which wenl to geriatric and pediatriC p~t1cnts.
F. The number ofZyprcxa prescriptions for uses not supported by FDA regulatIOns

including compendia.
G. The average dosage for pediatric, geriatric and ofT label usc.

Lilly was not satisfied with this information. It filed a Motion to Compel. This Motion was
heard befon: the discovery master on September II, 2007. The data which Lilly sought and
which the Statc agreed to produce is discussed at pages 9-30 of the transcript of that hearing.
(Exhibit B) That 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
8. However, Mr. Steele, on behalfofthe Statc, had agreed to produce further information and

the State went forward with production.

On 'ovember 28, 2007, the eoun ordered the SOA to advise the eoun 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 panies 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 renect a date resulting from the estimate
which the State made in good faith to provide 10 Lilly the enormous amount of additional
info.r:nation requested by the Vernig affidavit submitted by Lilly. Given the quantity of
addlllonal data requested, and the SOA's good faith desire to provide the information in a
useable manner, the data could not be supplied on thal estimated date.

~avi~ Campana the representative of the State requested the further data Lilly sought. He
ldentlfi~d all "non-pharmacy claims" for dates of service 1-1-1994 through 11-30-06... Please
su~ply 10 the repan IC ,Recipient Identifier, Status, Claim Type, Modifier, Procedure Code,
umt~, Revenue Code, Reven~e.Code Units, billed amount, allowed amount, paid amount, date of
service, date of payment, reClplcnt date of birth, billing provider number, scrviee from date,
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DATED THIS DAY OF FEBRUARY 2008

MAlTHEW GARRETSO

••

This data r~quest was enonnous, comprising virtually the entire State of Alaska data base. What
the State did not and ~ou)d not ~nlicipate was the difficulty in producing this quantity of data in a
readable f?nn as spec~fied by Lilly and Dr. Vemig. Given these difficulties, the data was
produced In an expedIted manner.

The State has fully complied with the Court's directions, the Discovery Master's order and its
own agreement. Should Lilly desi~a~e additional data or should Lilly have difficulty reading
these files, the State stands ready, wllhng and able to assist.

A. Enrollment (with "start and stop" dates)
B. Gender
C. Race
D. Any a~djtional revenue codes or diagnoses codes which may indicate either Zyprexa usc

or patient outcome.
E. All ph.nnaey claims for 1994- I996.

Thus, the State has produced all data agreed to by Mr. Sleele and requested by Lilly. This
includes all material ordered produced by Judge Hensley and the Court. This data included the

following.

At I I:30 AM, February 20,2008, the State turned over files reneeting non-phannaey claims,
eligibility and the State formulary files. The State sent additional files including the drug
fonnulary, eligibility files and phannaey claims and drug fonnulary. These included all
pharmacy claims for me years 1994-2006. This data includes the recipient identification, dates of
service and payment. It also includes the provider number, units billed, allowed and paid. As
noted above phannaey claims do not include diagnosis.

service through date, primary diagnosis code, secondary diagnosis code," Mr. Campana also
requested phann8cy claims, formulary and eligibility data at the same time.

This material has been delivered. In November, we sent Lilly the data dictionary for claims
processing, recipient identifier, provider subsystem. management and administrative reporting,
third pany liability, surveillance, utilization review, reference subsystem and accounting

interface.



M.att se,:,es as the spe~al master and I or administrator of settlement funds throughout the country.
~lS r~le J~ nU'!1erous ~lgh.profile ch.urch-related sexual abuse and civil rights settlements (including
~e ~Istonc Clnclnr~ati pollee brutality J ra~al p~ofilin9 settlement) led to his selection by Lawyers
Weekly as 1 of ~ _Lawyers of the Year" 10 OhiO for 2003. He was nominated by his peers and
selected as an Omo Super Lawyer - Rising Star in 2005 and 2006. His work was featured in the LA
Times in January of 2005.

Matt is an adjunct professor at Salmon P. Chase College of Law, where he teaches a course on law
p:actice management with an emphasis on how to avoid professional liability claims. Matt's Mform­
of-settlement" dient counseling model (re: Impact of settlement on govemment benefits, liens I
subrogation, struct red settlements and the laxation of damages) has received national recognition
and is designed to protect clients as welt as help lawyers avoid -failure to inform- professional
liability cla1ms.

002534

Exhibit A.Page 1 012
Dedaratiorl of Matthew Garretson

Case No. 3AN.Q6-5630 Cl

Matthew L. Garretson

7ns Cooper Roed I Cincirmati, Ohio 452.<2
Phone: 513-794-0400 Fax: 513-575-7200

www.garretsonflflTl.comJmlg@garretsonfll.m.com
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Mal! Garretson is the founding partner of The Garretson L~W Firm
which provides mass tort I class action settlement allocatl~n and
fund administratIOn services. The firm also handles Medlcar~ I
Medicaid reimbursement claims, government benefit preservatIon
strategies, and probate administration for indi~idua! and ma~s tort
plaintiffs He received his SA from Yale UnIversity and hIs law
degree at Kentucky's Salmon P. Chase College of Law.

Matt is a frequent speaker at Continuing Legal Education
seminars about lawyers' professional responsibilities in individual
or mass tort settlements. He has spoken at numerous state trial
lawyer and state bar associalions' annual events, The Association
of Trial Lawyers of America, Mealey's as well as at Mass Torts
Made Perfect

Matt is the author of a legal text book published ATLA I West Publishing entitled Negotiating and
Settling Tort Cases, In addition, he has authored several articles regarding professional
responsibility in individual and mass tort settlements that have been published in Trial MagazIne,
The Amencan Bar Association's The Professional Lawyer, Ohio Trial, Academy of Florida Trial
Lawyers Journal, Utah Trial Journal, New York State Trial Lawyers Institute Bill of PartiCUlars,
Texas Tnal Lawyers Bn'ercase Online, New Jersey Association of Trial Lawyers In Brief, Orange
County Trial Lawyers Association The Gavel Journal, Florida Justice Association's FJA Journal and
Insurance Dey in the United Kingdom. In 2005, Loyola University Journal of Public Interest Law
published an article by Matt entitled ·A Practical Approach to Avoiding Conflicts of Interest in
Aggregate SetfJements.

M



ms C_ _ I Ch:lnnoI, OhIo 45242

Phone: 513-784-0400 Fa: 513-675-7200
WWW.gatl.8bonfIrm.axn/mIgQg.rretIonftnn.com
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• M'safsslppl Ttlal Lawyers Associatlon C02}
• New York Academy of TriallsWYers (07)

• Norfolk and Portsmouth Bar Assoc.iatlon ('03)
• NABlS _ Medlcallssues in Brain Injury ('05, '06, '07)
• Ohio Academy ofTlial Lawyers Annual {'03, '04, '05, '06, 'on
• Ohio Academy or Trial lAwyers Subrogation Seminar r06)
• Ohio Academy of Trial Lawye~Worker's c~aatlon (07)

• Ohio State Sar Association Annual Convention (06)

• Ohio Trtal AdvocaOJ Seminar ,04, '(6)
• Oklahoma Trial lllwyef1: Association ('On
• Plaintiff Asbestos litigation Seminar (07)
• Pro~ssionally Speaking Seminar (07)
• Richardson, Patrick, Westbrook & Brickman Annual ('04, '06)

• SIn AntonIo Trlallawyers Association ('07)

• Society of Settlement Planners ('07)
• Tst Symposium - Brain Injury Association of Ohio ('04, '06)

• TPL·COB National Conference ('07)

• Utah Bar Association Annual Seminar ('05)

• Utah Triel Lawyers BraIn l~ury f02, '03, '04, '05, '06, '01)

• Utah Trial lawyers Assoclation Annual ConventIon ('07)

• Virginia Trial Lawyers Assoclatlon ('05)

• West VIrginia Trial Lawyers ('03, '06, '07)

• Wyoming Trial lawyers Associlltion r03, '07)

•
• AAJ Annual M""'g ('OJ, 'lI6)

• AAJ (Honno<>e """'PY '04)
• AAJ (MOd- '05, 'lI6)
• AAJ (\'YeeJtend 'NIh The &.81$ '06)
• Consumer Attorneys of c.Efumia ('01. '03, '04, '(6)

• C()l"ISOO'ler Attorneys crt Sonoma County ('01)

• ORJ Ar.nuaJ Meethg ('07)
• Rnkelsteln & PartMts (New Yoc1c: '02, '03)
• HamlItOn eotm:ry TriellBWYe;s Assoda1ion (06)
• Hormone Repl8cement Therapy Seminar (07)
• Jeff Andmon & AssodateslClergy Abuse {'OO)
• Kansas Tttallawy8l1 Association ('03, '04, '07)

• Kentucky AaKlemy of Tria/Lawyers ('(6)
• l.otrlIlana Acmlraty Symposium r06. '07)
• loulslena Bar Mass Tort Symposium CO2, '04)
• louislana Trtal18wyers Association Annual ('On
• Man Torts lI.\ade perfect fro, '04, '06)

• Mealey. LexitINexis Art of Negotiation rOn
• Mealey. Lexl&fNexis ConUngen~ Fees ('O7)

• Mealeys LexialNexis Ethics COl)
• Mealey_ LexlslNexls Client Expenses {'OO)
• Mealey. LexisINexJl EmergIng Drug and Devices (04)
• Mealeys LexlalNexls Heart Device Lillgation ('05)
• Mealeys Le.xisINexls Medk:al ProductsIHean Device {'OS)

Relevant Publications

N99otlatl.ng and SeW1ng Tort C~ses .ATLA tWest PUblish1ng (2007)
A Fine Line We Walk: Counseling ClIents About the -Form- of Settlement, 13 ABA Profl Law. 4, (2002).
Don't Get Trapped By A Settlement Release, Trial Magazine, September 2003.
Structured Settlement Factoring Transactions: New Laws Protect Clients l/iIho Self TheIr Structured
settJem~nt Benefits, Ohio Trial, Volume 13, Issue 2 (2004).
A Practical Approach to p'roac~ve Client-Counseling and Avoiding Conflicts of Interest in Aggregato
Settien:enfs, The Loyola Umversity Journal of Public Interest Law, Volume 6 (2004).
~~en:~:ott5)8Y Fees: Is There Now a Critical Mass of Enabling Legislation? Ohio Trial, Volume 14,

Ma/dng sense of Medicare ~e.t-Asides, Trfal Magazine, May 2006
\IW1at~s the Ahlborn DeciSIOn Really Mean?, Ohio Tnal (Fall 20OS).
MedlcBres Reimbursement Claim - The Only Constant Is Change, Ohio Trial (Spring 200l).

legal Ethics I Professional Responsibility Speaking Engagements
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1 MR SUGGS: Would you pn:fer that we
address til< i1suc regarding medical _lirst1 .

j DISCOvrRY MASTI:R; Early. You can do 1l

4 fim. Early.
5 MR SUGGS: Do you want 10 -
• MR sn;H.E: Can I ,witch with you, David,
7 becmsc I'm &<ling to talk about that?
8 MR SUGGS: Ob, cenaiDly. Absolutely.
9 DISCOVERY MAS1ER: Leave aside in your

10 initial round ofargumclllS the length of the 3O(b)(6)
11 motioo.lDd the newly filed motion to postpOne the
12 Taureldepositicm. W~'l1take~aftb.a1aft.er

13 we'veukcnCMCofevoythingelse.
14 So we'D start with - are you going to do
15 it.Mr.Stcele1
,. MR SlEELE: That would be me.
17 DISCOVERYM.-"SIER: Oleay. Mala: sure
18 e\-erybody can bear Mr. Steele. Mr. Rothschild,
19 Mr. Lehner, are you able to bear Mr. Steele?
20 MR ROTIlSCIllLD: This is Eric. I can bear
21 fine. Thank you.
22 MRLI!HNER: George Lehner. Yes. Thank
23 )'ou.
24 DISCOVERYMAS1ER: Oleay. !fyoucan'tor
25 YIC cut out, let us know,plcase.
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1 MR. STEELE: All right Let me start with
2 the things thaI I drink we can agree on. CoW1Sel,
3 helpful to us and belpful to the process is the
4 affidavit ofyour expen... whose name I'm going to
5 mispronounce, Beth V=ig?
6 MR BOISE: Vunig.
7 MR. SIEELE: Vunig. The difficulty we
8 were having was the difficulty in addressing the
9 question ofbow somebody could give anybody all of

10 the Medicaid database. It's nOllike a basketball
11 where it's in our possession, wrapped up neatly and
12 nicely, and we can just hand. it to yoo.
13 SofommaleIy,Iguess,webavethis
14 affidavit by your expert. and I think that I can
1 5 address some of the things that she addresses there..
16 bec2use I takt: what she is saying to be a desa:iption
17 by her of what else you need in addition to what we
18 bavegivenyouthnsfar. So let me see if I can go
19 through thaI. one at a time.
20 Does the Court bave the affidavit'?
21 DISCOvrRY MAS1ER: I don~ think so.
? 2 MR. S1EEI...E:: It would have been pan of the

J lengthy response thar was filed.
r24 DISCOVERYMAS1ER: Thenldobaveil
125 Okay. Ib.aveiL Number? Exhibit number.

•
P",ge 8

1 MR BOISE: B.
2 MR sn;H.E: Maybe get ou the ,ame page
3 with me. .
4 DISCOVERY MAS1ER: Got it
5 MR. STEEI...E: Can you tum to page 37
6 Because that's wbaJ: we're going to discoss.
7 DISCOVERY MAS1ER: Um-hum.
8 MR. STEBLE: Oleay. I take what is being
• ,aid hete to be this. Beginning" peg<> 3, the good

1 0 doctor is saying what else it is that you need in
11 order to do whaI it is that you intend to do with the
12 data. Dave Campana, who is the Mt:dicaid penon most
13 knowledgeable about whal exists and how hard it is to
14 getjt,isinameetingoutofstateuntiJthe13~.

15 Since we just got this yesterday and I was flymg, I
16 didn't see it till this momiDg. So I have not been
17 able to confer with him, but I have gotten Man
18 Garretson and his people on the line.
19 Mr. GarretSon would be one of our
20 CCH:Ounsel and also somebody who is knowledgeable in
21 general aOOm what kind of things exist in the
22 Medicaid database.
23 To confer with him to see what of these
24 things we think ought to be there or ought to be
25 available and how hard it would be to get it. So I
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am prepared to go through those 000 at a time and say
what it is that we have to say about it I think it
will probably solve some of OUT problems because I
think we ean 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 enrollment data. On No.2, to the CJttent
that it is available and can be de-identified - by

9 de-idcntified I rrean take out palit::nt~spccific

10 infonnaJion, like name and Social Security number­
11 we're willing to produce this information.
12 MR. JAMIEsON: Excuse me. Is that
13 paragraph 27
14 MR.. STEELE: That's 2 on page 3. And
15 again, rm saying this on behalf of Dave Campana, who
16 I have nOl been able to speak with. but speaking in
17 general with Mr. Garretson, we believe this sort of
18 thing is availahle. If it is available and it can be
19 produced., thaI. is, if it exists and we can get it, we
20 willgiveittoyouina~idcntifiedform.

21 I think we've refined our approach to
22 cJe.identifying information. knowing that what you all
23 are interested in, as arc 'NCo is being able to2. identify discrete pari.... within thed_ In
25 other words, knowing inform.atioo tbat will be able to

002637



•
r

Page ,.

1 sa)'. "This is a pa."1icula:r paOeot within the
-1 database.·.so we don't read ODe penon multiple

times
" So I think we will de-identify it in the
5 way th31 v.'e are now cum:nt1y doing with a unique
6 identlficr assigned to each individual patient
1 MoVUJg on to la. 3. We will provide the
e g::nde< information. We believe that to exist. We
9 think thai we ca.,,- gel it for the discrete patieou,

: 0 :od we vJl provide it
: 1 Wh!t J am mId about the I'l!ICe data. that
12 is, what is Ehera.ce of esch individual recipient, we
13 don't believe that this e..tis!S. and I offer lhis with
14 onecaveaL fm a lawyer. I don't work for Medicaid
15 in Alaska. fro DOl looking Sl it myself. But I am
16 told that the race data does not Wst. If in fact
17 it does aist. we will clos:ly question the people
18 in\"olvtd.,seeifitcanbeobtainedsomehow. Idan't
19 knov. that we can L'lfer it for something or thue is
20 other dalabases that we can look in or other places
21 lluuwecangctit
22 We will make diligent inquiry to see ifby
23 book or by crook we can give you race information if
2' itlS~. And as I say, the Curre.nl inforrnalion 1
25 have is thal it is not, but if it can be gotten
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without driving everybody crazy, we will try to do
that.

3 i'umber 4. The start and stop dates is wbat
4 is being asked for there. We think that lhis can be
5 gouen oullhrough the enrollment data, and if you
6 want that. we will provide it, assuming lhat it is
7 available in lhc da1.a.base. We Ihinlc: thai it is. So
B with the olhei cavea! about t.aJJcing to Dave Campana,
9 I would say it should be there. We will give it to

10 you if it is in fact there.
11 On No.5, what is being said there is there
12 are 124,000 people enrolled, or to be more exact, I
13 guess 124,446 are enrolled. We've given you data
14 from 100,000 roughly, 100,000 plus 999 others, \(,
15 claims dala
16 So the question that is raised in our mind
17 is.; Did the other 24,00:> make a claim? If they
18 didn't make 8. claim, irs DOt going to be: in the
19~ as claims data. So what. we imagine is
20 occ:umng bele, in the abseoc:e of Mr. Campana. is
21 there are 109 - 999 people who are trea.te:n and
2~ ::people who are enrolled but DOl necessarily

!24 ff it turns out to be othelwi.se, if there
25 areothertreatersthalexistberwee:nl00and

•
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1 124,000, we have no objection to giviog you
2 information on trea1ers that may exist in addition to
3 the ones that you've got.
4 'What I think bappeood is that the number
5 you got are the people who in fact treated but rm
6 going to cbe<:.k on tha1 and make sure that you have
7 aU of that.
8 umber 6. I don't know wh81 to tell you on
9 this in the absence of Dave Campana other than we

10 don't have what we don't have. [[ may be the case
11 that the people who~ filling these things out
12 didn't do their jobs right, but I do not believe that
:3 we have whaI. it is that you are asking for in No.6.
1.1;0 With respect to No.6, we willll5k yet
15 again if more cannot be obtained somehow or
16 somewhere. It also may be the case that First Health
17 may have something that we don't have or have it more
1 B conveniently. If it were to exist there, of course
19 you can have it, and I think Mr. Marcum is going to
20 address somewhat later those things on lhe subpoena
21 to First Health t.hBJ. we would not be objecting to.
n So on No.6, I don't know what to tell you
23 other than, you know, we'll get what we can get, but
24 we don't have what we don't have.
25 Number 7, the revenue codes. If t.bere are
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1 revenue codes that we have that we have not given to
2 you and they can be feasibly ex.tracted from the
3 database, we will give you those revenue codes.
4 Number 8, We don't l'llnk we have it. We
5 will- I don't know how to say this oLher than to
6 say, you know, we'll make double-dog sure that we
7 don't have it And thaI'S a series of these
8 questions. AI, I say, fm a lawyer, and I'm not
9 looking at it myself, but we will see what we can

10 find out. Wehaveioquired. We don't think we have
11 it, and ifwe don't, we don't; and ifwe do, you're
12 welcome to it
13 Number 9 is the same thing, if we find more
14 diagnosis codes, you'll be the fint to know.
15 Number 10, we will give you all of the
16 phaJmacy records for all of the medicines that are in
17 the daraba.se. So we're not going to make a
18 distinction about which ones do or do not have
19 something to do with things that we are interested
20 in. You can have all of that, assuming it is
21 available,. and I have reason to believe, based on my
22 ~versaI100with Mr. GaJTetson, that it should be.
~; ~~~'t guarantee it because Mr. Campana is nol

25 The same aru;wcr for No. It. You're asking

4 (pa~~b~ B,lp~ge~~'813 )
Declaration of Matthew Garrelson

Case No. 3AN.()6.5630 CI
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1 far the same thing really as :{o. 10, and again you
4 can hDve it iiit is available and if it exists.

J I wwld suggest lD yoo tb!! maybe the good
.. doctor hasn't looked at all of tbc things that we
5 haye given you.. Maybe she's having troUble accessing
6 it in! database. but I know, based on our
7 ,talistical analysis, tb!! soroe of !be things that
8 mo', talkini about in 10,11, 12 end 13, all of
9 which relate to medicaticw,l believe that almost

10 alloftbmisintbeJe.
11 For example, I do believe that bcUl
12 blockeIs are in there because that is a potential
13 coofmmder. and so I believe that it is there. I
14 believe that information is~ 'olt'ith respect to
15 diabetic~oDSbecanse that is the measure that
16 we 8IC using to determine whelber somebody has
17 diabetes or not.
18 So maybe she's having trouble figuring out
19 where the.se things are, but it is appare.nt to me from
20 reading this that she doesn't know everything that is
21 in lhcre. But if there is more with respect to 10.
22 1I,12and13.wellgiveittoyou.
23 With respect to pre-96 data. we understand
24 it to be conupled for whatever reasons it is
25 coaupted. If it can be assembled in a form that can
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1 be transmitted to you, and I don't know how difficult
2 mat is, but barring some UJlIUSOnable am:ru.nt of
3 expense or effort that would burden the State system,
4 you can 1ook.8J: the fouled·up and corrupted 1996 data
5 and make your own judgments. And again, 1 haven't
6 been able to talk to Dave Campana about bow difficult
7 it is to bundle this up and send it to you. If it
8 does twD om to be extraordinarily difficult, I'm
9 sun:. we can work something out, pay for people's time

10 if they have it, or we'll figure something out But
11 ifyou want to look at conuptod data, you are
12 welcome to it
13 That covers the database.. and I think tha.t
1 ~ tha1 pretty much covers everything that needs to be
15 said about it tmlcss you guys have any other
16 questions about - like could we have this or could
17 webave that.
18 D1SaJVERYMASTER; How about if you all
19 respond to the di.!crete database issue.
20 MR.BOISE: Sure.
;.~ thal. DISCOVERYMASlER.: lfyou'reready to do

[

I MR. BOISE: Absolutely.
2< DISaJVERY MASTER; Okay.
25 MR. BOISE: Thank you. Much of whaI Mr.

•
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1 Stoele has articulated, we certainly have had
2 discussions about it, indeed on-lbe-record
3 discussions about where similar types of, if not
4. agree.ments., willingness to look for documents and
5 look for data have been offered And the response
6 has largely been: Ifwe have it, well tty lD
1 provide it to you. and the like. Yet we still sit
8 here without the data, and that's what prompted. in
9 large part. our desire to go right to the source.

10 Wedoo't doubt a word that Mr. Steele has
11 said that this is complex. We don't doubt that there
12 is more digging that needs to be done and 1he~ is
13 expertS that need to be involved in doing that
14 digging. And that is why what we have asked for is
15 to go 10 lhe data source itself maintained by the
16 agent of the State, FJISt Health. and have our
17 expertS go in and excract the data that needs to be
18 extracted from the database.
19 The first example that Mr. Stoele add=sed
20 was under enrollment data, and whal I understood biro
21 to say was we will get all enrollment data. but in
22 addition to that. you'~ going to look for additional
23 infonnation on race and gender. We certainly want
24 that as well, but that was an example of da1a that
:2 5 we're seeking in a database. What we don't know is

Page 17

1 what we don't know.
2 We just received at the end of last week It

3 listing of all the fields in the database, and there
4 is hundreds and hundreds and hundreds of fields that
5 arc attached, I think as the last exhibit to that
6 large pleading·- it's not there. ru get a
7 reference for you. Exhibit F, which we received late
8 last week, which gives hundreds of fields of
9 additional data items which we're just learning

10 about
11 So what happened here was we got a
12 selective cot of data instead of the whole database.
13 We're told it's burdensome to package it like a
14 basketball and sort of band it to us, and we
15 apprecia.Ie that, but we haven't understood or beard
16 what that burden is io any way. sbape or form. We've
17 offered to have au!" own experts go in and extr3ct
18 what we need from this database. and that's what
19 we're really asking for here.
20 I mean. you have, you know, the position of
21 the ~tateha~g to go back to the ODC person who has
22 the mformao.oo concerning this data which was uoable
23 to answer now for a period of months. and] think
24 it's time for os to be able to see what is in that
25 database in its totality and be able to extract
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1 pedlaps 0_ confounding bcU>rS or olber data
_~ thM's in 1here thai: are listed in all of those

J fields. ..
<. We.pprttiate iliaf the State IS DOt In

5 possession of all this and all this knowledge, ~d
6 thats why we'le asking for other e.'(pcrts to go 1D

7 and extnICl what we need
8 The examples by Dr. Vunig were examples of
9 what we cookl obviously see and we would obviously

10 expect to soc., while we're still kept II. bit in the
~1 daIk as to whn me whole basketball or whole

12 database u1tima.tely looks like.
13 We have oot seen the medication beyond
l' meow health medication such as beta bloc:kcrs that's
15 ref~by Mr. Stee~ and wehllvec:onespoodeDce
16 from your colleague. Mr. Marcum. suggesting that wbat
17 we have am mental health medications. So if
18 you're- you know, maybe you can show US, have the
19 database here, and you can show us where the
20 nonmentAl health medications~. We're happy to

21 have that. have that data. but we just don't see it
22 So we appreciate the offer for all
23 medication but would like at this point to have the
24 ability 10 go in and really extract it ourselves.
25 Same with the pre-96 information. I mean,
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1. the case here, IS pla.i.ntiff is going to pW"Sue it,
2 really goes to whether Zyprexa cawed diabetes, is
3 ODe oertai.o issue here. And important to us is
4 w1lc:.tha" the person had diabetes long before Zyprexa
5 was ever on the market or ever prescribed. and
6 without pro-96 data, tbllI becomes very challenging.
7 If it's com1pt. it's one more reason why 'NO need
8 medical rec:otds, which ru get to sepanueJ.y and let
9 the Stale address it first. But to have Mr. Steele

10 e1 this time go back to the Swe and figure out wbe1
11 wonld be a1 issue in producing~96 da1a and then
12 get back to us at some. 1IDdefined period I think is a
1) little bit la1e in tbal proc:ess.
14 Wba1 we'd like to do, again, is have our
15 expertlooka1tbedt.ta. Wehaveafight,adispl!te
16 over whelha we get de--idmtified deIa or not, and
1.7 'NO'd n:spect whaJ.lbe Court's ruling is on that issoJe
1.8 ISwe~totheI.i.ssoe,buti!wehavetolook:atit

19 from a dc-identified perspoc::tive, you know, so be it.
20 We have re2.SOIl1 why we should see the wbole database
21 in its l101)lje..identified form.
22 So r mean, these are., in a IJUtsbe11,

I
; retlly - I think Mr. Steele has nwie lbe argumeot as

24 to why we oecd to see lhe whole database and have our
25 own experts come in and make some judgmcllts as to

•
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1 what: data we need to extr8CL We appreciate the
2 concessions that were made, and we~ a lot of
3 them have been made in the past already m our
4 mcet-and-.eonf"er process. but we just are ~till
5 waiting 00 or maybe there is sorre confuSion about
6 'MR S1EELE: May I?
7 DISCoVERY MAS1ER: Are you finished, Mr.
8 Boise?
9 MR. BOISE: 1 am. Thank you.

10 DlSCOVERYMAS'!ER: Allrigbt. Goabead.
11 MR. S1EELE: All right. Where it appears
12 the seam must fail. With respect to the enrollment
13 da1a, rve said what I've said. 'They say -- and J
14 hope Beth is not- Beth is nota guy, is she, your
15 expert?
16 MR. BOISE: No.
l'7 MR. STEELE: Beth A. 1 thought you said it
18 was - it was a guy. I'm off the subject. Anyway,
19 rve said what I've said.
20 With respect to No. Z. what they're saying
21 is that they want to look at enrollment files, and
22 they want to see the things that are listed in No. 2,
23 and I think we can give them that information. So I
24 didn't understand that to be all enrollment data.
25 Obviously that includes the names. I mean, onc of
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the things that's interesting about Dr. Virnig's
declaration is that she of course doesn'l opine lhal
she needs the names of the Medicaid recipients. You
can look at it from stem to stern, and lhe good
doctor does not suggest anywhere in there thai she
needs the name of the Medicaid recipient.

So they can have the enrollment data but
nol the names of the Medicaid recipient

9 Second point. With respect to the experts
10 extracting it, I don't really know how that would be
11 done.. but it's certeinly not customary. rve been
12 doing product liability cases for 30 years, and 1
13 have YellO have General Motors let me into their
14 computer, and I don't think that's ever going to
15 happen. Wba!: you do is you II.Sk them for things, and
16 they give it to you. And they have asked us for
17 things, and we'll give it to them insofar as what
18 I've said we can provide to them, with the caveats
19 that I have offered.
20 I have never seen a product liability case
21 wbc:re the defense data weasels walked into GM
22 beadquart= and _ diddling on their computers,
23 and I don't think rm ever going to see that.
24 The idea that they want all is - I think
25 doesn't ma.ke any sense. What they've got is a

6 (pa~i:.Blp~\~P)
Declaratlon of Matthew Garretson
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1 declaration from the doctor thaI they have chosen 10

-~ use, and she has said what she wants in addition to
1 what they already have. and we'll give it to them.
4 And, you know, [ think that that is a rational basis
5 on which the Court can make a decision. In other
6 words, if you're tr)'ing to be the decider here,
7 you're trying to decide it on a rational basis.
e 1'bcre is DO rational basis offered. that] can see.
9 as to why they need to go in and diddle on the

10 Stzte's computer.
11 If they want something, they can do what
12 bas been done here and tell us what it is, and we'll
13 get it for them insofar as that can be done. That's
H abouuJ] that can be said about that.
15 As to '96, what fIn suggesting is whatever
16 there is, we're going to give it to them, and they
17 can look at it I mean, it's nol going to - as far
18 as I know, it exists in adisaete form because
19 unlike what we'reeurrently using, which is alive
20 database. right? Where you - it's alive and there
21 is inputs and the inputs happen every day and it's,
22 yOD know, something that's in use. The prc>96 stUff
23 is stored It's stored in the form so that it's like
24 a basketball.
25 So if it's pre-96, it is a basketball that
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1 you can band to them, and we're going to give it to
2 them I don't know what the gripe is there, to tell
3 yoo the truth. I doo'! even get what they're lalking
4 about. They can look at that football or baskc.tbalJ.
5 01 whatevcrit i$,

6 So setting aside the issue of patient
7 icbltifying infonnation which I think 'we can argue
8 separately, I would just note thu their doctor
9 doesn't say thtt she needs it. nor would it be needed

10 'With rcspca lO the database.. I think that's a
11 medical records issue, and I pn:fer to argue that
12 separaleIy.
13 DlSCOVERYM.ASTER: Mr. Boise.
14 MltBOlSE: JUSlverybriefly. Uwe're
15 ~ng to get lhe entire pre.96 database. then there
16 1$ no - then:. is DO gripe thCle if we're going to
17 get all the database,
18 Our main gripe i$ that we don't mow what
19 we~o'tknow, Weknowwbai. wc'vebeen produced is a
20 sel.ectJve portion of a database and given that
21 sdtlctive po:tioa to a petSOD who is used to seeing a
22 dalabzse, we'n: able to identify aIUS of just

I
)obviow oc:cd and issues.

24 W!lal we're told here on many cases by Mr
25 Steele is thai. you dco.'t have all procedure codes,'

•
Page 24

1 you may Dot have diagnosis codes. What we don't know
2 is whether that data lives in a different form within
3 the database. We don't have to go within the
4 corridors and have our technology people go around
5 and play with the dalabasc if you would produce the
6 entire database, and we would be able to extract what.
7 we need 00 our own time and without any incruSiOD,
8 ~ has been no burden argument or
9 presentation as to why that would be challenging to

10 do other than it's not in the form of a basketball,
11 and we're really put in the position of saying,
12 "We're going to show you a Unle bit of this
13 database. and if you ask us for specific things,
14 well give it to you, but we're not going to tell you
15 what are in all those other fields wheIe people.
16 nonla"')'etS, can go in and really look and see what is

11 theco."
18 AIe there revenue codes that would show
19 additional procedures? Is there data conLained in
20 eligibility flIes thaI. would have more information
21 that would go to confounding factors, that would go
22 to issues afcaosation? We don't know what we don't
23 know,
24 We've asked for the database. We've been
25 told you'Ulook for certain items but told we're

Page 2S

1 unwilling to do the entire database because of
2 burden.. All we're suggesting is if that's the
3 argument, we'll take on the burden and go to the
4 s.ouree and extract what we need. So ultimately we'd
5 like the full database, If that is too burdensome
6 we wO,uld offer to go and extract what we need~g
7 forensiCS experts to do it. So in either case, we
8 would bave the opportunity to extract and obtain what
9 we need,

10 The final point that Mr, Steele made, or
11 maybe he opened with it, was there is no reference to
12 the need for de.identified infonnation. and I agree
13 we should argue for medical records separalC, but
14 w~atDr, Vimigdoes do in bereand what we do in our
15 beefing throughout is explain we need medical
16 reco~, and we can't identify which patient's
17 medical records we need without the identified
18 information,
19 We want to be able to look at - how can we
20 subpoena the records, unless you're willing to
21 provide the records to us, based upon a de--ideotified
22 number? So if a particular patient we believe has
23 huge gaps, for eumple, in their enrollment data and
24 we want to find out what was the full history fi
25 that patien~ the only way we cauJd POSSiblY;tIult.

7 (PaqeS 22 to 25)
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1 is through medical_, and the only way we would
-'I be able 10 tclI you whiell medical recoIds we·need

1 either for you to obtain for us and provide to us in
4 some de-identified fashion or for Ully to go out and
5 gel them themselves is to have a patic:ot name..
6 We've been able to handle 28,000 claims 00

1 beha1f of plaintiffs in the uoderlyins ZY!'="
8 litigation. personal injury litigation. We've
9 obtained thousands of patieots' medical recoIds.

10 We've takm dozens of plaintiffs' depositions. We're
11 e.xtraord.i.ne: sensitive to the rights of these
12 patients to privacy and take all measures necessary
13 DOt to intrude unless absolutely there is a
14 compelling need here.
~ Without having this information at least in
16 the lawyers' possession or in our expert's
17 possession.. we're unable to identify which patients
18 we need to go out and tell a story bcIe and be able
19 to get the full picture, not just what limited
20 information is contained in this database where
21 people. as you said earlier. may not have coded
22 something properly or may not have included the
23 information that is key here. So that's the
24 response.
25 DISCOVERY MASTER I have a question for
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1 Mr. Steele.
2 MR. STEElE: Sure.
3 DISCOVERY MASTER: Aside from you've never
4 seen it done at OM. what's the burden or prejudice or
5 risk to your client of having the defense look at the
6 database themselves, assuming you can protect the
7 identities of the patients?
8 MR.. STEE1.E: Wen. the last is the problem,
9 and that is. of course, integra! in the database.

10 inseparable from the database, the identities of the
11 patients. So if you're looking at the database. you
12 are looking at the identities of the patient
13 And allow me to make this point, and [
14 ~vc:n'tbeen able to confu with my colleagues, but
15 if - rd probably be willing to let themlook in our
16 computers if thcy'lliet us look in theirs. What do
17 you think?

18 MR. SUGGS: I don't think that they would
19 offerthat.

20 MR. STEELE: Really? But, you know that's
21 sometil.ing to drink about is if it's sauce for~
22 goose, it's sauce for the ganda. So if this is me

I
J ~dard w~re going to adopt. then for all of the

2"4 things that Mr. Suggs wants, we want to invade their
25 dat2.base and their records and have our expectS comb
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1 through that so - because we don't :know what we
2 don't !<now, and there may be things in there thaI we.
3 would very much like to know that they don't want us

4 to know.
S So if that's the way it's going to be done,
6 then let it be so. But setting that aside, what I'm
7 lel1ing the Court. with a reasonable degree of
8 assurance. is that integral to those -- to this live
9 da1abase is the names are inseparable. There is DO

10 way to do that So if they look, they look.
11 And by the way, we havegivcn them a list
12 of all of the fields. So if they want to make a
13 query with respect 10 the liSl of all of the- Mr.
14 Boise in his argument just said we've given them
15 hundreds of fields. We've giveD thelD hundreds of
16 fields. If they want to make inquiries within those
11 data fields, they can do that They can put thaI by
18 way of discovery, and we will respond to it
19 The question of the need for the individual
20 identities of the people, I mean, we're just going to
21 have 10 address that, and I will do that.
22 But two strong points 1want to make is I
23 cannot separate the identities from the database.
24 That's why we did it the way we did it in main
2S measure. and if it's sauce for the goose. it's sauce
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1 for the gander on that little deal We can go poke
2 around in their stuff, but that wasn't the way it was
3 done in the MDL. We didn't go and poke through their
4 database to get 12 milliOIl documellts. They handed us
5 what they were supposed to band to us Oil the
6 discovery order, just the way that we're doing it
7 heJe. It's no diffhrent It's DO different than
8 it's ever done.
9 DISCOVERY MASTER: All rigbt I'm going to

10 give you the last word.. Mr. Boi~ briefly, and then
11 we'll move on to the next issue.
12 MR. BOISE: And Mr. Suggs !<nows this and
13 Mr. Steele just may not I mean, there was extensive
14 discussion a:nd cowtiJ:!.volvement on his goose v.
15 gander argument ThOle was discussion. disclosure of
16 fields and what those fields meant of Lilly
17 databases. and in certain circumstances full
18 databases were lllIned over. Th= was • full bistnl)'
19 for each database in the disclosure, which has Dot
20 happened here, so the PSC ill the MOL eould be fully
21 ~o~ as to what they were getting and not gettiag
22 10 making those choices.
23 We're asking for the piece ofevidence lhat
24 you are basing your entire claim on, to be informed
2S about that piece of evidence and be fully informed,
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, and that's what v.oeTe asking for.
-; DISCOVERY MAS1ER: All right Thanks.

1 NeJ<t let's just go the patient mcoros aIgUlIlCIlt
4 Who's going to do that? And Mr. Boise. Okay. We'll

start again with Mr. Steele.
6 MR. STEELE: Okay. Well, I've bad this
7 dis...'"USSion with them. Is it perfectly clear to
8 everybody that we do Dot have a warehouse the size of
9 Yankee Stadiwn wherein from birth to death every

10 Medicaid recipient's medical records are kept? Does
11 everybody agree to that?
~ 2 MR. BOISE: We've heard that
13 representation. We understand that.
14 MR. STEELE: You don't think it's
15 othezwise?
16 MR. BOISE: No, that's DOt OW' claim.
17 MR. S11!ELE: Okay. Good.
1 e MR.. BOISE: Th.ar'S Dot our claim.
19 MR. STEELE: All right. So we don't have
20 it So now the question becomes: Where do we go
21 fromheJe? The lim thing that needs 10 be said
22 about this is that there is very little in their
23 expert's declamtiOD that suggests that something can
2. be gotten from the medical records that cannot be
25 gotten from the Medicaid database.

Page 31

1 The fact is that Medicaid databases are
2 used all of the lime to do epidemiology studies which
3 determine how much of a disease has been caused by a
4 particular agent and to -let me see iiI can stan
5 with a lsrger metaphor tllal may explain better what
6 it is that we're trying to do, but keep in mind the
7 background here is this.
S Ifyoo look: at the pharmacotherapy article
9 thaI is submined with the defendant's most recent

10 moving papen, that was a study similar to the one
11 thzt we're doing that was done Qut of a Medicaid
12 dalabase from five staleS. No patient records were
13 aceessedinordertodothalstudy. Lillydoes
14 Medicaid database studies and has done several on
15 Zyp=a. 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 uodmtood
is .~. ~d excuse the crndeness ofmy metaphor, but
this IS kind of bow it goes. Let's say that you've
got a roulette wheel. The roulette wheel has got a
whole bunch of numbers on it Pick any number that
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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

6 background rate of the disease. So Jet's say we've
7 got the entire Medicaid population. We want to look
B at a particular disease, the disease will have a
9 background rate because in this world there are very

10 few things that are simply unique to a particular
11 agent.
12 So you'll have a background rate of
13 diabetes, you11 have a background rate of heart
14 disease, you'll have a hackground rate of lung
15 cancer, and any agent that you want to talk about
16 that causes disease pretty much is going to have a
17 background rate. So we talk about tobacco, we'll
18 have a background rate of lung cancer and heart
19 disease. If we talk about Zyprexa, we'll have a
20 background rate of obesity, diabetes, heart disease,
21 and so on.
22 So let us say that the background rate is
23 zero and double zero within the Medicaid population.
2-4 So you've got all of these numbers plus the
25 background rate. The question becomes ifyou
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1 introduce 11 particular ageot into the Medicaid
2 population, what do you have in addition to the
3 background rate? So what do you have in addition to
4 zero and double zero? WelL if you're talking about
5 Zyprexa and diabetes, what you're talking about,
6 according to the ph8lT1).8cotherapy article and other
7. articles, are you have zero, double zero, triple
8 zero, qUadruple zero, quintuple zero and sexruple
9 zero. Zeroes 1 through 6. Okay?

10 Now, in order for us as the State to
11 determine what our damages are, what we need to do is
12 we need. to subtract the background nne from the
13 increase caused by the agent So we subtract out
14 zeroes 1 and 2, and we're left with zeroes 3 through
15 6, and that gives us the additional amount of disease
16 caused by aparticula.r agent That's esseotially how
17 it is done in Lilly'S Medicaid data studies on
1 B Zyprexa and pharmacotherapy article, Dr. Gao's study
19 on Zyprexa

20. Now, the case we are punuing is this, and
21 It'S got to be looked at differently than a
22 traditionw PI case because a traditional PI case is:
23 I want to give Mr. Smith money. For me to give
24 Mr. Smith money, we've got to demoostratc that it is
25 Mr. Smith that has been hun and not somebody else.

9 (Pagf;151. B3'page\'7".j3 3)
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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

~ 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

I cannot determine eXactly how long garhering this data would take. But I can say

with some confidence that if the discovery is ordered, the Milrch 2008 trial date will have

come and gone before anyone sees an actual patient record.

In light of these burdens associated wJth the gathering of records. lilly must make

a strong showing that it is likely that the discovery wW produce important evidence

undermining the accuracy of the Medicaid database. Lilly has not made that showing,

As to post 1996 dam, Ully m~es onJy genoral assertions of potentially inaccurato

database entries. For pre 1996 data, the State has conceded that some of the data. is

"COmIpt" But r 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 paqentrecords 10 challenge that evidence.

Fmally Lilly claims lhat it needs specific patient infonnation to defend the case in

ways unrelated to the epidemiological proof. But, when pressed LiUywas unable to

make a com~JiDg showing as to .why the court should .Invade a mental health patient's

privacy in pllI'S11it of that goal.

UUy assertS thar it might want to present evidence from individual patients who

liked the drug and felt better using it But its not clear to me what that type. of evidence

would prove. The State does Dot assert that Zyprexa bas no benefit or that some patients

Exhibi1 C, Page 7 of 13
Declaration of Manhew Garretson
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were happy with the drug. lDdeed, as Lilly poin'" ou~ Zyprexa is still part of the State's

Medicaid formulary - Medicaid pbysici!l1s are free to prescribe it and seek paymcntfor

their ~ervices. Finally. even if evidence from satisfied semal Zyprexa users is relevant,

surely Lilly can find that ~vidence by some means other than the method proposed here.

Discovery Regardjn2" State's Medicaid DatabMe

Lilly has assorted a nnmberof objections regarding the State's production of

information from i'" Medicaid Database (aside from information regarding the identity of

zyprcx:a patients). The Virnig affidavit specifically identifies those deficiencies.

At ore! argument the State indicated that it did not object to producing the

information identified by Dr. Virnig if it was actually in the database. The State has since

confinned that it bas taken steps to provide that discovery. Thus r consider Lilly's

motiOD resolved. I am mindful that the Sbl.te's case may rise orfaIl in large part on the

database. IlJly may renew its motion regarding the database if unsatisfied with the

State's supplemental discovery.

LiUy also filed a seplU1lte motion seekiDg a SUbpoena of ~he originai database

maintained for the State by Frrst Health Services Corporation. The State opposes.

The State asserts that it took the original database, manipulated it to exclude all

patient identifying infonnation, and produced (or will produce) the reSL The State claims

that if lilly has access to the original database, it will have access to patient identifying

information..

Ully 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

Exhibit C. Page 8 of 13
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Lilly's claim of risk of inaccurate production is not persnasive.

State's First Motion to Compel (July 10 2007)

lot # 2, RFP# 2. DENIED. The State seeks infommDon regarding

EXhibit c. Page 9 of 13
Dedaralion of Matthew Garretson

Case No. 3AN-06·5630 cr

Int # I. RFP # 1. liliy withdrew its objection at oral argument.

DENIED iu part and GRANTED in part.

hlve that access because the production from ~e State has ~en so shoddy that Lilly

cannOt be asstmd of the accuracy of the edited database infonnation.

For th~ ~sons stated above, tilly is Dot entitled to access to patient identifying.

information. BeCause the State bas committed to making additional database discovery,

LilIv's Motion fOt AppHcation For Commission to [ssne $ubPQm!

Lillv's Motion to Compel {Angust 6 2007J

DENIED. See diSCUSSion of Access to Patient Medical Records above.

Rulings on Indjvidual Discovery Requests.

DENIED. See discussioD of Access to patient Medical records and Discovery

Regarding State's Medi·caid Data Base above.

communications about Zyprexa. from Lilly to pUblic payors of medical bills in Alaska

othertban Medicaid. Lilly !!guc.s 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 infoo:nation is relevant because other public payor organizations

could influence the State end prescribing physicians regarding the use ofZyPrexa

The State bes access to me MDL collection that likely contains a representative

sample of communications aboUI ZypreX2. made by Lilly to numerous organizations. It is

also likely that the communicapons made to other payors in Alaska are similar to



002653

10

objection is sustained.

Int # 8, RFPII1; lnt 119, RFP112; Int 110, RFPI 13; Int # 11, RFP# 14.

Exhibit C. Page 10 or 13
Declaration of Matthew Garretson

Case No. JAN.Q6..5630 CI

comm~cations 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

. the ability of other payors to influence the State is tenuous and the informatioD sought is

also likely redUDdantti> infonnapoQ already available to the State. Given the State's

interest iII limiting unnecessary discovery so as to preserve the March 2008 trial date,

Lilly's ObjectiOD to the discovery as overbroad is SDStaiJ;J.ed.

Int 13, RFP #3. Lilly withdrew is objection at ol1ll argument

Int I/(j, RFP 119. DENIED. The State seeks infonnation regarding

communications aboutZyprexafrom UJIy to representatives of Alnaka's executive or

legislative bnmch. LiUy asserts the same objections noted above regarding Int '!2 The

State~ not have any evidence that otherm~mbers of the Alaska executive branoh or

the Alaska Legislature influenced Alaska Medicaid regarding the use ofZyprexa. Lilly's

DBN1BD. The State seeks information regarding communications about ZyPrexa from

Iilly to patient advOcacy groups, the American Psychia(ric Association, the Texas

Medication Algorithm Project, and Comprehensive NueroScience. Ully's objections are

sustained for the reasons stated above in lot tn.

Int #4, RFPiI7. GRANrED in part. The State seeks information regarding call

'Dote references to Zyprexa generated by Lilly sal~ representatives in Alaska. Call notes

are brief entries made by sales representatives documenting meetin.gs with physicians.

UUy recognizes that the information may be diss:overable but claims that retrieving the





lDt #13. Grant«! in part The State seeks infonnation ",garding Lilly's Alaska

Zypre.xa sales revenue, and its gross margin and income before taxes. For the reasons

stated ",garding lDt # 12, Lilly must produce publicly avaiJabJeAJaska Zyprex. sales

revenue responsive to this request.

lIlt # 19 and 20. Lilly's 9/f21fJJYJ7letter is responsive to this request

RFP # 4, 5 and 6. GRANrED. Tjle State seeks documents regarding

communications abont Zyprexa from Lilly to Alaska physicians other than those made by

Ully sales representatives. Those include communications made by "thought leaders"-

physicians or other consultants retained by lilly to communicate about Zyprexa aD

Lilly'S behalf. At oral argument Lilly counsel conceded that these documents may be

discoverable and indicated that counsel bad 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 adiligent search for documents responsive to these requests and

produce those documenrs within 15 days. If unable to locate documents Lilly must

e.xp1aiD. efforts made in that regard.

lDt # 5, IS, 16, 17 and 18; RRFP # 8, 15, 17, and 18. GRANTED in Hart. 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

locating the documents.

12
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At oral afg'JIDent l.l11y asserted that the MDL collection was so extensive, and the .

method of organiz.e.tion of documents so peculiar, that it was equally difficult for the

State and Lilly to locate the infonnation in the collection.

In my view, ifLilly knows the information soogbt by the State is in the MDL

OOllecriOD, then Lilly must havc some idea as to how to locate the information. Thus, no

later than September ');7 lilly must prednce the informetion sought by the discovery, or

pro\ide some more specific means to assist the State to locate the information, or if

u:lable to do either, explain wbat effortS were made to obtain the information.

Discovery Master Fees

The Discovery Masrer fees incurred to date for all matters submitted are

$6350.00. The parties shaH each pay one·hali. (Invoice submittecl to cOUDsel)

5
Da."1 A. Hensley
Discovery Master

13
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witnesses from stating or implying that Lilly "WARNED" of Zyprexa's risks of diabetes

Plaintiff moves this Court for an order preventing Eli Lilly's counsel and

of the risk of weight gain prior to the labeling change in 2007.

Case No. 3AN-06-S630 CI
Page I of 5

002657

Defendant.

Plaintiff,

ELI LILLY AND COMPANY,

Federal regulations contain precise rules prescribing drug labeling. Under these

regulations, serious adverse reactions are required to be listed in the "WARNINGS AND

PLAINTIFF'S MOTION IN LIMINE TO PRECLUDE TESTIMONY
OR ARGUMENT THAT ZYPREXA'S LABELING "WARNED" OF

DIABETES, HYPERGLYCEM1A OR WEIGHT GAIN

Plaintiff's Motion in Limine to Preclude Testimony
Or Argwnent Thai Zyprexa's Labeling "Warned" of
DIabetes, Hyperglycemia and Weight Gain
State ojAlaska v. Eli Lilly and Company

or hyperglycemia prior to the FDA-mandated label change in 2003. Further, Lilly's

PRECAUTIONS" section of the labeling:

counsel and witnesses should be instructed to make no statements that Lilly "WARNED"

v.

IN THE SUPERIOR COURT FOR THE STATE OF ALAS~

c«'c
THIRD JUDICIAL DISTRICT AT ANC«9.~G~ v"ol:"'f:J,.;

0.... ('<9 -P,;, o~
STATE OF ALASKA, ) ~'~~~'.f. C', 0:,$:

) ,;, """,. ~
) ~~~,.~
) 'O,.t)~:r;;o,..

) Case No. 3AN-06-05630 Cl ()< Q..
)
)
)
)
)

FELDMAN ORUNSKY

&: SANDERS
>OOLST1lEET

FouRrn F1.OOR
A1lCIIORAG£. AI(

99>01
TEL.: 907.272.3538
FAX: 907.2R0819



21 C.F.R. § 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. 2 Diabetes mellitus and hyperglycemia

002658

Case No. 3AN-{)6-5630 CI
Page 2 of5

where they were listed as "infrequent" and "rare" under a subheading for "Other Adverse

Warnings and precautions. . . . .
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
phannacological class or those resulting from drug/drug interactions),
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.

I Cf 21 C.F.R. § 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
shall be revIsed to mclude a warning as soon as there is reasonable
eVIdence of an association of a serious hazard with a drug; a causal
relatIOnship need not have been proved.

(emphasis added).

2 See Exhibit A (Physicians' Desk Reference, pp. 1649-1653 (54'h ed. 2000».

were only mentioned far down in the labeling under the section for "Adverse Reactions,"

Plaintiirs Motion in Limine to Preclude Testimony
Or Argument That Zyprexa's Labeling "Warned" of
D,abetes, HyperglYCemia and Weight Gain
Slate oJAlaska v. Eli Lilly and Company

FELDMAN ORLANSKY

& SANDERS

SOOLSnlarr
FouRTII FLooR

ANCIIORAGE. AK

9950'
TEl.; 907.m.3.538
FAX: 907.274.0819



trials'

Plaintiff does not object to statements such as "the adverse reaction section of

These mentions under the "Adverse Reactions" section of the labeling do not

002659

Case No. 3AN.Q6·5630 CI
Page 3 of5

Reactions" are specifically dermed in the federal regulations, and are distinct from

"WARNINGS," See 21 C.F.R. 201.57(c)(7); cf 21 C.F.R. 201(g) (effective through June

29,2006).

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

labeling, in a table of "adverse events" that reports the statistical results of premarketing

Events Observed During the Premarketing Evaluation of [Zyprexaj.,,3 This section of the

labeling even emphasized, "that, although the events reported occurred during treatment

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 referred to diabetes" or "diabetes was reported as an adverse event from

constitute "WARNINGS" as required and defined under 21 C.F.R. 201.57. "Adverse

Plaintitrs Motion in Limine to Preclude Testimony
Or Argumenl ThaI Zyprexa's Labeling "Warned" of
DIabetes, Hyperglycemia and Weight Gain
State ofAlaska v. Eli Lilly and Company

3[d. at p. 1652.

• Id.

s!d. at p. 1651.
FE1.DMAN Oru.ANSKY

&. SANDERS
SOOlSnEEr

Foualll fLOOR
AHCHoRAGE. AX

99>01
TEL; 907.272.3538
FAX: 907.274.()819



labeling prior to 2003 "WAR ED" of the risks of diabetes and hyperglycemia, or that

prior to 2007 it "WARNED" of the risk of weight gain.

DATED thiS;'%"of February, 2008.

FELDMAN ORLANSKY & SANDERS
COL/nseiJor Plaintiff

BY__M1Z---~.!...'::. _
Eric T. Sanders
AK Bar No. 7510085

FELDMAN ORU.NSKY

&'SANOEJlS
>OOLSOlUT

Fou1ml fl.OOR
A>oCH<lRAG£. AI(

""'"TEL: 907.2n.3Sl8
FAX: 907.274.0819

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

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

Plaintiff's Motion in Limine to Preclude Testimony
Or Argument Thai Zyprexa's Labeling "Warned" of
DIabetes, Hyperglycemia and Weight Gain
State a[Alaskn v. Eli Lilly and Company

HENDERSON & ALLEN, LLP
T. Scott Allen Jr.
2777 Allen Parkway, 71h Floor
Houston, Texas 77019-2133
(713) 650-6600

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

COL/nseiJor Plaintiff

Case No. 3AN.Q6-S630 CI
Page 4 of5
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Certificate of Service
1 hereby certify that a true and correct copy of Plaintiff's Motion in Limine to Exclude
Testimony or Argumeot that Zyprexa's Labeling "Warned" of Diabetes, Hyperglycemia
and Weight Gain and (proposed) Order were served by messenger on:

PEwMAN ORLANSKY

&:SANDEJtS
SOOLSnlfET

FooRTI! FLoo<
NOtORACiE. AK

99>01
TEl..;907.m.3S38
FAX: 907.274.0819

....~
>

Brewster H. Jamieson
Lane Powell LLC
301 West Northern Lights Boulevard, Suile 301
Anchorage, Alaska 99503-2648

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

pepper~on

~~te' "~

Plaintiff's Motion in Limine to Preclude Testimony
or Argument that Zyprexa's Labeling "Warned" of
D.abetes, Hyperglycemia and Weight Gain
State ojAlaska v. Eli Lilly and Company

Case No. 3AN-Q6-Qs630 CI
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Plaintitrs Motion in limine to Pr . Exhibit A, Page 1 of 5
Zyprexa's Labeling -Warned" of Oia~(~~~TeStim,ony?r Argumenllhal

, yperg yceml8 or Weight Gain
Case No. 3AN.Q6.QS630 CI
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Exhibrt A, Page 2 of 5
Plaintiff's Motion in Limine to Preclude Testimony or Argument thal

Zyprexs'S labeling -Warned- of Diabetes, Hyperglycemia Of Weight Gain

Case No, 3AN-06-05830 CI
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21 C.F.R. 1201.57

c
Effedh'e: June 30, 2006

Code of Federal Regulations Currentness
Tille 21. Food and Drugs

Chapter 1. Food and Drug Administration. De­
putment of Health and Human Services (Refs
&Annos)

Subchap.er C. Drugs: Gwenl
... Part 201. Labeling (Refs & Annos)
~ Subpart B. Labeling Requirements for
Prescnpnon Drugs and/or Insulin

.. § 201.57 Specific. requirements on
content Bnd format of labeling for
human prescription drug and biolo­
ginl products described in §
20J.56(b)(1).

The requirements in this section apply only to
prescription drug products described in §
201.56(bXl) and must be implemented accord­
ing to the schedule specified in § 201.56(c), ex­
cept for the requirement in paragraph (c)(18) of
this section to reprint any FDA-approved pa­
tient labehng al the end of prescription drug la~

beling or accompany the prescripbon drug la­
beling, which must be implemented no later
than June 3D, 2007.

(a) Highlights of prescribing infonnation. The fol­
lowing informatioD must appear in all prescription
drug labeling,

(1) Highlights limitation statement The ver­
batim statement '''These highlights do not in­
clude all the information needed to use (insert
name of drug product) safely and effectively.
See full prescribing information for (insert
name ofdrug product). M

(2) Drug names, dosage fonn. route of adminis·
tratioo, 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 19

Page l

of the Federal Food, Drug, and Cosmetic Act
(the act) or, for biological produc.ts, the pro~r
nllJDe (as defined in § 600.3 of this chapt~r) ~­
eluding any appropriate descriptors. This ~­
formation must be followed by the drug s
dosage fonn and route of administration. For
controlled substances, the controlled substance
symbol designating the schedule in w~cb the
controlJed substance is listed must be Ulcluded
as required by § )302.04 of this chapter.

(3) Initial U.S. approval. The verbatim Slale­
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 aoy
boxed warning required by paragraph (c)(l) of
this section, not to exceed a length of 20 lines.
The summary must be preceded by n heading,
in upper-case letters, containing U1C word
"WARNING" and other words thot ure appro­
priate to identify the subject of the warning.
TIle heading and the summary must be can·
tained within a box and balded. The following
verbatim statement must be placed immediately
following the heading of the boxed warning:
"See full prescribing infonnation for complete
boxed warning."

(5) Recent major changes. A list of the sec­
60n(s) of the full prescribing infonnation, lim­
ited to the labeling sections described in para­
graphs (e)(I), (c)(2), (e)(3), (c)(5), and (c)(6)
of this section, that contain(s) substantive la­
beling cbanges that have been approved by
rnA or authorized under § 314.70(c)(6) or
(d)(2), or § 601.12(1)(1) through (1)(3) of this
chapter. The heading(s) and, if appropriate, the
subbeading(s) of the labeling section(s) af-

02008 ThomsonIWest No Claim to Ong. US Gov. Works.

. . .... Exhibil B, Page 1 of 19
Plalnbff's Motion In Lrmlne 10 Preclude Tesilmony or Argumenllhat

Zwexa's Labeling "Wamed- of Diabetes. Hyperglycemia or Weight Gain
Case No. 3AN-06-o5630 CI
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(i) A list of the most frequently occurring ad­
verse reactions, as described in paragraph
(c){7) of this section., along with the criteria
used to detennine inclusion (e.g., incidence
rate). Adversc reactions important for other
reasons (e.g., because they are serious or fre­
quently lcad to discontinuation or dosage ad­
justment) must not be repeated under this head­
ing in Highlights if they arc included elsewhere
in Highlights (e.g., Warnings and Precautions,
Contraindications).

with any appropriate subheadings.

(10) Warnings and precautions. A conc~se sum­
mary of the most clinically significant ~oIIXla­

tion required under paragrnpb (c)(6) of this see­
tion, with any appropriate subheadings, ~c~ud­

ing infonnarion that would affect decIsions
about whether to prescribe a elmS, recorrunend­
ariODS for patient monitoring that arc critical to
safe use of the drug, and measurcs that can be
taken to prevent or mitigate harm.

(II) Adverse reactions.

(ii) For drug products other than vaccincs, the
verbatim statement "To report SUSPECTED
ADVERSE REACflONS, contaCI (insert name
of manufacturer) at (insert manufacturer's
phone number) or FDA at (insen current FDA
phone number and Web address for voluntary
reporting of adverse reactions)."

(iii) For vaccines, the verbatim statement "To
"'PO" SUSPECTED ADVERSE REACTIONS,
contact (insert nllme 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 reactions, the Web
address of the direct link: to the site.

(12) Drug intcractions. A concise summary of

C 2008 ThomsonfWest No Claim to Orig. US Gov. Works.

(8) Dosage forms and strengths. A concise
summary of the infonnation 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 dosagc fom'l in metric system
(e.g., IQ-milligram tablets) and whether the
product is scored

(7) Dosage and administration. A concise swn­
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 rangc, crit~
ical differences among population subsets,
monitoring recommendatioDS, and other clinic­
ally significant clinical pharmacologic informa­
tion.

Page 2 of 19
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fec:ed by the change must be listed together
with each section's identifying number and the
date (month/year) on which the change was in­
coIpOrated in labeli.ng. These labeling sections
must be listed in the order in which they appear
in the full prescnbing infOnDlltiOD. A changed
section must be listed Lmder this heading in
Highlights for at least 1 year after the dale of
the labeling change and must be removed at the
fint printing subsequent to the 1 year period.

(6) Indications and usage. A coDcise statement
of each of the product's indications, as required
under paragraph (c)(2) of this seerioe., with any
appropriate subheadings. Major limitations of
use (c.g., lack of effect in particular subsets of
the population, or second line therapy status)
must be briefly DOted. If the product is a mem.
her of an esmblished pharmacologic class, the
concise statement under this heading in High.
Iigh~ must identify the class in the following
manner. "(Drug) is a (name of class) indicated
for (indication(s».·

(9) Contraindications. A concise statement of
ea~h of the product's contraindications, as r~
qutred under paragraph (c)(5) of this secrion,

21 c.F.R. § 201.57
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(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
group), or if the indication is approved
based on a surrogate endpoint under §
314.510 or § 601.41 of this Chapter, a suc­
cinct description of the limitations of use­
fulness of the drug and any uncertainty
about anticipated clinical benefits, with
reference to the "Clinical Studies" section

Page 3

(A) If the drug is used for nn indication
only in conjunction with a primary mode
of therapy (e.g., diet, swgery, behavior
changes, or some other drug), a statement
that the drug is indicated as an adjunct to
that mode of therapy.

by the FDA to be presented in a box. The
boxed warning ordinarily must be .b~sed on
clinical data but serious animal tOXIC1!y may
also be the basis of a boxed warning in lhe ab­
sence of clinical data, The box must contain, in
uppercase let(ers, a heading inside the box that
includes the word "WARN'rn'O" and conveys
the general focus of the information in the box.
The box must briefly explain the risk and refer
to more detailed infonnation in the "Contrain­
dications" or "Warnings and Precautions" sec­
tion, accompanied by the identifying nwnber
for the section or subsection containing the de­
tailed infonnatioD.

(2) Indications and USilg~- section must
state th 15 W ~~or the treat­
ment, prevention, mitigation, cure, or diagnosis
of il 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 conditioD.

(i) This section must include the following in.
foonation when the conditions listed are ap­
plicable:

the information required under paragraph (c)(8)
of this section, with any appropriate subhead­
ings.

(13) Use in specific populations..A concise
sUIllmaIy of the information requITed under
paragraph (cX9) of this section, with any ap­
propriate subheadings.

21 c.F.R. § 201.57

(c) Full prescnbing information. The full prescrib­
ing information must contain the information in the
order required under paragraphs (cXl) through
(cX18) of this set:tion, together with the headings,
subheadings. and identifying numbers required UD­

d« § 201.56(dXI). unless omilttd under §
201.56(d)(4). If additional subheadings are used
within a labeling set:tion, they must be preceded by
the identifying number assigned in accordance with
§ 201.56(dX2).

r;-;::rl ""'-~-g. ,,-". contraindications

~lythosethatmay
lead to death or serious injury, may be required

(14) Patient counseling information statem~t.
The verbatim statement ~See 17 for Pancnr
COWlScling Information" or, if the product has
FDA-approved patient labeling, the verbatim
sllUemcnt "See 17 for Patient Counseling In­
formation and (insert either FDA-approved pa­
tient labeling or Medication Guide)."

(IS) Revision date. The date of the most recenl
revision of the labeling, identified as such,
placed at the cod ofHighlights.

(b) Full prescnbing information: Contents. Con­
tents must contain a list of each heading and sub-­
heading required m the full prescnoing infonnation
under § 201.S6(d){I), if not omit1cd under §
201.56(d)(4), preceded by the identifying number
required under § 201.56(d)(l). 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(dX2).
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recommended

(B) An upper limit beyoDd which safety
and effectiveness 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,

same indication must, except for biological
products, be supported by substantial evidence
derived from adequate and well-controlled
studies as defined in § 314.126(b) of this
chapter unless this requirement is waived under
§ 201.58 0' § 314.126(c) of this ch!lpt.,. Fa>
biological products, such statements must be
supported by substantial evidence.

(iv) For drug products other than biological
products, alI indications listed in this section
must be supported 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 a> § 314.126(c) of Ibis chapter.
Indications or uses must not be implied or sug·
gested in other sections of the labeling if not
included in this section.

(E) The 'optimal method of titrating

(D) The intervals recommended between
doses,

(A) The dosage range,

(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 seclio

C 2008 TbomsonIWest No Claim to Ong. US Gov. Works.

(F) If there are specific conditions that
should be met before the drug is used on a
100g 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
tenn use are different from those for short
term use, a statement of the specific indic­
ations for each use.

(C) If specific tests are necessary for selec­
tion or monitoring of the patients who need
the drug (e.g., microbe susceptibility tests).
the identity ofsuch tests.

for a discussion of the available evidence.

(E) If safety considerations afC such that
the drug should be reserved for specific
situations (e.g., cases refractory to other
drugs), a statement afthe information.

(0) If information on limitations of use or
uncertainty about anticipated clinical bene­
fits is relevant to the recommended inter­
vals between doses, to the appropriate dur­
ation of treatment when such treatment
should be limilcd, or to any modification
of dosag~ a concise description of the in·
fcnnation with reference to the more de­
tailed information in the "Dosage and Ad­
ministration" section.

(n) If there is a commOQ belief thai the drug
may be effective for a certain use or if there is
a common use of the drug for a condition, but
the prepoudennce of evidence related 10 the
use or condition shows that the drug is ineffect­
ive or that the therapeutic benefits of the
product do not generally outweigh its risks,
FDA may require that this section state that
ther~ is a lack of evidence that the drug is ef­
fecbve or safe for that use or condition.

(iii). AJJy statements comparing the safety Or e!­
feenveness of the drug with other agents for the

21 CF.R. § 201.57
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ilities if the drug is mixed in vi~ with o~er

drugs or diluents; and the foUowmg verbanm
statement for parenterals: "Parenteral drug
products should be ~pecled .visuall~ for par­
ticulate maner and dlscolomtton pnor 10 .ad­
ministration, whenever solution and contalIler
permit.")

( ) osage forms and strengths. This s~ction
st co . . e avatlable

dosage foImS to which the labeling appHes and
for which the manufacturer or distnbutor 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 parentheses after the
metric designation; and

(ii) 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,

5 Warnings and precautions.

~

section must de­
'sa:ihl:.....,y-oi""".......>-$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 a substantial risk of being
harmed by the drug and for whom DO potential
benefit makes the risk acceptable, !<Down bu­
anis and DOt theoretical possibilities must be
listed (e.g., if severe hypersensitivity to the
drug has nol been demonstrated, it should not
be listed as a contraindication), If DO contrain­
dications are known, this section must state
"No e."

(

(iiI) Radiation dosimetry information must be
stated for both the patient receiving a radioact­
ive drug and the person administering it.

(ii) Dosing regimens must Dot be implied or
suggested in other sections of the labeling if
not included in this section..

dosage,

(F) The usual duration of ~tmeDt when
treatment durBtiOD should be hnuted,

(G) Dosiog recommendations bas~~ on
clinical pharmacologic data (c.g., clinically
significo.nt food effects),

(H) Modillcation of. dosage, needc.d be·
cause of drug interactlons or m spetta! p~­

tient populations (e.g., in children, in gen·
atrie age groups. in groups defined by ge­
oetic characteristics, or in patients with
renal or hepatic disease),

(I) Important considerations conceming
compliance with the dosage regimen,

(J) Efficacious or toxic concentratioD
nnges and therapeutic concentration win­
dows of the drug or its metabolites, if es­
tablished and clinically significant Inform­
ation on therapeutic drug concentration
mOnitoring (1DM) must also be included
in this section when IDM is necessary.

(iv) This section must also contain specific dir­
ection 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
constinUed 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
lignuns per minute; storage conditions for sta­
bility of the reconstinued drug. when import­
ant; essential information on drug incompatib~

PageS
21 C.F.R. § 201.57
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peered in the particular situation and the re­
commended frequency with which lests should
be performed before, during, and after therapy.

(iv) Interference with laboratory tcslS. Ibis 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 (c.g., "Drug
Interactions" section .

verse rcac . 's section must de-
s verall adverse reaction profile of
the drug based on the entire safety database.
For pwposes of prescription drug labeling, an
adverse reaction is an undesirable effect, reas.
onably associated with use of a drug, that may
occur 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 usc of a drug,
only those adverse events for which there is
some basis to believe there is a causal relation_
ship between tbe drug and the occurrence of
the adverse event.

(i) Listing of adverse reactions. TIlis section
must l.ist the adverse reactions that occur with
the drug and with drugs in the same pharmaco_
logically active and chemically relnted class, if
applicable. The list or lists must be preceded by
the infOtmlltion necessary to interpret the ad­
verse reactions (e.g., lor clinical trials, total
number exposed, extent and nature of expos.
ure).

(ii) 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 frequency, or by a com­
bination of these, as appropriate. Wilhin a cat­
egory, adverse reactions must be listed in de­
creasing order of frequency. If frequency in..
formation Cannot be reliably determined, ad.
verse reactions must be listed in decreasing or­
der ofseverity.

(i) General. This section must describe clinic..
ally significant adverse reactions (including
any mann: potemia11y Wil> ~ous even if
infrequent, or can be prevented or mitigated
lhrough appropriate use of the drug), other p0.­

tential safety baurds (including those that are
apeciEd iUI the "jiIiiimacological class or those
resulting from drug/drug interactions), limita­
tions in use imposed by them (e.g., aVOiwng
ce~)_ and steps thaI
shouJabe taken if they~ (e.g., dosage
tnodificaLion~quency of all clinically
significant adverse reactions and the approxim­
ate mortality and morbidity rates for patients
experiencing the reaction, if known and neces­
sary for the safc and effective use of the drug,
must be expressed as provided under paragraph
(c)(7) of this section.. In accordance with §§
314.70 and 6OJ.l2 of this chapter, the labeling
must be revised to include a wamiDg-mcmra
~l!IlIcall' sigilJfiC......~is
t£¥onable evidence 01 a ~atitmo
with a drug; .a...ausaJ relationship need not have

(iii) Monitoring: Laboratory tests. This section
must identify any laboratory tests helpful in
~oUowing the patient's response or in identify_
~ ~ible advene reactions. If appropriate,
infODD8.11on must be provided OD such factors
as the range of normal and abnonnaI values ex-

(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
Dot required under any other specific section or
subsection).

-scen-dcfinirely establjshC~. A specific warning
reTatmg to Ii 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 disease or condition and such us~
age is associated with a clinically significant
risk or hazard.
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(A) Teratogenic effects. Under this sub­
heading, the labeling must identify ODe of
the following categories that applies to the
drug, and the labeling must bear the state-

terms of frequency, severity, or chllI1lcter of ad­
verse reactions must be based on adequate and
welJ-controJled studies as dermed in §
314.126(b) of !his chap!.,. 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~ inte:ti:S)
(i) This section must conlain a description of
clinically significant interactions, either ob­
served or predicted, with other prescription 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 mecb.an­
isrn(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 use::
of the drug must nor be repeated in this section.

(ii) This section must also contain practical
guidance on known interference of the drug
with laboratory tests.

(i) 8.1 Pregnancy. This !iubsection may be
omitted only if the drug is not absorbed sys­
temicaUy 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) Clinical aials experience. This section
must list the adverse reactions identified in
clinical bials I:ba.t occurred at or above a
specified nte appropriate to the safety
database. The nte of occurrence of an ad.
verse reaction for the drug and companu.
ars (e.g., placebo) must be presented, un­
less such data cannot be determined or
pn::sentation of comparator rates would be
misleading. If adverse reactions that oc;..

CUIrCd below the specified rate are in­
cluded. they must be included in a separate
listing. If comparative rates of occum:.nce
cannot be reliably deteIIDincd (e.g., ad­
verse reactions were observed only in the
uncontrolled trial. portion of lhe overall
safety database), adverse reactions must be
grouped within specified frequency ranges
as appropriate to the safely database for the
drug (e.g., adverse reactions occurring at a
ratc of less than 1/100, adverse reactions
occurring at a rate of less than 11500) or
descriptively identified, if frequency
ranges cannot be determined. For adverse
reactioDS 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
action 10 drug dose and demographic char­
acteristics, if data arc available and import­
ilIll.

(B) Postmarketing experience. This section
of the labeling must list the adverse reac_
tions, as defined in paragraph (eX?) of this
section, that are identified from domestic
and foreign spontaneous reports. This list~
ing must be separate from the listing of ad­
verse reactions identified in clinical trials.

(iii) Comparisons of adverse reactions between
drugs. For drug products other than biological
pro.ducts, any claim comparing the drug to
whieh the labeling applies with other drugs in
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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
womeD. Because animal reproduction
studies are not always predictive of
human response. this drug sbould be
used during pregnancy only if clearly
needed." If animal reproduction stud­
ies have shown an adverse effect
(other than decrease in fertility), but
adequate and weU-cootroUed studies
in pregnant women have failed to
demonstrate a risk to the fetus during
the firsl trimester of pregnancy (and
there is no evidence of a risk in later
trimesters), the labeling must state:
"Pregnancy Category B. Reproduction
studies in (kind(,) of animal(s» have
shown (descnoe findings) at (x) times
the human dose. Studies in pregnant
women, however, have not shown that
(name of drug) increases the risk of
abnonnalities when administered dur­
ing the fust (second, third, or aU) tri­
mestcr(s) of pregnancy. Despite the
animal [mdings, it would appear that
the possibility of fetal hann 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 must also con­
tain a description of the human studies
and a description of available data 00

the effect of the drug on the later
growth, development, aod functional
maturation of the child.

Page 8 of 19
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(3) Pregnancy category C. If aoimal
reproduction studies have shown an
adverse effect on the fetus, if there are
no adequate and well-controlled s!Ud~

(2) Pregnancy category B. If animal
reproduction studies have failed to
demonstrate a risk to the fetus and
there are 00 adequate and well.
controlled studies in pregnant women,
the labeling must Slate: ''Pregnancy
Category B. Reproductioo studies
have been performed in (kind(,) of an­
imaJ(s» at doses up to (x) times the

ment required under the category:

(1) Pregnancy category A. If adequate
and weU-controlled studies in pregnant
women have failed to demonstrate a
risk to the fetus in the first trimester of
pregnancy (and there is DO evidence of
8 risk in later trimesters), me labeling
must state: "Pregnancy Category A.
Sntdies in pregnant women. have not
shown that (name of drug) increases
the risk of fetal aboolIDalities if ad­
ministered during the first (second,
third, or all) bimester(s) of pregnancy.
If this drug is used during pregnancy.
the possibility of fetal harm appears
remote. Because studies cannot rule
OUt the possibility of banD, however,
(came of drug) should Ix: used during
pregnancy only if clearly needed.." The
labeling must also contain a descrip­
tion of the human studies. If animal re­
production studies are also available
and they fail to demonstrate a risk to
the fetus, the labeling must also state:
"Reproduction studies have been per­
fonned in (kinds of animales» 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 c:ontain a description of available
data on the effect of the drug on the
later growth. development, and func­
tional maturation of the cluld.

21 C.F.R. ~ 201.57
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its in humans, and if the benefits from
lhe use of the drug in pregnant women
may be acceptable despite its potential
risks, the labeling must state: "Preg­
na.ncy eaa:gory C. (Name of drug) bllS
been shown to be teratogenic (or to
have an embryoc:idal effect or other
adverse effect) in (name{s) of species)
when given in doses (x) times the hu­
man dose. There are DO adequate and
?'eU-controIled studies in pregnant
women. (Name of drug) should be
used during "",gn.ancy only if lbe p0­

tential benefit justifies the potential
risk to the ferus." The labeling must
contain B description of the animal
studies. If thac are no animal repro­
duction studies and no adequate and
well-cootrolled studies in humans, the
labeling must state: ''Pregnancy Cat­
egory C. Animal reproduction studies
have not been conducted with (name
of drug). It is also nOI known whether
(name of drug) can cause fetal hann
when administered to a pregnant wo­
man or can affect reproduction capll_
city. (Name of drug) should be given
to a pregnant woman only if clearly
needed.." The labeling must contain a
descriptioD of any available data on
the effect of the drug on the later
growth, development, and functional
maturation of the child.

(4) Pregnancy category D. If lhere is
positive evidence of human fetal risk
based on adverse reaction data from
investigational or marketing experi_
ence or studie.s in humans, but the po_
tential benefitJ from the use of thc
drug in pregnant women may be ac­
ceptable despite its potential risks (for
example, if the drug is needed in a
life-threatening situation or serious
disease for which safer drugs Cannot

Page 9

be used or are ineffective), the la­
beling must state: "Pregnancy Cat­
egory O. See 'Warnings and Pre~u­

tions' section." Under the "Wanungs
and Precautions" section, the labeling
must state: "(Name of drug) can cause
felal harm when administered to a
pregnant woman. (Describe the hllmaJl
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
ferus."

(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
empIe, safer drugs or other forms of
tberapy are available), the labeling
must stale; "Pregnancy Category X.
See 'ContIaindications' section." Un­
der "Contraindications," the labeling
must state: "(Name of drug) may (can)
cause felal hann when administered 10
a pregnant woman. (Describe the hu­
man data and any pertinent animal
data.) (Name of drug) is cootraindic­
ated in women who are or may be­
come pregnant. If this drug is used
during pregnancy, or if the patient be­
comes pregnant while taking this drug,
the patient should be apprised of the
potential hazard to a fetus."

(B) Nonte.ratogenie effects. Under this sub­
heading the labeling must contain other in­
fo~ation on the drug's effects 00 repro­
ducnon and the drug's use dwing preg-
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nancy that is not required specifically by
onc of the pregnancy categories, if ihe in.
formation is relevant to the safe and effect­
ive use of the drug. Information required
under this heading must include oonterato­
genic effa::ts in the ferus or newborn infant
(for example, withdrawal symptoms or by.
pogJycemia) that may occur because of a
pregnant woman's chronic use of the drug
for a preexisting condition or disease.

(ii) 8.2 Labor and delivery. If the drug bas a re­
cognized use during labor or delivery (vaginal
or abdominal delivery), whether or not lilt use
is stated in the Indications and Usage section,
this subsection must describe the available in­
formation about the effect of the drug on the
mother and the fetus, on the duration of labor
or delivery. on the possibility that forceps de­
livery or other intervention or resuscitation of
the newborn will be necessary, and the effect
of 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
unknown.

(iii) 8.3 Nursing mothers.

(A) If a drug is absorbed systemically, this
subsection musi contain. if known. inform­
ation about excretion of the drug in human
milk and effects on the nUBing infant Per­
tinent adverse effects observed in animal
offspring must be descdbed.

(B) If a drug is absorbed systemically and
is known to be excreted in human milk.
this subsection must contain one of the fol­
lOWing statemenrs. as appropriate. If the
drug is associated with serious adverse reo
actions or if the drug has a known tumori­
genic potential, the labeling must state: "Be­
cause of the potential for serious adverse
reactions in nUrsing infants from (name of
drug) (or, "'Because of the potential for ro.

Page 10

morigenicity shown for (name of drug) in
(animal or human) studies), a. decj~ion
sbould be made whether to dlscontmuo
nursing or to discontinue the drug, taking
into aCCOUJlt tho importance of the drug to
the mother." If the drug is not associaled
with serious advene rt:actioDS and does nOI
have a known rumorigenic potentia~ the
labeling must state: "Caution sbould be ex­
ercised when (name of drug) is admin­
istered to a nursing woman."

(C) If a drug is absorbed systemically and
infonnation 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
nursing 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 milk,
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
(c)(9)(iv)(B) thInugh (c)(9Xiv)(H) of tlus
section, the terms pediatric population(s)
and pediatric paticnt(s) are defined as the
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pediatric age group, from birth to 16 yean,
mcluding age groups often called neonates.
infants, children, and adolescents.

(B) If there is 8 specific pediatric indica­
tiOD different from those approved for
adults that is supported by adequate and
well-controlled sNdies in the pediatric
population. it must be descnbed under the
"lndicauons and Usage" section, and 2P.
propnate pediatric dosage information
must be given under the "Dosage and Ad­
ministration" sectlon. The "Pediatric use"
subsection must cite any limitations on the
pediatric indication, Deed for specific mon­
itonng, specific hazards associated with
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 information
related to the safe and effective pediatric
use of the drug. Data swnmarized in this
subsect10n should be discussed in more de­
tai~ if appropriate, under the "Clinical
Pharmacology" or "Clinical Studies" sec­
tiOD. Iu appropriate, this information must
also be contained in the "Cootraindica­
tions" andlor "Warnings and Precautions"
section(s).

(C) [f there are specific SlatemenlS 00 pedi­
atric use of the drug for an indication also
approved for adults that are based on ad­
equate and well-controlled srudies in the
pediatric population, they must be sum­
marized in the "Pediatric use" subsection
and discussed in more delail, if appropri­
ate, under the "Clinical Pharmacology" and
"Clinical Studies" sections. Appropriate
pediatric dosage must be given under the
"Dosage and Administration" section. The
"Pediaoic use- subsection of the labeling
m':5t also cite any limitations on the pedi­
atIlc use statement, need for specific mon­
itoring, specific hazards associated with

use of the drug in any subsets of the pedi­
atric population (c.g., neonates), differ­
ences between pediatric and adult re~

sponses to lbe drug, and other information
related to thc safc and effective pediatric
use of the drug. As appropriate, this in­
fonnation must also be contained in the
"Contraindications" and/or "Warnings and
Precautions" section(s).

(0)(1) When a drug is approved for pediat­
ric use based on adequate and well­
controlled studies in adults with other in­
fonnation supporting pediatric usc, the "Po­
diatric use" subsection of the labeling must
contain either the following statement ar a
reasonable alternative:

The safety and effectivcccss of (drug
name) have been established in the age
groups _ to _ (note auy 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 (insen wording that accurately de~

scribes the data submitted 10 support a
finding of substantial evidence of effect~

iveness in the pediatric population).

(2) Data swnmarized in the preceding
prescnoed statement in this subsection
must be discussed in more detail, if
appropriate, under the "Clinical Phar­
macolagyw or the "Clinical Studies"
section. For example, pediatric phar­
macokinetic or phannacodynamic
studies and dose response information
should be described in the "Clinical
Phannacology" section. Pediatric dos­
ing instructions must be included in
the "Dosage and Administration" sec­
tion. Any differences between pediat­
ric and adult responses, need for spe-
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cific mo:lironng, dosing adjustments,
and any other information relaled ~o

safe and effective use of the drug In

pc:d1atnc pati!:D.ts must be Cited briefly
in the "Pedlllmc usc" subs~tion (lod,
as appropriate., 111 the "Contraindlca·
nons," "Warnings and Precautions,"
and "Dosage and AdministratlOn" sec­
tlOns.

(E) If the requirements for a finding of
substannal evidence to support a pedi::atric
mdication or a pediatric use statement baye
nOl been met for a particular pediatric pop­
ulation, the "PedIatric use~ subsection musl
centum an appropriate statement such as
"Safety and eITectlveness in pediatric pa­
tients below the age of L--.J have Dot
been established." If use of the drug in this
pediatric population is associated with 8

specific hazard, me hazard must be de­
scribed in this subsection,. or, if appropri­
ate. the hazard musl be stated in the "Con.
traindications" or "Warnings and Precau·
tions" section and this subsection must
refer 10 it.

(F) If the requirements for a fmding of
substantial evidence to support a pediatric
mdJcation or a pediatric use statement have
not been mct for any pediatric population,
this subsection must contain the following
statement: "Safety and effectiveness in pe_
diatric patients have not been established."
if use of the drug in premature or neonatal
wants. or other pediatric subgroups, is as­
sociated with a specific hazard, the bazard
muSt be descnbed in this subsection, or, if
appropriate, the hazard must be stated in
the "Contnin.dications" or "Warnings and
Precautions" section and lhis subsection
must refer to it.

(0) If the sponsor believes that none of the
statements described in paragraphs
(c)(9)(iv)(B) through (c)(9)(iv){F) of this

section :lre appropriate or relevant to the
Ilibeling of a particular drug,. ~e sponsor
must provide reasons for onusslon of ~e

statements and may propose alternattve
statemenl(s). FDA may permit use ?f an al­
temative statement if FDA determmes that
no statement descnoed in those paragraphs
is appropriate OT relevant to the drug's I~­

beling and that the alternative Slatement IS

accwale and appropriate.

(H) If the drug product cODlains one or
more inactive ingredients that prescnt an
iucrca.'\icd risk of toxic effects to neonates
or other pedialric subgroups, a special nole
of this risk must be made, geneJ1l11y in the
"Contrnindications" or "Warnings and Pre­
cautions" section.

(v) 8.5 Geriatric use.

(A) A specific geriatric indication, if any,
that is supported by adequate and wcll­
controlled studies in the geriatric popula­
tion must be described undcr thc "Indica­
tions aod Usage" section, and appropriate
geriatric dosilgc must be slated under tbe
"Dosage and Administration" section. The
"Gerialric usc" subsection must cite any
limitations on the geriatric indication, need
for specific monitoring, specific hazards
associated with the geriattic 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"
subsection 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 derail, if appropriate, under
"Clinical Phannacology" or the "Clinical
Studies" section. As appropriate, this in­
fonnarioD must also be contained in the
"Warnings and Precautions" and/or "Con­
tr'aindications" section(s).
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(B) Spetific statements on geria.tric use of
the drug for an indicauon approved for
3dulu gcocrally, as distinguished from a
specific geriatric indication, must be con·
tamed in the NGeriaaic usc" subsection and
mus1 reflect aU mformation available to the
sponsor that is relevant to the appropriate
use of the drug i.e elderly patients. This in·
fonnation mcludes detailed results from
controlled studies that are available to the
sponsor and peninent informauon from
.....ell-documented studies obtained from a
literature search. Conltolled studies in­
clude those thai are pan of the marketing
ap?hC8tlOD and atha relevant studies
available to the sponsor that have not been
previously sllhttlltted lD the Investigational
new drug applicanon, new drug applica.
tJOn. biologICS license application, or a
supplement or amendment to one of these
applIcations (e.g., postmarl..-chng studies or
adverse drug reaction reports). The "Genat­
nc use" subsoction must contain the fol­
lowing statement(s) or reasonable altcmat­
Jve, as applicable, taking into account
available information:

(1) If clinical studies did not include
sufficient numbers of subjects aged 65
and over to determine whether elderly
subjects respond differently from
younger subjects, and other reported
clinical experience has not identified
such differences, the ~Geriatric use"
subsection must include the following
statement:

Clinical studies of (name of drug) did
not include sufficient nwnbers of sub­
jects aged 65 and over to determine
wbether they respond differently from
younger subjects. Other reponed clin­
ical experience has not identified dif­
ferences in responscs between the eld­
erly and younger patients. In general,

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 disease or
other drug therapy.

(2) If clinical studies (including stud­
ies that are part of marketing applica­
tions and other relcvant studies avail­
able to the sponsor thai have not been
submitted in the sponsor's appl1ca­
tions) included enough elderly sub­
jects to make it likely that differences
in safety or effcctivcness between eld­
erly and younger subjects would have
been detected, but no such differences
(in safety or effectiveness) were o~

served, and other reponed 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 (name of drug), _
percent were 65 and over, while
percent were 75 and ovor.
(Alternatively, the labeling may slate
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 betwcen these subjects and
younger subjects, and other repol1ed
clinical expcrience has not identified
differences in responses between the
elderly and younger patients, but
greater sensitivity of some older indi­
viduals cannot be ruled out.

(3) If evidence from clinical studies
and, other reponed 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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c:ffa:tivc:ness., or requires specific
tnOnltoring or dosage adjustment, the
"Geriatric use" subsection must con­
tain a brief description of observed
differences or specific monlloring or
dosage requirements and, as appropri­
ate, must refer to more detailed discus­
sions in the "Contraindications,"
"Warnings and Precautions," "Dosage
and Administration," or other sections.

(C}{t) If specific phannacokinetic or phar­
macodynamic studies have been carned
out in the elderly, they must be descnbed
briefly in lhe "Geriatric usc" subsection
and in detail under the "Clinical PbarmaCI>
logy" section. The "ehmeal Phannaco­
logy" and "Drug Interactions" sections or­
duwily contam information on drug!
dlsease and drug/drug interactions that is
partlcularly relevant to the elderly. who are
more Weely to have concomitant illness
and to use conconutant drugs.

(2) If a drug is known to be substan.
tially excreled by the kidney, the "Geri­
atric use" subsection must include the
statement:

This drug is known to be substantially
excretcd by the kidney, and the risk of
adverse 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 mon­
itor renal function.

(0) If use of the drug in the elderly appears
to cause a specific hazard, the hazard must
be described in the "Geriatric use" subsec­
tion, or, if .llppropriate, the hazard must be
stated in the "Contraindications" or "Warn­
ings and Precautions" section, and the
tlGeriaoic use" subsection must refer to

those sections.

(E) Labeling under paragraphs (e)(9)(v)(A)
through (c)(9)(v)(C) of this section may in~

clude statements, if they are Decessnry for
safe and effective use of the dlUg, 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
tients generally should be started on low
doses of (name ofdrug) and observed closely.

(F) If the sponsor believes that none of the
requirements described in paragraphs
(e)(9XvXA) thrnugh (e)(9)(v)(E) of this
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 an alternative
statement FDA may permit omission of
the statements if FDA determines tbat no
statement described in those paragraphs is
appropriate or relevant to the drug's la~

beling. FDA may pennit use of an alternat­
ive statement if the agency detennines that
such s~tement 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 impainnent).

(10) 9 Drug abuse and dependence. This sec­
tion must contain the fonowing infonnation. as
appropriate:

(i) 9.1 Controlled substance. If the drug is con~
trolled by the Drug Enforcement Administra~
tioo, the schedule in which it is controlled must
be stated..

(ii) 9.2 Abuse. This subsection must state the
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types of abuse that can occur with the drug and
the adverse reactions penmen! to them. aud
must identify particularly susceptible: patient
populations. This subsection must be based
primarily on bwnan data and humllJl experi­
ence, but pertinCDt animal data may also be used

(iii) 9.3 Dependence. This subsection must de­
scnbe characteristic effects resulting from both
psychological and physical dependence thai oc­
cur with the drug and must identify lhe quantity
of the drug over a period of tune that may lead
to tolerance or dependence, or both. Details
must be provided on the adverse effects of
chrome abuse and the effects of abrupt with­
drawal. Procedures necessary to diagnose the
dependent state and the pnnciple.s of treating
the effects of abrupt withdrawal must be de­
scribed.

(ll) 10 OvcrdoSll.ge. nus section must be
based 00 human data. If human data are un­
avadable, appropriate animal and in Vitro dala
may be used. The follOWing specific infonna.
non must be proVlded:

(i) Signs, symptoms, aod laboratory findings
associatcd with an overdosage of the drug;

(ii) Complications that can occur with the drug
(for example, organ toxicity or delayed acidos­
is);

~iii) Concentrations of the drug in biologic flu­
Ids asSOClaled with toxicity or death; physiolo­
gic Variabl.cs influencmg excretion of the drug,
such as unne pH; and factors that influence the
dose response relationship of the drug, such as
tolerance. The pharmacokinetic data given m
the ·Clinic Phannacology" section also may
be referenced here, if applicable to overdoses;

(iv) The amount of the drug in a single dose
that is ordinarily associated with symptoms of
overdosage and the amount of the drug in a

single dose that is likely to be life threatening;

(v) Whether the chug is dialYlllble; and

(vi) Recommended general creatrncnt proced­
ures and specific measures for support of vilal
functions (e.g., proven antidotes, gastric lav­
age, forced diuresis, or as per Poison Control
Center). Such recommendations must be based
on data available for the sped.fic 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 snd the cslsb­
lishcd Dame, if any, as dermed in section
502(e)(2) of the act, of the dntg or, for bio­
logica! products, the proper Dame (as
defmcd in § 600.3 of this chapter) and any
appropriate descriptors;

(D) The type of dosage fonn(s) and the
roulc(s) of administration to which Ihe la­
beling applies;

(C) The same qualitative and/or quantitat­
ive ingredient information as required un­
dcr § 201.100(b) for drug labels or §§
610.60 and 610.61 of this chapler for bio­
logical product labels;

(D) If the product is sterile, a stalemcDt of
that fact;

(E) The pharmacological or therapeutic
class of the drug;

(F) For drug products other than biological
products, the chemical name and s[['Uctura]
formula of tbe drug; and

(G) If the product is radioactive, a state­
ment of the important nuclear physical
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characteristics, such as the principal radi­
ation emission data., external radiation, and
physical decay characteristics.

(n) If appropriate, other imponant cb~mical or
physical information, such liS physIcal con.
stants or pH, must be staled.

(13) 12 Clinical pharmacology.

(i) This section must contam information relat­
ing to the human clinical phannacology and ac­
tions of the drug in humans. Pharmacologic in.
formation based on in vitro data using human
biomatcrials or phannacologic animal models,
or relevant details about in vivo study designs
or results (e.g., drug interaction studies), may
be included in this section if essential to Wlder­
stand dosiQg or drug interaction informanon
pre$eD.tcd i.e other sections of the labeling. This
section must include the following subsections;

(A) 12.1 Mechanism of action.. This sub­
section must S'UIX1n1arize what is known
about the established mccbanism(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 Pharmacodynamics. This subsec­
tion must include a description of any bio­
chemical or physiologic phannacologic ef­
fects of the drug or active metabolites reo
lated 10 the drug's clinical effect in pre_
ventlng, diagnosing, nutigating. curing, or
treating disease, or those related 10 advene
effects or toxiCity. Exposure-response rela.
tionships (e.g., concentration-response,
dose.response) and time COurse of phar­
macodynamic response (inclUding shon­
term 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

Page 16

monitoring recommendations based on
pbarmacodynamic infonnation that appear
in other sections (e.g., "Warnings and Pre­
cautions" or "Dosage and Administration")
must not be repeated in this sUbse~tion, but
tbe location of such recanunendatJon.s must
be referenced.

(C) 12.3 PhDrmacokine~c~. This. ~bsec.
lion must describe the clinicaUy significant
pharmacokinetics of a drug or. activ~ m.eta­
bolites, (i.e., pertinent absorption, dlStnbu­
tion metabohsm, and excretion parnmet­
CIS)~ Information regarding bioavailab~ty,
the cffect of food, minimum concentration
(Cmin), maximum concentration (Cmax),
time to maximum concentration (Tmax),
area under the curve (AUC), pertinent balf­
lives (tIn), time to reach steady state. ex­
tent of accumulation, routc(s) of elimina­
tion, clearance (renal, hepatic, total),
mechanisms of clearance (e.g., specific en.
zyme systems), drug/drug and drug/food
(e.g., dietary supplements, grapefruit juice)
pbannacokinetic 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, cbanges in phar­
macokinetics over time, aod binding
(plasma protein, erythrocyte) parameters
must also be presented if clinically signi­
ficant. This section must also includc the
results of pluumacokinetic studies (e.g., of
metabolism or' interaction) that establish
the absence of an effect, including pertin­
ent human studies and in vitro data. Dosing
recommendations based on clinicaUy 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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(i) For drug products other than biological
products. any clinical study that is discussed in
prescription drug labeling tbat relates to an in­
dication for or use of the drug must be ad­
equate and well-CODtrolled as described in §
314.126(b) of this chapter and must no! Unj>ly
or suggest indications or uses or dosing regi­
mens not slated in the "Indications and Usage"
or "Dosage and Administration" sectioD. For
biological products, any clinical study that is
discussed that relates to an indication for or use
of the biological product must constirute or
contnoute to substantial evidence and must not
imply or suggest indications or uses or dosing
regimens Dot stated in the "Indications and Us-

in this subsection of the labeling.

(ii) 13.2 Animal toxicology and/or phannaco­
logy, Significant animal data necessary for sa~e
and effective use of the drug in hwnans tha~ IS

nOI ine<npOfared in other sections of Iab~ling
must be included in this section (e.g., specifics
about studies used to support approval under §
314.600 or § 601.90 of this chapter, the ab­
sence of chronic animal toxicity dala for a drug
that is administered over prolonged periods or
is implanted in the body).

(J5) 14 Clinical studies. This secti.o~ must dis­
cuss those clutical studies that faciJltnte an un­
derslanding of how to use the drug safely and
effectively. Ordinarily, this seclion will de­
scnbe the srudies that support effectiveness for
the Jabeled indication(s), inclUding discussion
of study design, population, endpoints, and res­
ults but must Dot include an encyclopedic list­
ing 'of all, or even most, studies 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 that section of the::
labeling, any detailed discussion of the srudy
must appear in Lhis section.

(14) 13 Nonclinical toxicology. This section
must contain the follOWing subsections as ap_
propriate:

(n) Data thai dcmonstnl.te activity or effective­
ness in in vitro or animal tests and that have
not been shown by adequate and well­
controlled clmicaJ studies 10 be pertinent to
clinical use may be included under this section
only under the following circumstances:

CA) In vitro data for anti-infectiv~ dru~s
may be included if rhe data are umnedi.
ately preceded by the S1att:~t "The fo~­
lowing in vitro data are available but therr
clinicalsigmficaoce is unknown."

(B) For other classes of drugs, in vitro and
animal data thaI have Dot been shown by
adequate and well-comroUed studies. as
deflned in § 314.126(b) of this chapter, to
be necessary for the safe and effective use
may be included in this section only if a
waiver is granted under § 201.58 or §
314.126(c) of this chapter.

lations") must not be repeated in this sub­
section, but the location of such recom­
mendations must be referenced.

(i) 13.1 Carcinogenesis, mutagenesis, impair­
ment of fertility. This subsection must state
whether long term studies in animals have been
performed to evaluate carcinogenic potential
and, if so, the species and results. If results
from reproduction studies or other data in an.
ima1s raise concern about mutagenesis or
impainnenl of fenility in either males or fe­
males, this must be descnbed. Any precaution.
ary statement on these topics must include
practical, relevant advice to the prescnber on
the significance of these animal findings. Hu.
JD4n data suggesting that the drug may be car­
cinogenic or mutagenic, Or suggesting that it
impairs fertility, as de5cnoed in the "Warnings
and Precautions- section, must not be included
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age· or "Dosage IlDd Administration" section.

(iJ.1 Any discussion of a clinical study that
n:la~ to a risk from the use of the drug must
also refer to the other sections of the labeling
where the risk is identified or discussed.

(16) 15 Rcfe==. When pleScription drug la­
beling must summarize or otherwise rely on a
recommendation by an authoritative scientific
body, or on a standardized methodology, scale,
or technique, because the information is im­
portant to prescribing decisions. the labeling
may include a reference to the soun:e of the in­
formation.

(17) 16 How supplied/storage and handling.
This section must contain information on the
available dosage forms to which the labeling
applies and for which the manufacturer or dis­
tributor is responsible. The infonnation must
include, as appropriate:

(i) The strength or potency of the dosage fonn
in metric system (e.g., 10 miUigraro mblelS)
and, if the apothecary system is used, a state~

ment of the strength in parentheses after the
metric designation;

(ti) The units in which the dosage form is or­
dinarily available for prescribing by practition­
"'" (e.g., bottles of 100);

(iii) Appropriate infonnation to facilitate ideo­
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.

(J 8) 17 Patient coWlSe1ing information. This
sec~on must contain infonnation necessary for
patlents to use the drug safely and effectively
(e.g., p.recautions concerning driving or the
CODCOmltanr use of other substances that may
have harmful additive effects). Any FDA­
approved patient labeling must be referenced in

this section and the full text of such patient la­
beling must be reprinted immediately followiog
this section or, alternatively, accompany the
prescription drug labeling. AJJy FDA-appro~ed
patient labeling printed immediately foUowmg
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 § 208.24 of this
cbapter. Medication Guides for distribution 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 nnder paragraphs (a), (b), and (c) of this
section must be printed in accordance with the fol­
lowing specifications:

(I) All headings and subheadings required by
paragraphs (a) and (c) of this section must be
highlighted by bold type lhal prominently dis­
tinguishes the headings and subheadings from
other labeling information. Reverse type is nol
perntitted as a form of highlighting.

(2) A borizonlal Hne must separate the inform­
ation required by paragraphs (a), (b), and (e) of
this section.

(3) The headings listed in paragrapbs (a)(5)
through (a)(13) of this section must be presen­
led 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 infonnation required by para­
graphs (a)(I) through (a)(4), (aXIIXii) through
(a)(II)(lv), and (a)(14) of this section must be
in bold print.

~6) The !ctter hei~t or type size for all labeling
infonnanon. beadings, aDd subheadings set
fonh in paragraphs (a), (b), and (c) of this sec-
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tion must be I minimum of 8 points, ~~pt for
labchng information that is on ~r WIthin ~e
package from which the drug 15 to ~ dis­
~ which must be • m.inimum of 6 polDts.

(7) lbe identifying numb<" ",quircd by §
201.56(<1) and paragnphs (e)(I) tlunugh
(c){18) of this section must be p~ented 10

bold print and must pn:cede the heading or sub­
heading by at least two square em:s. (Le., ,,:,",0
squares of the size of the letter "m. In 8 POlOt
type).

(8) The infnrmatioo required by paragrapb (aJ
of this section, not including the informabon
required under paragraph (a){4) of this secno~

must be limited in length to an amount that, if
printed in 2 columns on a stan~rd sized ~iece

of typing paper (8 112 b~ 11 lD?bes). slD~le
spaced, in 8 point type WIth 112-meb margms
on all sides and between columns, would fit on
one-half of the page.

(9) Sections or subsections of labcl~g that are
identified as containing recent major changes
under paragraph (a)(5) of this section must be
highlighted in the full prescribing infonnation
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 sectioD, each section beading must
be in bold print. Each subheading within a sec­
tion must be indented and not bolded.

[71 FR3988, Jan. 24, 2006]

SOURCE, 40 FR 13998, March 27, 1975; 51 FR
8182, Mareh 7, 1986; 51 FR 43904, Dec. 5, 1986;
52 FR 2111, Jan. 20, 1987; 53 FR 4135, Feb. 12,
1988; 54 FR 39635, S,pc 27, 1989, 57 FR 54300,
Nov. 18, 1992; 58 FR 45201, Aug. 26, 1993; 62 FR
51515, O,t. I, 1997; 63 FR 26698, May 13, 1998;
64 FR 400, Jan. 5,1999, unless otherwise noted.

AUlliORITY, 21 U.S.C. 321, 331, 351, 352, 353,
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Effective: (See Ten Amendments) to June 29, Z006

Code ofFederal Regulations
~n_~~ S.

Chapter t. Food and Drug Administration. Department ofHealth and Human crnces
Subchapter C. Drugs: Genenl

Part 201. Labeling .
Subpan B. Labeling Requirements for Prescription Drugs and/or lnsulm

..§ 20157 Specific requirements on content and format of labeling for human prescription drugs.

<Text ofsection effective until June 30, 2006.> . .
Each section heactiDg listed in § 201.56{d). if not omittod under § 201.56(dX3). shall eontam lhe follOWIng
information in the following order:

(a) Description.

(1) Under this section beading, the labeling shall contain:

(i) The proprietary name and the established name, if any, as defined in section 502(e)(2) of the act, oftbe drug;

(u} The type ofdosage form and the route ofadministration to which the labeling applies:

(ill) The same qualitative and/or quantitative ingredient information as required under § 201.1 OO(b) fOT la- be1s;

(iv) lfthc product is stenlc, a statement of that fact;

(v) The pharmacological or therapeutic class of the drug;

(VJ.) The chemical name and stmctwal formula of the drug;

(vii) If the product is Iadioactive, a statement of the important nuclear physical characteristics, such as the
principalrediation emission data, extema1 radiation, and physical decay characteristics.

(2) If appropriate, other important chemical or physical information, such as physical constants, or pH, shall
hcstatcd.

(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 infonnation is essential to a description of the biochemical and/or physiological mode of
action of the drug or is otherwise pertinent to hwnan therapeutics. Pharmacokinetic information that is im­
portant to safe and effective use of the drug is required, if known, e.g., degree and rate of absozption, patb-
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ways of biotnnsfomation. pe:r:cent:age of dose as u:ncbanged ~g and me~li[cs. rate :r half-n;n:. o~~u::
ioation, concentration in body fluids associated WIth therapeut1c and/or [OXle effects, egree 0 m b .

. d of u take b a particular organ or in the fetus. and pMSage acros~ ~e blood ram
~~.k:n ~harma~k:iner!c infoonation is restricted to that w~c~ relates to cliDic.w use of th~
dru If the haonacological mode of action of the drug is unknown or if LmpOrtant meta~hc or p~rma
c:o~tiedaJin humans an: unavailable, the labeling shall contain a statement about the lack of mforma- nOD.

(2) Dati. that demonstrate activity or effectiveness in in vitro or aoimaJ. tests and that ha.ve Dot been sho~
b adequate and well-controUed clinical stUdies to be pertinent to clinical use may be mcluded under this
~on afthe labeling only under the following circumsta.oees:

(i) lD vitro data for anti-infective drugs Dl.II.y be incl~d~ .if w.: ~ta arc ~telyI~recedcd by the state-­
ment wrbe following in vitro data are available but !belT chmcal SIgnificance 15 u.okDOWD..

(ii) For other classes of drugs, in vitro and animal data ~at have not been sh~wn by a~~ate and well­
controlled clinical studies, as defined in § 314.126(b) of this chapter, to be pertInent to clinical use may be
used only ifa waiver is granted under § 201.58 or § 314.126(b) of this chapter.

(c) 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 recognized disease or condition, c.g.,
penicillin is indicated for the treatment of pnoumonia due to susceptible pneumococci; and/or

(ii) 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
bean failure; and/or

(iii) The drug is indicated for the relief of symptoms associa.ted with a disease or syndrome, e,g" ch1orph­
enirami.ne is indicated for the symptomatic reliefofnasal congestion in patients with vasomotor rhinitis; and/or

(iv) The drug, if used for a particu1aI 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 indications shall be supported by substantial evidence of effectiveness based all adequate and wcll­
controlled studies as defined in § 314.126{b) of this chapter unless the requiremem 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) ff evidence is ~vaila~le to ~poIt the safety and effectivCD.e$S of the drug only in selected !Ubgroups of
~ luger ~bO? With a. disease, syndro~ or symptom under consideration, e.g., patients with mild
~~ or pll.bents m a special age group, the labeling shall describe the available evidence and state the
1imi~t1~ of nsefulD~ of the drug. The labeling shall also identifY specific tests needed for selection or
motUtonng of the pabents who need. the drug, e.g., micIobe suscepnbility tests, InfOIIDatioD. on the approx.
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.. and duration of improvement to be anticipated shall be stated if ava.i.18~le and shall be

::~ :~~s:-al evidence derived ~m ~dequate and well-contro§ll'3dl~~:6(b"S )us ::e~h:~.3 i:·~~6~~
f thi cha unl the requirement 15 wlUvcd under § 201.58 or . 0

~~on ~rc:elev:: to the recommended intervals between doses, the usual du:atiOD of trea~ent, or any
modification of dosage, it shall be stated in the '1)osage and Administration" section of the labeling and ref·
ermced in this section.

(li) If safety considerations arc such that the drug s~ou1~ be ~eserved for certain situations, e.g., cases re~

fractory to other drugs. this information shall be stated tn this section.

(iii) If there are specific conditions that should be met before the drug is ,used on ~ lon.g-term basis~ .e.g ,:
demonstration of responsiveness to the drug in a sborHerm trial. the labelmg shaJl IdeotlJ?' the con~tlo~s.

or, if the indications for long-term use are different from those faT short·tenn use, the labehng shall Identify
the specific indications for each use.

(iv) If there is a commOQ belief that the drug may be effective for a certain use or if the~ is a common use
of the drug faT a condition, but the preponderance of evidence related to the use or condIb.OO shows. that the
drug is ineffective, the Food and Drug Administration .~y require that the labeling state that there IS a lack
ofevidence that the drug is effective for thar use or conditlon.

(v) Any st1l1emeots comparing the safety or effectiveness, either greater or less, of ~e drug with a.ther
age.nb; for the same indication shall be supported by adequate and well-controlled studies ~s defined m §
314.126(b) of this chapter unless this requirement is waived under § 201.58 or § 314.l26(b) of this chapter.

(d) Contraindications. Under this section beading, the labeling shaU d~cnDe those situati0I1;S in. whj~b the drug
sbould not be used because the risk. of use clearly outweighs any possIble benefit. These sItuations l.t1clude ad­
ministration of the drug to patients known to have a hypersensitivity to it; usc 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 banned 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, e.g., if hypersensitivity to the drug has not been
demoostratcd, it should DOt be listed as a contraindication. If no contraindications arc known. this section of the
label.ing shall state "None known."

(e) WamiDgs. Under this section heading, the labeling shall descnbe 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 il warning as soon as there is reasonable evidl:Dcc of an association of a serious haz­
ard with a drug; a causal relationship Deed not have been proved. A specific warning relating to a use not
provided for under the "Indications and Usage" section of the labeling may be required by the Food and Drug
Administration if the drug is commonly prescribed for a disease or condition., and there is lack of substantial
evidence of effectiveness for that disease or condition, and such usage is associated with serious risk or hazard.
Special problems. particularly those that may lead to death or serious injury, may be required by the Food and
Drug Administration to be placed in a prominently displayed box. The boxed warning ordinarily shall be based
on clinical data. but serious animal toxicity may also be the basis of a boxed warning in the absence of clinical
data. If a boxed waming is required, its location will be specified by the Food and Drug Administration. The ire­
~ency of ~~ serious a~verse x:actions. and, if lalown, the approximate mortality and morbidity rates for pa­
llcnts SllStatnmg the reacbon, which are tmpOrtant to safe and effective use of the drug. shall be expressed as
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provided under the "Adverse Reactions" section of the labeling.

(f) Precautions. Under this section beading, the labeling shall contain the following subsections as appropriate
forth. chug,

(1) GeceraL This subsection of the labeling shall contain information rcga~g any spe~ial care to be exer­
cised by the practitioner for safe and effective use of the drug, e.g., precautions Dot required under any other
specific section or subsection of the labeling.

(2) Information for patients. This subsection of the labeling shall contain information to be. given to patients
for safe and effective use of the drug. e.g., precautions concerning driving or the concOO1l~t use o~ other
substances that may have bannfu.l additive effects. A1J.y printed patient infonnatioo or Medicati?D ~wde ,re­
quired under this chapter to be dismbuted to the patient shall be referred to under the ~cautJ.ons secoon
of the labeling and the full text of such patient infonnation or Medication Guide shall be reprinted .8t the end
of the labeling. The print size requirements for the Medication Guide set forth in § 208.20 of this chapter,
however, do not apply to the Medication Guide that is reprinted in the professioDallabeling.

(3) Laboatory tests. This subsoct:ion of the labeling shall identify any laboratory tests that may be helpful in
fonowing the patient's response or in identifying possible adverse reactions. If appropriate, information
shaU be provided on such factors as the range of normal and abnonnal values expected in the particular situ­
ation and the recommended frequency with which tests should be done before, during, and after therapy.

(4)(i) Drug interactions. This 5ubsettion of the labeling shall contain specific practical guidance for the
physician on preventing clinically significant drug/drug and chug/food interactions that may occur in vivo in
patients laking the drug. Specific drugs or classes of drugs with which the drug to which the labeling applies
may interact in vivo shall be identified. and tho mechanism(s) of the interaction shall be briefly described
Information in this subsection of thc labeling shall be limited to that pertaining to clinical use of the drug in
patients. Drug mteractions 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, Le., 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.

(ii) Drogllabotatory test interactions. This subsection of the labeling shall contain practical guidance on
known interference ofme drug with laboratory tests.

(5) Carcinogen.esis., mu~ge:nesis, impairment of fertility. This subsection of the labeling shall state whether
long·term studies m~ha~e been perl'~ to ~alu.atc carcinogenic potential and, if so, the species
~ results. If.repr~ct1~D studies or ~~er .data, m aoimals reveal a problem or potential problem. concem­
mg mutag~S1S or tmpamnent of fertility m Cllhe:r males or fema.Jes, the information sbalI be descnbed.
~. precaUtIonary statement on these topics shall include practical. relevant advice to the physician on the
~cance o~tbese~ fin~. ~.lhere ~ ~vidence from human dara that the drug may be cueinogen.
lC or mutag~c or that It UDpa..trs fertility, this information shall be included under the "Warnings" seetio
of the ~beling .. Also, under "Precautions," the labeling shall state: "See 'Warnings' section for jnformatio~
on carcmOgeoeSlS, mutagenesis, and impaiIment of fertility."

(6) Pregnancy. lms subsection of the labeling may be omitted only if the drug is not absorbed systemically
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and the drug is not known to have a potential for indirect harm to the fetus. For all other drugs, this subsec­
tion of the labeling shall contain the following infOIIlUltion:

(i) Teratogenic effects. Under this heading the labeling shall.identifY one of the fQ~owing categories that ap·
plies to the drug, and the labeli.ng shall bear the statement reqwred under the category.

<a> Pregnancy category A. If adequate and well-controlled studies in preg~Dt wo~eD have firil.ed ~
demonstrate a risk to the fetus in the fust trimester of pregnancy (and there 15 no eVIdence of a nsk U1
later trimesters), the labeling shall state: "Pregnancy Category A. .S.tudi~ inp~ wo~en have Dot
shown that (name of chug) increases the risk of fetal abnormalibes if administered during ~e. first
(second, thin!, 0' aU) tIim=e.(s) of pzegnaDCy. If this drug is used dutU18 pzegnaDCY. the possibility of
fetal haan appears remote. Because studies cannot rule out the poSSIbility of harm, however, (name of
drug) should be used during pregnancy only if clearly needed" The labeling shall also contain a de­
scription of the human studies. If animal reproduction studies are ~vailable and they fail to ~em~DStrate

a risk to the fetus the labeling shaU also state: "Reproduction studies have been performed m (kinds of
animal(s» at dos~ up to (x) times the human dose and have revealed no evidence of impaired fe:tility
or hann to the ferus 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, development, and functional maturation oftbe child.

(b) Pregnancy category B. If animal reproduction studies have failed to demonstrate a risk to the fetus
and there are no adequate and we11-controlled studies in pregnant women, the labeling shall slate: "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 hann to the fetus due to
(name of drug). There are, however, no adequate and weU-controlled studies in pregnant women. Be­
cause animal reproduction studies arc not always predictive of human response, this drug should be
used during pregnancy only if clearly needed. II If animal reproduction studies have sbown an adverse
effect (other than decrease in fertility), but adequate and well-controlled studies in pregnant women
have failed to demonstr1l.te a risk to the fetus during the first trimester of pregnancy (and lbere is no
evidence of a risk in latl:::r 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
pregnant women, however, have not shown that (name of drug) increases the risk of abnormalities when
administered during the first (second, third, or aU) trimester(s) of pregnancy. Despite the animal ftnd­
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 humao studies and a description of available data on the effect of the drug on tJu: later growth.
developmeot, and functional maturation of the child.

(c) Pregnancy category C. If animal reproduction studies have shown an adverse effect on the fetus if
~ are no adequate and well-controlled studies in humans. and if the benefits from the use of the chug
m pregnant women may be acceptable despite its potential risks, the labeling shall state: ''Pregnancy
Category C. (N~ of drug) bas been shown to be teratogenic (or to have an embryocidal effect or other
adverse effect) m (namc(s) of species) when givCD in doses (x) times the human dose. There are no ad.
equate and :weU-controll~ studies .in pregnant women. (Name of drug) should be used during preg­
~ o.nly if the po~tial ~efit Justifies the pote;ntial risk to the fetus." The labeling shall contain a
descnptJOD of the animal studies. If there are DO anunal reproduction studies and no adequate and well-
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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 whc~r (name, of drug) cao
cause fetal bmn when administered to a pregnant womac or can affect reproductlon capacity. ~ame of
drug) should be given to a pregnant woman only if clearly needed" The labeling shall eonlam ~ 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 ,adverso reaction
data from investigational or marketing experience or studies in humans, but the potential benefils. from
the use of the drug in pregnant women may be acceptable de.spite its potential risks (for example, if the
drug is needed in a life-threare:n.iog situation or serious disease for which safer drugs cannot be used or
are ineffective), the labeling shall stllte: "Pregnancy Category D. See Warnings' SectiOD:", Under the
"Warnings" section. the labeling states: "(Name of drug) can cause fetal hann when administered to a
J'R'gnant woman. (Describe the buman data and any pertinent animal data.) If Ibis 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 the fetus."

(e) Pn:gnancy category x.. If studies in animals or hwnans have demonstrated fetal abnormalities or if
then: is positive evidence of fetal risk based on adverse reaction reports from investigational or marlcet­
ing experience, 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 sball
state: "Pregnancy Category X. See 'Contnindications' section." Under "Contnindications," the labeling
shall slate: "(Name of drug) may (can) cause fetBJ hanD when administered to a pregnant woman.
(Describe the human data and BOy 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 taJeiDg this drug, the patient should be apprised of the potential hazard to the fetus."

(n) Nontcratogenic effects. Under this headiog the labeling shall contain other information on the drug's ef­
fects on reproduction and the drug's USe during pregnancy thai is nor required specifically by one of the
pregnancy categories, if the information is relevBOt to the safe and effective use of the drug. Information re­
~ under this heading shall inclu~ nonteratogenic effects in the fetus or newbom infant (fOT cxample,
WIthdrawal symptoIm or hypoglycenua) that may occur because of a pregnant woman's chronic use of the
drug for a preexisting coDdition or disease.

f!J Labor and delivery. If the~ bas a recognized use during labor or delivery (vaginal or abdominal de­
livc:r>')' whether or not the use .IS stated in the indications section of the labeling, this subsection of the la­
beling~ dcscnbc the available information about the effect of the drug on the mother and the fetus on
~ dUIabOQ of labor ?T delivery, on the possibility that forceps delive:ry or other intervention or reSU~ita.
~OD. of the De>:"boro will be necessary,. and thc.effect o~ the drug on the later growth, development, and func­
nonal ~b.on of the child If any io!ormabon required under this subsection is unknown,. this subsection
of the labeling shall state chat the infonnation is unknown.

(8) N=ing mothe",.

(i) If a chug is absorbed systemicaUy, this subsection of the labeling shall contain, if known, inti ti
about excretion of the drug in human milk and effects on the nursing infant. Pertinent adverse eft~= o~~
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sexvcd in auimal offspring shall be d=nbed.

(ii) If Bdrug is absorbed systemically and is known to be excreted in human milk,. this sU~SectiOD. of th~ la­
beling s.hal.J. contain onc of the following statemen~. ~ approp~ate. If the ~g 15 assoclat,:d With senous
adveJSe reactions or if lhe drug bas a known rumongCllC potential, the labeling shall state: Because of ~e
potential fbI serious adverso reactions in nursin~ inf~ts from (name of ~gXor. nB~~usc of the potcnnal
for twIXlrigenicity shown for (name of drug) m (animal or human) studies» a declSlon should be made
whether to discontinue nursing 01' to discontinue the drug, taking into account the importance of the drug t,o
the mother." If the drug is Dot associated with serious adverse reactions and does not have a known tumon­
genic potential, the labeling shall state: "Caution should be exercised when (name of drug) is administered
10 a DUlSing woman. •

(iii) If a drug is absorbed systemically and information on excretion in human milk is UDknown, this subsec­
tion of the labeling shall contain one of the following statements, as appropriate. If the drug is associated
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 the po~tia1 for serious adverse reactions in nursing infants from (name of drug)(or, "Because of
the potential for mmorige.nicity shown for (name of drug) in (animal or human) studies), .II; decision should
be made whether to discontinue nursing or to discoDtinue the drug, taking intO account the importaDce of the
drug to the mother." If the drug is Dot associated with serious adverse reactions aDd does not have a known
tumorigenic potential, the labeling shall state: Illt 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 DlttSing woman. ~

(9) Pediatric use.

(i) Pediatric populatioll(s)/pediatric patien~s): For the purposes of parngmphs (f)(9)(ii) through (l)(9)(viii)
of this section, the tcnns pediatric population(s) and pediatric paricnt(s) are defined as the pediatric age
group, from birth to 16 years, including age groups often called neonates. infants, children, and adolescents.

~h1 If there is a specific pediatric indication (Le., an indication different from those approved for adults) that
IS supported by adequate and well-controlled studies in the pediatric population it shall be descnbed under
~ "Indications and Usage" section of the labeling, and appropriate pediatric dosage iOformatioQ shall be
~VeD und~ the. "Dosage and Adminisrration" section of the labeling. The "Pediatric use" subsection shall
Cl~ any limitabons ~n the pediatric indication, need for specific monitoring, specific hazards associated
Wlth use of the drug m lIIly subsets of the ~bic ~pulation (e.g., neonates), differences between pediatric
and adult responses. to ~e ~ and ~ther informatton related to the safe and effective pediatric use of the
drug. Data~~zed 10 this SU?,Secti,?D .o~ the labe:ling sho~d be discussed in more detail, if appropriate,
under th.e C?ID

cal
"P~co.lo~ o~, "Clinical StudIes" secllon. As appropriate, this ioformation shall also

be contained In the Contraindicanons, Warnings," and elsewhere in the "Precautions" sections.

(m) If there are specific statements on pediatric use of the drug for an indicatioD also approved for adults
~[ ar: b~ed .on a~uate ~d well-conuolled smdies in the pediatric population. they shall be summarized
~ me Pedlatnc use subsecnon of the labeling and discussed in more detail if appropriate under tb 'lei'
~~~COIO~'~C~Cal.Studies11sectio~. A~pro~[e.p~atricdosage shall b~ given U:der:'

g A bon section of the labeling. Che Pediatnc USc" subsection of the labeling shall
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also citc aDy limilJ.tiODS on the pediatric use statement, need for specific monitoring, ~ific hazards asso­
ciated with use of the drug in any subsets of the pediatric population (e.g., nconares), differeD.cos be~e~n

pediatric and adult responses to the drug, and other information rel~ted ~o the ,~afe an~ c.ffe~tlvo .~d18tnc
use of the drog. As appropriate, this infOonatiOD shall also be contamed m the Contramdications, Warn­
ings," and elsewhere in the "Precautions" sections.

(iv) FDA may approve a drug for pediatric usc based on adequate and well~controlled studies in adll1ts, with
other infonnation supporting pediatric use. In such cases, the agenc), will have. cODclu?e~ th~t the co~e ~f
the disease and the effecTS of the drug both beneficial and adverse, arc suffiCiently suwlar w the ped18tnC
and adult populations to permit o<'ttrapo·lation from the adult efficacy data to pediatric ~ati~ts. The additio~­
at infonnation supporting pediatric usc must ordinarily include data 00 the pharmacokinetics of the drug m
the podiatric population for determination of appropriate dosage. Other infonnation. such as data from phar­
macodynamic smdies of the drug in the pediatric population. data from. other studies supporting the safcty
or effectiveness of the drug in pediatric patients, pertinent prcmarketing or postmarketing studies or experi­
ence, may be necessary to show that the drug can be used safely and effectively in pediatric patients. When
a drug is approved for pediatric USC based on adequate and well-controlled smdies in adults with other iD­
follDation supporting pediatric use, the "Pediatric use" subsection of the labeling shall contain either the fol­
lowing statement, or a reasonable alternative: '"The safety and effectiveness of (drug name) have been estab­
lished 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 descnbc:s the data submitted to support a finding of substantial evidence of effect­
iveness iD the pediatric population)." Data summarized in the preceding prescnbed statement in this subsec­
tion of the labeling shall be discussed in more detail, if appropriate, under the "Clinical Phllnnacology" or
the "Clinical Smdics" section. For example, pediatric pbatmacokinetic or phannacodynamic studies and
dose-response information should be descnbed in the "Clinical Phannacology" 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 orner in­
formation related to safe and effective use of the drug in pediatric patients shall be cited briefly in the ''Pedi­

~:~d~=:m::-h::co.~:~Priate, in the "Contraindications,t' "Warnings," "Precautions," and

(v) If the requirements for a finding of substantial evidence to support a pediatric indication or a pediatric
use ~tatemen1 have .not been met for a particular pediatric population, the "Pediatric use" subsection of the
labeling shall contaIn an appropriate statement such as "Safety and effectiveness in pediatric patients below
the ag~ of L.J have not been estabfubed." Jf use of the drug in this pediabic population is associated with
a specific hazard. ~e ~d~ be: dC:Scri~d in this ~ection of the labeling, or, if appropriate, the haz­
~e:~t.be stated m the Contraindicanons or "Wammgs" section of the labeling and this subsection shall

(vi) If the requirements for a finding of subs~ti~ evidenc.e to support a pediatric indication or a pediatric
use statem.ent have Dot been met for any ~latr:iC population, this subsection of the labeling shall contain
the fol1o~g statement: -Safety ~d effectIVeness in pediatric patients have not been established" If f
::~ premature or neo~tal ~ts, o~ other pediatric. sUbgro~ps, is associated with a specific ~~
. .. sb~U ?e ?~oe~ m~ ~bsec~on of the labeling, or, if appropriate, the hazard shall be stated
m the Contraindicanons or Wammgs section of the labeling and this subsection shall refer to it.
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also cite any limitations on the pediatric use statement, need for specific monitoring, sp~ific hazards asso­
ciated with usc of the drug in any subsets of the pediatric population (e.g.• neonates), differen,cos be~e~n
pediatric and aduh responses to the drug, and other infoonation rcl~ted ~o the ,~afe an~ e.ffe~t1ve n~dlatnC
use of the drug. As appropriate, this information shall also be contamed m the Contnundications, Warn.~
ings." and elsewhere in the "precautions" sections.

(iv) FDA may approve 8 drug for pediatric use based on adeqUAte and ~ell.controlled studies in adults, with
other information supporting pediatric use. In such cases, the agency will have. cODclu?e~ th~t the co~e ~f
the disease and the effects of the drug, both beneficial and adverse, are SuffiCl~Dt1~ s~lar lD the ped.l~tnc
llIld adult populations to permit extrapolation from the adult efficacy data to pediamc ~at1~ts. The addlUo~~
al infonnatioD supporting pediatric use must ordinarily include data on the phanoacokinctlcS of the drug lD
the podiatric population for determination of a.ppropriate dosage. Other information., such BS data from phar­
macodynamic studies of the drug in the pediatric population, data from other studies supporting the safety
or effectiveness of the drug in pediatric patients, pertinent premarketing or posnnarketing studies or experi­
ence, may be necessary 10 shaw that the drug can be used safely and effectively in pediatric patients. When
a drug is approved for pediatric use based on adequate and weU-GOnttolled studies in adults with other in­
foanation supporting pediatric use, the "Pediatric use" subsection of the labeling shall contain either the fol­
lowing statement, or a reasonable altcmative: '"Tbe safety and effectiveness of (drug name) have been estab­
lished in the agc groups _ 10 _ (note any limitations. e.g., no data for pediatric patients undcr 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 weU-controlled studies of (drug name) in adults with additional data (insert
wording that accurately descnbes thc data submitted to support a finding of substantial evidence of effect­
iveness in the pediatric population)." Dala summarized in the preceding prescn'bed statement in this subsec­
tion of the labeling shall be discussed in more detail, if appropriate, under the ~CliDical Pharmacology" or
the "Clinical Studies" section. For example. pediatric pharmacokinelic or phBmlBcodynamic studies and
dose-response information should be described in the "Clinical Pharmacology" section. Pediatric dosing in­
structions shall be included in tbe "Dosage and Administration" section of the labeling. Any differences
between pediatric and adult responses, need for specific monitoring, dosing adjusnnents. and any other in­
formation relaled to safe and effective use of the drug in pediatric patients shall be cited briefly in the "Pedi­
atric usc" subsection and, as appropriate, in the "Contraindications," ''Warnings.'' "Precautions," and
~Dosageand Administration" sections.

(v) If the requirements for a fiDding of substantial evidence to support a pediatric indication or a pediatric
use statemCDt have nOI been met foc 8 particular pediatric population, the "Pediatric use" subsection of the
labeling shall contain an appropriate ~tatemCDl such as "Safety and effectiveness in pediatric patients below
the ag~ of L..J have not been established.. II 1£ use of the drug in this pediatric population is associated with
a specific hazard, tJ:1e h.aza,:d~~ de:scribed iII this ~bsection of the labeling, or, if appropriale, the haz­
~:~t.be stated m the Contramdlcattons" or ''Wammgs'' section of the labeling and this subsection shall

(VI) If the requirements far a .finding of subs~ti~ evidene:e to support a pediatric indication or a pediatric
use statem.ent have nOI been met for any pematnc populatIon, this subsection of the labeling shall contain
the follo~g statement "Safety ~d effectiveness in pediatric patients have not been established." If use of
the drug m premature or Deo~tal ~ts, ~ other pedia.tric subgroups, is associated with a specific hazard.
~e ~d s~ll ~e ~~D~ m ~ ~bsec?on of the labeling, or, if appropriate, the hazard shall be stated
I,Q the Contramdicattons or Wammgs section of the labeling and this subsection shall refer to it.

e 2008 ThomsonlWest No Claim to Orig. US Gov. Works.

Plaintiff's Motion ifl Umifle to Preclude TeSti~ibi~~.:age 8 of 14
Zyprexa's Labeling "Wamecr of Diabetes, Hyperglycer:;ia Of ~:;~~~~~

Case No 3AN·06-tl5630 CI

bttpJlweb2.westJaw.comIprintlp . t tr?prft= . .nn s eam.aspx. -HTMLE&destinallon;atp&sv=Split... 212212008



Page 9 of 14

Page 9

21 c.F.R. § 201.57

(vii) If 1he _or believes that Done of 1he statemeol> desen"bed in paragraphs (f)(9)(ii) 1hrough (f)(9)(vi~
of this sec:ticm is appropriate or R,levant to the labeling of a parnculu drug, the sponsor sha~ provide re~
om for omission of the statemeots and may propose alternative statemeot(s). FDA may .pernut us~ of an 8­

temative statement if FDA determines that no statement described in those paragraphs 15 appropnatc or rel­
evant to the drug's labeling and that the altc:mativc statement is accurate OJJd appropriate.

(viii) If the drug product contains one or more: inac~vc in.gredieD~ ~at prescnt an increase~ risk. of to~c of:
fcets to neonates or other pediatric subgroups, Bspeclsi note of this nsk shall be made, generally m the Con
traindications," "Warnings," or "Precautions" section.

(10) Geriatric use.

(i) A specific geriatric indication, if any. that is supported by adequate and well-controlled, studies in the
geriatric population shall be described. under the "Indications and Usage" section of the labeling, and appro­
priate geriatric dosage shall be stated under the "Dosage and Administration" section of~ labelin:g. !he
"Geriatric use" subsection shall cite any limitations on the geriatric indication, need for speClfic momtonng,
specific hazards associated with the geriatric indication, and other information related to the safe and effect­
ive use of the drug in the geriatric population. Unless otherwise Dotod, information contained in the "Geriat­
ric use" subsection of the labeling shall pertain to use of the drug in persons 65 years of age and older. Data
summarized in this subsection of the labeling shall be discussed in more detail, if appropriate, under "Clinic­
al Pharmacology" or the "Clinical Studies" section. As appropriate, lhis information shall also be contained
in "ContraindicatiODS," "Warnings," and elsewhere in ''Precautions.''

(n) Specific statements on geriatric use of thc 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 investigatioD.lll 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 statemcD.t(s) or reasonable altemative, as applicable, taking into account available information:

(A) If clinical studies did nOI include sufficient numbers of subjects aged 6S and over to determine
whether el~y su?jects respond differently from younger subjects, and other reported clinical experi­
ence bas Dot Identified such differences, the "Geriatric use" subsection shall include the following state­
ment:

"Clini~1 studies of (name of drug). did DOt include sufficient IIUIDbers of subjects aged 65 and over to
detemun~ w~ether ~ey respo~ differently from younger subjects. Other reported clinical experience
bas Q?t Identified diffe:renc,es m responses be~een the elderly and younger patients. In general. dose
selectl~n for an elderly patient should be cautIous,. usually starting. at the low end of the dosing range,
reflectmg the greater frequency of decreased hepatlc, renal, Or cardiac function, and of concomitant dis­
ease or other drug therapy."

(B) If clinical studies (including studies that are part of marketing applications and other relevant stud-
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ies available to the sponsor that have not been submitted in the ~nsor's applications) included enough
elderly subjects to make it likely that differences in safety or ~ffectlveness betw~ elderly and younger
subjects would have been detected, but no such differences (m safety or effcctJveness) were obscrv~
and other reported clinical experience has Dot identified such differences. the "Geriatric usc" subsccnon

shall contain the following statement

Of the 10u.l number of subjects in clinical studies of (name of drug), _ percent were 65 and ~vcr,
while _ percent were 75 and over. (Altematively. the labeling may state the. totaln~ of subjects
included in the studies who were 6S and over and 75 and over.) No overall differences m safety or ef­
fectiveness were observed between these subjocts and younger subjects, and oilier reponed clinical ex­
perience bas DOt identified differences in responses between the elderly and younger patients, but great­
er sensitivity of some older individuals cannot be ruled out.

(C) If evidence from clinical studies and other reported clinical experience available io the sponsor in­
dicates that use of the drug in elderly patien1s is associated with differences in safety or effectiveness,
or requires specific monitoring 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,
as appropriate, shall refer to more detailed discussions in the "Contraindications.n "Warnings," "Dosage
and Administration," or other sections of the labeling.

(iiiXA) If specific pbarmacokinetic or pharmacodynamic studies have been carried out in the elderly, they
shall be described briefly in the "Geriatric use" subsection of the labeling and in detail under the "Clinical
Pba.nnacology~ section. The "Clinical Phannaeology" 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 subsllmtially excreted by the kidney, the "Geriatric use" subsection shall in·
elude 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."

(iv) If use of the drug in the elderly appears to cause a specific hazard the hazard shall be descnbcd in the
"Geriatric usc" subsection of the labeling, or, if appropriate, the hazard'shall be stated in the "Contraindica­
tions," "~amings," or "Precautions" section of the labeling, and the "Geriatric use" subsection shall refer to
those sectIons.

(v) Labeling undec puagrepbs (f)(IO}(i) through (f)(lO}(ili) of this seetioo may include statClIlCllls, if they
w~ be ~e~ m enhancmg safe use of the drug, that reflect good clinical practice or past experience in a
partIcular sttuation, e.g., for a sedating drug, it could be stated that

"Sedating drugs may cause CQnfusion aDd over-sedation in the elderly; elderly patients generally should be
started on low doses of (name of drug) and observed closely."
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(V1l If the sponsor believes that none of the requirements ~cscnbed in 'plUagraphs (t)(lOXi) through
(f)(IOXv) of this section is appropriate or relevant to the labeling of a p~cular drug, the sponsor sb~
provide reasons for omission of the statements and may propose an ~~nve statemenl FD~ may pe~t
omission of the statements if FDA determines that DO statement descnbed m those paragraphs 1$ 8pprop~atc
Of relevant to the drug's labeling. FDA rnay permit usc of an alternative statement if the agency detemunes
that such statement is accurate and appropriate.

(g) Advene Reactions. An adverse reaction is an undesirnbh:: effect, reasonably ass~iated. "'?th the use of the
drug, that may occur as part afthe pharmacological actioD oftbe drug or may be unpredictable lD Its oceutreDce.

(1) This section of the labeling shall list the adverse reactions that occur with the mug and with drugs in the
same pharmacologically active and chemically related class, if applicable.

(2) In this listing. adverse reactions may be categorized by organ system, by severity of the reaction. by fre­
quency, or by toxicological mechanism. or by a combination of these, 85 appropriate. If frequency informa­
tion from adequate clinical studies is available, the categories and the adverse reactions within each cat­
egory shall be listed in decreasing order of frequency. An adverse reaction that is significantly more severe
than the other reactions listed in a category, however, sball be listed before those reactions, regardless of its
frequency. If frequency infonnatioD from adequate clinical studies is Dot available, lhe categories and ad­
verse reactions within each category shall be listed in decreasing order of severity. The approximate fre­
quency of each adverse reaction shall be expressed in rough estimates or orders of magnitude essentially as
follows: "The most frequent adverse reaction(s) 10 (name of drug) is (are)(list reactions). This (these) oc­
cur(s) in about (e.g., one-third of patients; one in 30 patients; less than onc-tenth of p~tiCDts). Less frequent
adverse reactions arc (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
figures may Dot ordinarily bc used unless they arc documented by adequate and weU-controlled srudies as
?efined in § 314.126(b) of this chapter, they are ~hown to reflect general experience, and they do not falsely
unply a greater degree of accuracy than actually CXllits.

(3) 'I?e ",:¥amings" sc~on of lhe labeling or, if appropriate, Lbe "Contraindications" section of the labeling
sballideotity any potennally fatal adverse reaction.

(4) ~y claim comparing the drug t~ whicb the labeling applies with other drugs in terms of frequency,
~vc~ty, or cb~ of adverse reacnons sball be based on adequate and well-coDtroIled studies as defined
ID § ,) 14.1 26(b) oftbis chapter unless this requirement is waived under § 201.58 or § 314.l26(b) of this chapter.

(1) Drug Abuse. and Dependence. Under this section heading, the labeling shall contain the following subsec­
bODS, as appropnatc for the drug:

~~~~~:=~~;:a:~ ~~~g is controlled by the Drug Enforcement Administration. the schedule in

(2) Ab~e. This. subsection of the labeling shall be based primarily on human data and human experience
::~ent animal data may~ be us~ This subsection shall state the types of abuse that can occur with
iden~and the adverse reaetlons pertinent to them. Particularly suscepnole patient populations shall be
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This subsection of the mbeling shall descnbe characteristic effects resu1~ from both psy­
~ ~en:~ys;caJ dependence that occur wilh lhe drug and ,ball identify the quannty of the drug over

o o~ ofa:me that ma lead to tolerance or dependence. or both. Details shall be pro~ded on the adverse:tf::s of chronic abuse ~d the effccts of abrupt withdrawal. Procedwes ne:eessary to diagnose the depend­
ent state shall be provided. and the principles of treating the effects ofabrupt WIthdrawal shall be descnbed.

n Overdosage Under this section heading the labeling shall descn'be the signs, symptoms, and labomtory find­
~s of acute ~verdosage and the general 'principles bf. trea~L This .sec~on shall be based on buma~da:~
wbcD. available. If buman data are unavailable. apprepnarc animal and m VItro data may be used. Spec c
formation shall be provided about the following:

(1) Signs, symptoms, and laboratory findings associated with an overdosage of the drug.

(2) Complications that can occur with the drug (for example, organ toxicity or delayed acidosis).

(3) Oral LDSO of the drug in animals; concentrations of the drug in biologic fl~ds associated with toxic~ty
and/or death; physiologic variables influencing excretion of the drug, such as utme ~H; .and fac~rs th.at m­
flu.ence the dose response relationship of the drug, such as tolerance. The pbarmacokinetic data given in the
"Clinical Pb.annacology" section also may be referenced here, if applicable to overdoses.

(4) The amount of the drug in a single dose that is ordinarily associated with symptoms of overdosage aod
the amount of the drug in a single dose that is likely to be life-lhrealening.

(5) Wbelher the drug is dialyzable.

(6) Recommended ge.oerallreatment procedmes and specific measures for support of vital functions, such os
proven antidotes, induced emesis, gastric lavage, and forced diuresis. Unqualified recommendations for
whicb data are lacking with the specific drug or class of drugs, especially treato1ent using Mother 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 usc.

(j) Dosage and Administration. This section of the labeling shall state the recommended usuol dose, the usual
dosage range, and, if appropriate, an upper limit beyond which safety and effectiveness havo not been estab­
lished; dosages shall be Slated 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.
lWliation 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.
tnltion of the. ~osage form, ifneeded, e.g., the rate of administration ofpatenteral drug in milligrams per minute;
~nge cond}~o~ for mbili~ o~ the .dru? or ~tituted drug, when important; essential information on drug
mcompatibilibes if the drug 15 lIlIXed 1D VItro WIth other drugs; and the following statement for parenterals: "Par­
~ral drug products should be inspected visually for particulate matter and discoloration prior to administra._
bOD, whenever solution and container permit"

C 2008 ThomsonIWest No Claim to Orig. US Gov. Works.

P~lnlitrs~lion in llmltl9 10 Preclude T9S~:~~~; z:rr:e~~~~
Zyprexa S labeling "Warned" of Diabetes. Hyperglycemia or Weight Gain

Case No. 3AN-06.Q5630 CI

hltp:llweb2.westlaw.com/PrintJPrintstream.aspX?prft=HTMLE&destination=atp&SV=SPlit... 2122/2008
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21 C.F.R. § 201.57

(k) Ro\\' Supplied. This section of the labeling shall contain infonnation on the Bvailab~e dosag~ forms to~ich
the 1abeliDg 15pplies and for whicb the manufacturer or distributor is responsible. The mformaoon shall 0 sr·

ilyinclud.,

(I) The strength of the dosage Conn, e.g., lO-milligram tablets, in menic ~yst~ an~ if the apothecary sys­
tem 15 used. a statement afthe strength is placed in parentheses after the metnc deslgnanoD;

(2) The units in which the dosage form is ordinarily available for prescribing by pI1!ctitione~. e.g., bottles

ofloo;

(3) Appropriate information to facilitate identification of the dosage forms, such as shape, color, coating.

sconog. and National Drug Code; and

(4) Special handling and storage conditions.

(1) Animal Pharmacology and/or Animal Toxicology. In most cases, th~ labeling need not, inc.Jude t~is seerio?_
Sigruficant animal data necessary for safe and effective use of the drug lD humans shall ordinanly be mcluded m
one or more of the other sections of the labeling, as appropriate. Commonly for a drug that htlS been marketed
for a long time, and in rare cases for a new drug, chronic animal tolcicity studies have not been performed or
completed for a drug that is administered over prolonged periods or is implanted in the body. The unavailability
of such data shall be stated in the appropriate section of the labeling for the drug. Jf the pertinent animal data
cannOt be appropriately incorporated into other sections of the labeling, this section may bc used.

(m) "Clmical Srudies" and ''References''. These sections rnay appear in labeling in the place of a detailed discus­
sion of a subject that is of limited interest but nonetheless important A reference to a specific important clinical
study may be made in any section of the founat required under §§ 201.56 and 201.57 if the study is essential to
an understandable presentation of the available information. References may appear in sections of the labeling
format, other than the "Clinical Studies" or "References" section, in rare circumstances only. A clinical study or
reference may be cited in prescription drug labeling only UDder the following conditions:

(I) If the clinical study or reference is cited in the labeling in the place of a detailed discussion of data and
information conct:ming an indication for use of the drug, the reference shall be based upon, or the clinical
study shall constitute, an adequate and well-controlled clinical investigation under § 314.126(b) oftbis chapter.

(2) If the clinical study or reference is cited in the labeling in the place of a detailed discussion of data and
infonnation concerning a risk or risks from the use of the drug, the risk or risks sbaU also be identified Or
discussed in tbe appropriate section of the labeling for the drug.

[44 FR 37462, JUDe 26, 1979; 55 FR 11576, MaIch 29, 1990; 59 FR 64249, Dec. 13, 1994; 62 FR 45325 Aug.
27, 1997; 63 FR 66396, Dec. I, 199BJ '

SOURCE: 40 FR 1399B, M"",h 27, 1975; 51 FR B182, March 7,1986; 51 FR 43904, Oec. 5,1986; 52 FR 2111,
Jan. 20, 1987; 53 FR 4135, Feb. 12, 1988; 54 FR 39635, Sept 27, 19B9, 57 FR 54300, Nov. 18, 1992; 58 FR
:~~~u:~~~ 1993; 62 FR 51515, OcL 1, 1997; 63 FR 26698, May 13, 1998; 64 FR 400, Jan. 5, 1999, unless

AUTHORITY: 21 U.S.c. 321, 331, 351, 352, 353, 355, 35B, 360, 36Oh, 36Ogg-3605" 371, 374, 37ge; 42 U.S.C.

C 2008 TbomsonlWest No Claim to Orig. US Gov. Works.
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Exhibit C. Page 14 of 14
Plaintiff's Motion in limine to Predude TesUmony or Argument that

Zyprexa', labeling ~amed· of Diabetes. Hyperglycemia or Weight Gain

Case No. JAN-Q6..05630 CI

216,241,262, 264.

21 C. F. R. § 20157, 21 CFR § 201.57

Copr. C 2008 ThomsonfWest

Page 14 of 14
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I. Pending Motions

Dispositive Motions

Dear Judge Rindner:

LAW OFFICES

ANCHORAGE, AK . OLYMPIA, WA
PORTLAND. OR SEATTLE. WA
LONDON, ENGLAND

A PROFESSIONAL CORPORATION

SUITE 301

301 W NORTHERN LIGHTS BLVD.
ANCHORAGE, ALASKA 99503.2648

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).

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 lettcr to Mr. Eric
Sanders, we invite counsel for lhe Stale of Alaska to submit additional items for
consideration at the pretrial conference.

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:

The Honorable Mark Rindner
Superior Court Judge
Alaska Court System
825 West Fourth Avenue, Room 432
Anchorage, Alaska 99501-2004

February 20, 2008

Re: State ofAlaska v. Eli Lilly and Company, Case No. 3AN-06-05630 CI
Our File No. 9867.38

Brr!K'SIet' H. Jamieson. £sq.
DinCI Dial (907) 26</·)315

Jam~sonB@LaMPOll'ell.com

WNW,ranepowell.com

T.907.277.9511
F 907.276.2631

- --------Ii LANE POWELL
ATTORNEYS & COUNSELORS



PlaintifTs Motions in Limine

002701

Motion in Limine to Exclude Evidence Relating to Other Litigation
Involving the Defendant.

Motion in Limine to Exclude Evidence Relating to Defendant's Profits,
et Worth and the Price of Zyprexa.

Motion in 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.

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 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.

Lilly's Motions In Limine

~

v<
/
~

./
/
~

~

Motion in Limine to Exclude Testimony or Argument Regarding
Efficacy or Benefits of Zyprexa for on-indicated or "Off-Iabel" Uses.

Motion in Limine to Exclude Testimony or Argument Regarding the
Lack of Restrictions on the Availability ofZyprexa 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 ofZyprexa for Indicated Uses.

The Honorable Mark Rindner
Re: Slate ofAlaska v. Eli Lilly and Company

February 20. 2008
Page 2 of ~



The Honorable Mark Rindner
Re: Stale ofAlaska v. Eli Lilly and Company

February 20. 2008
Page30f4

2. Voir Dire

/

/
Out-of-order witnesses and special witness scheduling issues.

Reciprocal agreement between panies to give notice of next witnesses /

to be called. /

otificalion of order of witnesses.

Resolution of remaining objections to deposition designations.

Deposition Designations

002702

Time limits, ifany. if \rs
umber of lawyers allowcd to open (and close) for each party.

Guidelines for use of demonstratives and exhibit excerpts in opening /'
statements.

Guidelines for how the panies may describe the casc to potential jurors.

Time limits. if any. for voir dire. ..-/

umber of peremptory challenges each side will have and whether
panies can stipulate to increase that number.

6.

5.

4. Opening Statements

Contents of proposed juror questionnaire.

3. Juror Questionnaire



(

The Honorable Mark Rimlner
Re: Stale ofAlaska v. Eli Lilly and Company
February 20, 2008
Page 4 of4

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.

7. Exbibits

Reciprocal agreement between parties to give specified amount of
notice before introducing demonstratives and other categories of
exhibits.

8. LogisticallProcedural Trial Issues

Use of courtroom technology, including logistics and sharing between
parties.

Overall timing limits.

Length of trial and days off.

9. Jury InstructionsNerdict Form

Opening jury instructions.

Closing jury instructions and verdict form.

Very truly yours,

LT;r;LLLC

i!:3f!~
nib

~7';'~'~3;~.~anders, Esq. (via email)
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IN THE SUPERJOR COURT FOR THE STATE OF ALASKA

THIRD JUDICLAL DISTRJCT AT ANCHORAGE

STATE OF ALASKA,

Plaintiff,

vs.

BY THE COURT

risk of weight gain prior to the labeling change in 2007.

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

DATED this __ day of "2008.

00270~

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 Plaintiffs Motion in Limine to Preclude

Mark Rindner
Superior Court Judge

ELI LILLY AND COMPANY,

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

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

Testimony or Argument that Zyprexa's Labeling "Warned" of Diabetes, Hyperglycemia

FElDMAN ORLANSKY
& SANDERS

SOO LST1l£ET
FooJml FtooR

ANCHORAGE. AK

""""TEL: 907.m.JS38
FAX: 907.214.0819
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DATED this 20th day of February, 2008.
PEPPER HAMILTON LLP

ina M. Gussack, admitted pro hac vice
George A. Lehner, admitted pro hac vicc
John F. Brenner. admiued pro hac vice
Andrew R. Rogoff, admitted pro hac vice
Eric J. Rothschild. admitted pro hac vice

and
LANE POWELL LLC
Attorneys for Defendant

B

Defendant Eli Lilly and Company's Re I . SExclude Evidence Relating to Othe L-'~ YI," U,pport .of Its Motion in Limine to
Slale .rAl k .. r I Iga Ion nvol\lmg the Defendant

oJ as a \'. Eft Lilly and Compan)' (Case No. 3AN-06-05630 CI)

1CCTtlf) th31 on Februlil) 20. 2008, tl COP) of
the foregomg\\a5stned b) hand 00



Plaintiff,

002707

Case No. 3AN-06-05630 Cl

Defendant.

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

DEFENDANT ELI LILLY AND COMPANY'S
OTICE OF FILING REPLY I FURTHER SUPPORT OF ITS

MOTION IN LIMINE TO EXCLUDE REFERENCES TO RECENT
REGULATORY COMMUNICATIONS AND DEVELOPMENTS UNDER SEAL

v.

ELI LILLY AND COMPANY,

Icalif)' that on Fcbrulll)' 20, 2008. a copy of
the foregomg was sen'cd by hand on:

EneT Sanden, Esq.
Fddman Orlansky & Sanders
500L Stn:ct,SUIlC

gc las' 0 II

%..,
IN TI-ffi SUPERJOR COURT FOR THE STATE OF ALi

THIRD JUDICIAL DISTRJCT AT ANCHORAGE ~\

STATE OF ALASKA,

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.



v'
.. ~~

\
~~~;:.;~

o ~ (""oJ ..J--1'\

IN THE SUPERIOR COURT FOR THE STATE OF AL~C. -:. 0 0.7 0
-" ~..-:

THlRD JUDICIAL DISTRICT AT ANCHORAGE -;., -: ~ \\
~ ~ 0 ."

STATE OF ALASKA, ?'- -:;. ~

Plaintiff,

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

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.

002708



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 abscnt a claim for punitive damages, evidence of a defendant's

financial condition is irrelevanl.' The State presents no case law to refute this position.

Regardless of the relevance arguments that comprise the State's response, the State has failed

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,"2 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.

I Fleegel v, Estate ofBoyles, 61 P.3d 1267, 1271 (Alaska, 2002),

2State's Opp. to Summ. 1. at 12.

'Id.

Page 2 of 4
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fl. LILLY'S MOTIVE AND I TE TARE lRRELEVANT TO THE
STATE'S CASE.

The State claims that evidence of Lilly's profits, net worth and the price of

Zyprexa is relevant 10 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

admit otherwise irrelevant evidence.

irrelevant to its case and the Court should reject the State's attempt to use intent as a means to

PBgeJ of4

The State argues that evidence of Lilly's profits and pricing is relevant to

III. THE STATE'S EXAMPLES FAIL TO OPEN THE DOOR TO PROFIT
AND PRICING EVIDENCE.

injury is required. .'" By the State's own admission, evidence of motive and intent is

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

demonstrate Lilly's motivation for its marketing 10 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

002710

, PI. Mem. Proofs and Claims at 21.

, State's Resp_ at 2.

Ddendanl ~Ii Lilly and .Company's Reply in Support of Its Motion in Limine 10
Exclude EVidence Relatmg 10 Defendant's Profits Net Worth a d Ih p. rz
Stall! ofAlaska ~'. Eli Lilly and Company (Case No.'3AN...()6..0S6J~ Cl)e rice 0 yprexa

T
F

FEl



FE!

n
F,

· . nd will lead to irrelevant
is remote. at best, from the actual marketing pracllces at ,ssue a

collateral issues concerning phamlaceutical accounting and finance. The prejudice of

',n"onnat',on outweighs any marginal relevance of this "profitintroducing company profit i'

mOlive".6

IV. CONCLUSIO

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.

PEPPER HAMJLTON LLP
Nina M. Gussack, admitted pro hoc 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

I celtif)' (hill on Febnllll)' 20, 2008. a copy of and
the fortgoing"...asscf"cd by hand on: LANE POWELL LLC

Attorneys for Defendant

ByQ~Brewster H. Jamieson, ASBA No. 1111122
Andrea E. Girolamo-WeJp, ASBA No. 02 JJ044

6 The State's reference to Lilly's need to respond to the loss of its Prozac patent is itself
inadmissible. As the Coun is aware, the State has filed a motion to exclude evidence
regarding other drugs manufactured by Lilly, a motion that Lilly bas agreed with provided
that both parties are prohibited from referencing any medication other than Zyprexa.
Because the panies have already agreed that references to other Lilly medications should be
excluded from this trial, the State cannot use the expiration of the Prozac patent as a basis to
discuss Lilly's corporate finances.

Defendant Eli Lilly and Company's Reply in Support of Its MOlion in Umine to
Exclude E\'idence Relating 10 Defendant's Profits, Nel Worth and the Price ofZyprexa
Slale ofAlaska ,~ Eli Lilly and Company (Case No. 3AN-06-0S630 en
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Designations of deposition testimony on the grounds set forth below:

START END OBJECTION
(PAGE:LINE) (PAGE:LINE)
211:6 211:7 Not necessary for fairness; non-

resnonsive
322:19 322:21 Non-resDonsive
522:14 523:2 Not necessary for fairness; non-

resnonsive

Case No. 3AN-06-5630 CI
Page I of4

002712

o. 3AN-06-05630 CI

)
)
)
)
) Case
)
)
)
)
)

Plaintiff,

Defendant.

co.

TN THE SUPERIOR COURT FOR THE STATE OF 1"AS.KA,~
. 0

THIRD JUDICIAL DISTRlCT AT ANCHORA_E' ~

,~\
~\.;;. d>

Plaintiff respectfully submits its specific objections to Defendant's Counler

PLAINTIFF'S OBJECTIONS TO DEFENDANT'S PAGEILINE COUNTER
DESIGNATIONS

ELI LILLY AND COMPANY,

Exhibit 1; Deposition of Michael Bandick

Plaintiff's Objections to Defendant's
Page/Line Counter Designations
S,o,e ofAlaslw v. Eli Lilly and Company

v.

STATE OF ALASKA,

FaDMAN ORLANSKY

&SANDEJlS
""'LSnEEr

FouOTH F100ll_AI<
""'"Tfl.: !ilO1.272.3538

FAX: !ilO1.274.0819



START END OBJECTION

I (PAGE:LINE) fPAGE:LINE)

423:7 423:11 Not necessary for fairness; non-
responsive

START END OBJECTION
fPAGE:LINE) fPAGE: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

0027/3

Case No. 3AN-06-5630 CI
Page 2 of4

Exhibit 4; Deposition of Denice M. Torres

Exhibit 2; Deposition of Jack E. Jordan

Exhibit 3; Deposition of Bruce Kinon, M.D.

PlaintiWs Objections to Defendant's
PagelLine Counter Designations
Slate ofAlaslw v. Eli Lilly and Company

START END OBJECTION

I (PAGE:LINE) fPAGE:LINE)

52:9 52:16 Non-resnonsive

72:16 72:17 Non-responsive

73:17 73:18 Non-responsive

92:10 92:15 Non-resDonsive

93:7 93:17 Non-responsive; not preceded by
I auestion

237:17 237:24 Non-responsive

241:2 241:21 Non-responsi ve

412:14 412:23 Not necessary for fairness; non-
responsive

FELDMAN ORLANSKY

&: SANDERS
SOIlLSTREEr

Fou1mf FLooo
ANcHollAGE. AI(

99S01
TEL: 9a7.272.3538
FAX:9a7.274.0lI19



DATED this Lo day of February, 2008.

FELDMAN ORLANSKY & SANDERS

COl/llsel for PlaimijJ

FELDMAN OIu.N$KY

&: SANDERS

>OOlSlllEET
FOu1mI Fl.ooR

AJOl<>OAOE. AK-,
1'El.;907.272.3.S38
FAX: 907.274.0819

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

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

Plaintiff's Objections to Defendant's
PagelLine Counter Designations
State ofAlaskn v. Eli Lilly and Company

BY__f;V-~ _
Eric T. Sanders
AK BarNo. 7510085

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

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

COL/llsei for Plaintiff

Case No. 3AN-06-5630 CI
Page 3 of4
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FELDMAN' ORUNSKY
&,SANDEJtS
SOOL.....,.

RxlRm FLooR
A!<HOlAGE. AK-,

TEL: 907.2n.3S38
FAX; 907.274.0819

Certificate of Service
I hereby certify that a true and correct copy of
Plaintiff's Objections to Defendant's PagefLine
Counter Designations was served by messenger on:

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

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

By~J~
Date..,2;

Plaintiff's Objections to Defendant's
Page/line Counter Designations
State ofAlaska v. Eli Lilly and Company

Case No. 3AN-06-5630 CI
Page 4 of4
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Bandick, Mike - Vol. I
522: 14-523: J
laaues: • 02 Defendant's counter designations
Comment: Objection: Not necessary for fairness; non-reeponsive

Bandick, Mike - Vol. I
211: 5-7
.I••U•• 1 m 02 Defendant I s counter delii9n~tiOns
COCDe::lt: Objection: Not. necessary for t:alrnes8; non-responsive

_._------------~-----~~_ ,

002716

.- ._'-' --_._----~--"'-

Q. Was zyprexlII indicated for the
treatment of agitation associated with
dementia?

A. I'd like to make a comment
that on an earlier page, it was Page 7. the
last line 8aIys "see Pages xx for addi tional
safety information." So this clearly waa a
draft. There was in thl! Zyprexa
IntraMuscular triels pursuit treat potential
agitation indications of which agitation in
deml!ntia was one of those indications. If
that indication was not. approved by FDA, thl!n
that would render this draft document moot.

MR. ALLEN: Objection.

522:14,.
"17,.
"2.
21
22
23
2.

523: 1
2
3

322:19 A. There are: many mechanisms to
20 provide that and we did follow clear
21 guidelines and policies on how to do that..

211! 6 thing, Lilly wasn't. involved in the content
7 of CMB.

Bandick, Mike - Vol. I
)22119-21
I.sues: .02 Defendant.'s counter designations
COEIIte.ntl Objection: non-responsive



Jordan, Jack - Vol. I
423:7-ll
I ••uea: • 02 Defendant.' s counter designations
Co:m:1ent: Objection: Not. necessary for fairness; non-responsive

42): 1

••,.
11

O. Is thera a diagnoais of
achizophrenia or bipolar mania on Dorma'

A. The Donna profile was
approved by our medical folks to represent
bipolar runia.

Exhibit 2, Page 1 of 1
. SOA Objections to lilly

Pagan..lna Counter Designations
Case No. 3AN-Q6-5630 CI
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Kinon, Bruce - Vol. I
5219-16
I ••u•• : II 02 Defendan~'s counter designations
CQmment:l ObJection: Non-responsive

52: 9 My recollect ion of the role
10 of this group was t.o underst.and from a
11 zed:'cal point of view the hyperglycemia and
12 diabetes l.ssuec involved with zyprexa. and
13 try to deliver that information to clinicians
14 in a way that they would hay!!! the answers
15 they nceded to the questions that they were

16 posin3·

Kinon, Bruce' Vol. I
7211.6-1.7
Iuues, • 02 Defe~dant'5 counter designations
CCJDGentl Objection: Non-responsive

72 :16 I have published extensively on the weight
17 gain associated wit.h zyprexa.

Kinon, Bruce· Vol. I
13:17-18
Illiaues: • 02 Defendant' e count.er dealgnations
Conment: Objection: Non-responsive

1),17 recollect, these were never key messages in
18 terms of our interpretation of the datll..

Kinon, Bruce - Vol. I
92 :10-15
IssueD: • 02 Defendant's COU-"lter designations
Comment, Objection: Non-re.sponsive

92 10 A. I've never seen this
11 No. 24 pounds the way it's stated here. We
12 have clearly stated the weight gain in
13 pat.ients on Zyprexa in long-t.erro studies ao
14 part of our original label and it remains in
15 our label t.o date.

Kinon, Bruce - Vol. I
93,7-17
Issues: • 02 Defendant I 5 counter designations
Com:nent: Objection: Non-responsive

93: 1 A. The sentence following the
B one you asked me t.o read clearly indicates
9 t~at analyses were still being done at the

10 t1.n:e of this report. I can only come to t.he

Exhibit 3, Page 1 of 3
. SOA Objections 10 Ully

PagelL,ne Counter DesignaUons
Case No 3AN-06-5630 CI
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The; tinal conclusions
regarding da~a were; cle;arly sta:te;d in our
label and have clearly been published in the
articles t.ha:. I and flly colleagues have
reported.

11 conclusion that thlS is a preliminary draft
12 report.

)

14
15,.
17

2.. 1: 2 Q. Didn I t the company inotruct
3 its oales poople tba.t woight gain was
4 mana.geable?
5 A.. Around thi s time we werl!:
6 clearly telling clinicians that. if weight.
7 gain was a problem with their patients they
B should consider other inte;rventions if not
9 switching the patil!:nt oft of zypre;xa.

10 We also provided them with
11 psychoeducat1onal materials to help them with
12 their patients who ,"'ere gaining weight. This
13 is our Healthy Lifestyle programs, our
14 SOlut.ions For Wellness.
15 We wl!:re doing a lot of
16 things. In addition, we were doing
17 prospective clinical trials t.o try to IShow
18 that pe:ohaps there was a treatment that could
1~ be added to antipsycbotic drugs to reduce the
20 weight gain. That's what we meant by .....I!:ight
21 gain is manageable;.

Kinon, Bruce - Vol. I
24112-21
I.sues I • 02 Defendant I s counter designationa
Co~eQtl Objection: Non-responsive

237 17 Q. And when did you first learn
18 that physicians believed that Lilly was
19 minimising weight gain?
20 Mo. It wasn't that Lilly was
21 mini:nizi:1g weight. gain. there was t.he
22 perception :hat Lilly was minimizing weight
23 g.un. PrOr.'l my unde;rstandlng we were never
H minimizing ,"'eight gain as a side effect .

Exhibit 3, Page 2 of 3
SOA Objections to lilly

PagelUne Counter Designations
Case No. 3AN-06·5630 Cl

Kinon, Bruce - Vol. I
237:17-24
Isaues. iI 02 De;fendant I s count~r designations
Com:ae.nt: ObJection: Non-responsJve

Kinon, Bruce - Vol. I
412: 14 -23

Issues; • 02 Defendant's counter designations
Co=eot: Objection: }fot necessary for fairnl!:s8;Non-responsive;



412:14
lS

"17,.
19
20
21
22
2)

Q. oid Lilly ~ell doc~or8 t:ha~

Zypre.xa caused weight: gain of clinical
aignifica:lce great:er than t:he other second
generation aot:ip15ychotica?

A_ We try to very clearly
indlcate the cOII'Iparative risks associa~ed

wit.h weight gain 00 olanzapioe vereue the
other cor.rpounds. And we have clearly
present.ed that. at scient! fie
congresses.

Exhibit 3. Page 3 of 3
. SOA Objections to lilly

PagelllOe Counter Designations
Case No. 3AN-06-5630 CI
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Torres, Denice - Vol. I
257di-1.3

I.aueal • ~2 Defendant' 5 counter designations
COl:IDent: ObJection: Not necessary for fairnes8

Torres, Denice - Vol. I
244111-24611.0
Ill_U.S: • 02 Defendant' 8 counter designations .
car=ent: Objection: Not. necessary for fairnes8;Non-respons1ve

2'4: 11
12
13
14
15,.
17,.
19
20
21
22
23
2<

245: 1
2
3

•
5

•
7

••
10
11
12
13
14
15,.
17

""20
21
22
23
2.

246: 1
2
1

•
5

•
7

••
10

Q. So. if BI! Lilly at any t.ime
during markating of zyprexa attempted to
capitalize on t.his knowledge. t.hat
ott-label usage defined t.he market. if
they attempted to capitalize on that.
they W'Ould be in violation of the
regulations as you )mow them?

MR. WASSON: Object to form.
THE WITNESS: I think, air,

'What you're talking about in the
first sentence, I think it would
be helpful to read the second
sentence. "Off-label usage is
corrrnonplace with atypica16 due to
the medical necessity of
addressing complicated
symptomatology. What is deemed a
depression diagnosis for one
physician may be viewed as bipolar
depression for another, n hence,
looking at. the market in a way of
looking at itB total usage. And
so I think it's -- you know,
unfortunately, in these
therapeutic areas, sometimes it I S
very, very difficult to put a
diagnosis on a patient of
schizophrenia/bipolar. In fact,
I've been in situations .....ith .....orld
thought leaders where there was a
very popular case which a lot of
people saw on TV about a womao
that drowned her children. And
there was great debate on whether
or not the oman auffered from
bipolar or hether she &uffered
from schizophrenia. So, basically
what this is looking at, if you
asked the bipolar experts, they
would Bay her diagnosis was
bipolar. If you ans.....er - - asked
t.he 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.

Exhibrt 4, Page 1 of 3
SOAOb;eI;ttonlloUIy

PageIUne Counlet' Designations
Case No. JAN-06-5630 CI
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_.------_.....__._.__._..._.-

4.02: the sum total of the benefits of the
product and --

O. Well, I don't 88e that
listed. You just said the goal was to

Extubit.c. Page 2 of 3
SOA0-'10 UIly

Page1lJne Counter~
CaseNo_CI

002722

Q. ftniSC'U8s the efficacy and
safety of atypical antipaychoticlJ in
child and adolescent psychiatry." You
\feren't even supposed to be detailing
child and adolescent p.ychiatri»tu, were
you, on Zyprexa?

A. Detailing, no.
Q. Why was Bli Lilly providing

an educational grant to train physicians
on how to use second generation
antipsycbotic5 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 wilnt t.o
know or psychia.trists ....ant to know about
antipsychotic use in children? Of course
they would. Why? Huge unmet need. Huge
unmet need. In fact, I think it was
Risperdal just recent.ly aft.er all of
these years received an indication for
the use of Risperdal in children with
autism. There's a huge need. Part: of a
pharmaceutical' 5 responsibility is to
support the com:nunity. This is nothing
more - - I don't. know who was behind this.
what. th.eir intent is, but if you're
asking me, give my opinion on t.his, it's
about. supporting the conmunity. It's an

,
Q. What waa the result of the

C1\T:£B study? Do you know what the
result .. on the CATIK study OD
ettl!ctiveness has been?

Po. You know whal:. I left ny
pooition prior to the CATIR result-sf but
my understanding is they were quite
positive for Zy?rexa.

561: 6
7

••
10
11
12
13
14
1S,.
17,.,.
20
21

22
23,.

562: 1
2

3
4
5

•
7

••
10
11

Torres, Denice - Vol. I
561:6-5&2113
X.sues: II 02 Defendant' 8 counter designations
Comment I Objection: Non-responsive

257: 6
7

••
10
11
12
13

Torres, Denice - Vol. I
402: ~-4
Issues: • 02 Defendant· s counter designations
Ccm:ce.ntl Objection: Kon-responsive



12 unrestricted gran'C. "unrestricted"
13 meaning you don I t control the content.

•

Exhibit 4, Page 3 of 3
SOAQbtectIons10 lilly

PagelLine Counter OQignations
Case No JAN.()6.5830 CI
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Case No. 3AN-06-05630 CI

Defendant.
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Plaintiff,

Moreover, call notes provide no support for the State's case because, without

IN TIlE SUPERIOR COURT FOR THE STATE OF~~ 't1at

THIRD JUDICIAL D1STRJCT AT ANCHORA04fa """"~
~ ~'" <0;008 r

TATE OF ALA KA, ~",

Eli Lilly and Company ("Lilly") made two arguments in support of its motion to

In its response, the State also seeks to eslablish that sales representalives' call

the elements of its claims, rendering the evidence of sales represenlalive conduct outside

DEFE DANT ELI LILLY AND COMPANY'S REPLY IN SUPPORT OF ITS
MOTIO TO EXCLUDE TESTIMONY AND CALL NOTES FROM

NON-ALASKA BASED SALES REPRESENTATIVES

,

Alaska, lhe State insists that call notes from Alaska-based sales representatives can establish

notes, which are rough, idiosyncratic shorthand concerning sales representatives' discussions

Alaska cumulative and unnecessary.

argument only to relevance. Even in arguing for the relevance of call notes from outside

ELI LILLY AND COMPANY,

State does nOl dispute the prospecl of jury confusion and prejudice to Lilly, limiting its

wilh physicians, fall under the business records exception of the hearsay rule. This is not the

evidence is not relevant, and (b) the evidence is likely to confuse the jury. In its response, the

exclude call notes and testimony from Lilly sales representatives outside of Alaska: (a) the

v.

case.



incorrect in this assertion.

being introduced.

Page 2 of II
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Lilly implemented a nationwide sales plan for Zyprexa.® According to the State's logic,

relation between an item of evidence and a matter properly provable in the case.,,2 In this

case, the Slate must prove that Lilly violated the Unfair Trade Practices and Consumer

"Relevancy is not an inherent characteristic of any item of evidence but exists as a

documenting sales representative activity outside Alaska is "certainly probative evidence of

A. Testimony and Call Notes of Lilly Sales Representatives Outside Alaska
are Not Relevanl.

I. TE TIMONY AND CALL OTES OF LILLY SALES
REPRESE TATTVES OUTSfDE ALASKA ARE NOT
RELEVA T; A D, EVE IF THEY ARE RELEVANT,
THEY ARE CUMULATTVE AND PREJUDICIAL TO LILLY.

The State argues, without citing any authority, that call notes and testimony

interpretive testimony, the call notes are not admissible for the proposition for which they are

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

, PtIrAS1Res
k

PBonsedtosDefendant's Motion in Limine to Exclude Testimony and Call Notes of
on- as a ase ales Representatives at 3.

, Alaska Rules of Evidence Commentary, Rule 40 I.

actual unfair or deceptive acts within Alaska.'" The Slate bases this assertion on thc fact that

~Cr~ndan( Eli Lilly and Company's Reply in Support of Us Motion to Exclude
e5llmony and Call Notes from Non-Alaska Based Sales Representatives

StOll! ofAlaska l'. Eli Lilly and Company (Case No. 3AN-06-0S630 CI)



prejudicial evidence it wanls lhe jury 10 hear.

claim'? The State cannot tum a non-elemenl into a vehicle for introducing extraneous and

representalives acted in a specific way.'

The Stale also argues thaI conduct oUlside of Alaska will help 10 establish "Lilly's

motive, illlent and plan.'" But the State has previously argued that il need not prove Lilly's

motive or intelll in a UTPCPA claim.
6

Nor is Lilly's intent an elemenl of a failure 10 warn

Pag<Jorll

002726

Protection ACI C'UTPCPA") in AlaskaJ While the contcnts of a nationwide sales plan might

be relevalll to this case (and Lilly has not objected to this calegory of documents),

idiosyncratic call notes reflecting discussions with non-Alaska physicians prove nothing as to

how Lilly sales represelllatives behaved in Alaska. The introduction of evidence of conduct

outside Alaska will not make il more or less plausible that Lilly's Alaska based sales

•

3 See State v. 0 'Neill Investigations, 609 P.2d 520, 523 (Alaska 1980) (noting, in a
conslitutional challenge to the UTPCPA, Ihat the conduct regulated by the act was that of
businesses "operating in this slale."); see a/so Pltfs Response to Defendant's Motion in
Limine 10 Exclude Testimony and Call Notes of Non-Alaska Based Sales Representatives at
3 (acknowledging thaI to be relevalll to its UTPCPA claim, evidence mUsl be probative of
Lilly's "actuarunfair or deceptive acts within Alaska").

, Reeves v. Alyeska Pipeline Servo Co., 56 P.3d 660, 669 (Alaska 2002) (holding evidence of
future plans for a bUlidmg were not relevant to a case about terms of a contract regarding thebUilding and resulting damages for breach thereof).

, Pltfs Response to Defendant's Motion in Limine to Exclude Testimony and Call Notes ofNon-Alaska Based Sales Represelllatives a13.

'Pltfs Memorandum on Claims and Proofat 21.

7 Shanks v. The Upjohn Co., 835 P.2d 1189, 1200 (Alaska 1992).

Der~odanl Eli Lilly and Compan)"s Reply in SUPport of Its Motion 10 Exclude
Testimony and Call NOles from on-Alaska Based Sales Representatives
SraJe OfAlaska I~ Eli Lilly and Company (Case No. 3AN-06-0S6JO CI)



cannot rescue it.

If the Alaska evidence is not sufficient for the State to prevail, extraterritorial evidence

Page 4 of II

002727

••
B. Testimony and Call otes From Lilly Sales Representatives Outside

Alaska Should Be Excluded Beeause They are Cumulative and

Prejudicial.

E"en if the e"idenee of the alleged eonduct of sales representatives outside Alaska

Moreover, this cumulative evidence will likely cause jury confusion. '2 The jury

will not understand for what issues it may consider the evidence of sales representative

• Alaska Rule of Evid. 403.

• Pltfs Response to Defendant's Motion in Limine to Exclude Testimony and Call Notes of
Non-Alaska Based Sales Representatives at 3.

10 Exhibil A, Discovery Master's Order of September 24, 2007, at 1I.

"Alaska Rule ofEvid. 403.

12 Hiibschman v. Valdez, 821 P.2d 1354 1366 (Alask 1991) ( hid' .
determination that potential prejudice of a jJry punishing p:rty for oth~ ~on~nu~t ~~~~~h~

(continued ...)

this sampling of call notes prepared by Lilly's Alaska sales representatives provides "clear

Lilly sales representatives delivered [messages misrepresenting Zyprexa] is available in the

its introduction outweighs its probative value.' The State insists that "[c]lear evidence thaI

is relevant. it should be excluded bccause it is cumulative. and the prcjudice stemming from

sampling of 'call notes produced by Lilly.'" The call notes produced by Lilly in this

litigation consisted entirely of those generated by Alaska-based sales representatives. 'o 1f

evidence" of Lilly's misconduct, then it is cumulative and should be excluded on that basis. '1

Def~ndant Eli Lilly and Company's Reply in Support of Its Motion to Exclude
Testimony and CalJ.N?tes from Non-Alaska Based Sales Representatives
Slate ofAlaska )~ Ell Lilly and Company (Case No. 3AN-o~S6JOCI)



reieva Ill. such evidence suffers from admissibility defects. In particular, call notes contain

11,e Cact thej'ury might mistakenly considcr the specific
conduct in states other than Alaska. I,

h d 'd' 'hether Lilly's specific
onduct of sales representatives in another state w en eel IIlg \\ .

PageS or 11

Call Notes arc Hearsay and do not Fall Under the Business Records
Exception. l

..!

b'en if cvidence of the conduct of sales representatives outside Alaska were

A.

Defendant Eli Lilly and Company's Reply in Support of Its Motion to Exclude
Testimony and Call Notes from 'on·Alaska Based Sales Representatives
State ofAlaska l~ Eli Lilly alld Compolly (Case No. 3AN-06-05630 CI)

002728

" 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 panicular call nOle, a jury cannot conclude whether the phYSician or the sales
representative raised a panicular topic. In many instances, the particular notation may
represent a lOpic the l'hysician had raised to the sales representative. Thus, there is a double
hearsay problem, whIch would funher undermine any finding that call notes fall under the
business records cxception 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 reports appear to contain
hearsay in the form of customers' descriptions of the problem with the returned devices, they
may mvolve hearsay mcluded wlthm hearsay, and would therefore be inadmissible absent an
independent hearsay exception:"). Thus, Lilly reserves the right to object to each notation in
each mdlvldual call note on thIS basIS m the event that the Coun does not agree with Lilly's
mlllal hearsay objection.

(... cOlllinued)
probative value ofevidence); Korean Air Lines Co. v. State, 779 P.2d 333, 340 (Alaska 1989)
(upholding exclUSIOn of eVIdence of an uncolllested fact because potential confUSion of JUry
as lO what issues were before them).

13 Lilly hereby objects lO the introduction by the State of all call notes in this litigation,
whether generated by Alaska based sales representatives or non-Alaska based sales
representatives.

II.

Alaska conduct actually violated the UTPCPA is prcjudicialto Lilly.

CALL NOTES ARE INADMIS IBLE BECAUSE THEY ARE HEARSAY
NOT WITHIN ANY EXCEPTIO AND ~~QUIRE THE JURY TO
SPECULATE AS TO THEIR MEANING.



The basis for the State's argument Ihat call notes fall under the business records

records exception. li

Page 6 or II
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~ef~ndant Eli Lilly and Company's Reply in Support of Its Motion to Exclude
esllmony and Call otes from Non-Alaska Based Sales Representatives

Slale 01Alaska l~ Eli Lilly and Company (Case No. 3AN-06-0S630 CI)

" Alaska R. Evid. 801-802.

N

I6 Ptlrsl Response to Defendant's Motion in Limine to Exclude Testimony and Call Notes of
on-A aska Based Sales Representatives at 3.

17 Harris v. Keys, 948 P.2d 460, 466 (Alaska 1997) (quoting Alaska R. Evid. 803(6)).

18 Exhibit B, Deposition of David Noesges, January 11, 2008, at 200-0 I.

19 The testimony cited by the State was based on uestions asked of
particular Lilly standard operating procedure. Ptlts Response to D~~d~~f.ssg~~?~~\~

(continued ...)

of call noles lack the regularity of form and process that is the hallmark of the business

information or the mcthod or circumstances of preparation indicate lack of

exception is David oesges' testimony regarding the nature of call notes.
19

When asked

trustworthiness' ,·17 While regularly created arter most visits with physicians, the text fields

practice of that business activity to make and keep the memorandum ... unless the source of

with knowledge acquired of a regularly conducted business aClivity ... if it was the regular

exception "allows admission of a record made' from information transmitted by[] a person

a sales representative's visit 10 a physician.'·I. The State is incorrect. The business records

hearsay rule. stating thaI "[a] call note is a business record which contcmporaneously details

hearsay statements. Out of court statcmenlS olTered to prove the truth of the matter asserted

are inadmissible as hearsay under the Alaska Rules of Evidence.
ls

The State argues that call notes fall under the business records exception to the



has designated as trial exhibits, illustrate this fact:

Call notes satisfy none of these factors. The clarity of call notes varies from one person to

Page 7 of II

them. or by a duty to make an accurate record as part of a continuing job or oecupation.,,23

continuity which produce habits of precision, by actual experience of business relying on

based on an assumed reliability established "by systematic checking, by regularity and

Commentary to the Alaska Rules of Evidence explains that the business records exception is

the ncxt. An examination of representative call notes from outside Alaska, which the State

in call nOles.'1 Moreover. although managers are able to access call notcs, they are not

routinely used by Lilly for any purposc: call notcs arc only used by sales representatives to

remind themsel\'Cs of topics discusscd during pervious visits with a physician."

about the nature of call nOlCS (thc relevant infonnation for this determination), Mr. Noesges

explained. call notes are simply the "shorthand notes" that sales representatives make to

themselves.'· In fact. there is no rcgularity as to what information sales rcpresentatives place

211d.

2J Commentary to Alaska Rules of Evidence, Rule 803(6).

002730

(... continued)
Limine to Exclude Testimony and Call Notes of Non-Alaska Based Sales Representatives at
3. The document was for theeveryday use of sales representalives, not legal professionals.
And the use of the lenn busll1ess record 111 the document is the everyday sense, not the
speCific legal defimuon of the tenn the State is arguing for in its response.

,. Exhibit B, Deposition of David Noesges at 20 I.

'lId.

Defendant Eli Lilly and Company's Reply in Support of Its Motion to Exclude
Testimony and Call Notes from Non-Alaska Based Sales Representatives
Stale o[Altuka i'. £11 Lilly and Compo,,)' (Case No. JAN-06-05630 en



These examples show the inscrutable nature of call notes. For this reason, the

reliability of call notes for understanding what occurred at a panicular meeting is

Page 8 of II

Estie K. Moon-Houston
10/22/2001
Nunn
Michael
New Bern, N.C.

DOllie Griggers
11/612000
Nunn
Michael

ew Scm. .C.

ame:
Date:
PrescriberL
PrescriberFN:
Location:

Example 2

Shared new TO info wi him- just another reason to use ZyP vs.
others

arne:
Date:
PrescriberL
PreseriberF
Location:

Sit him down for a second and explain why adding zydis on to pIS
on shots is bestthier [sic] health."

Rushed by and said he was using ····R•••• higher doses of
ZYP- needed ZYP 15 and 20mg

Example I

core 4. Zy 3. Eneouraged add on 15 mg to dcp or Lithium.

Again told me he needed samples in Greenville.

......·.·...R.··········· Zyp. v. Risp.

questionable at best, not because the sales representative inaccurately ponrayed what

24 Exhibit C, Slate's Trial Exhibits, Zyprexa PlaintifPs Exhibit 10044, at5, 1I.

002731

Defendant Eli Lilly and Company's Reply in SUPPOI1 of Its Motion to Exclude
Testimony and Call Notes from Non-Alaska Based Sales Representatives
Sla/~ ofAlaska I~ Eli Lilly and Compa"y (Case No. 3AN-06-0S630 CI)



hearsay.

plans. however, 10 use call notes to recreale entire conversations between sales

Page 9 of II

to determine whether a physician or the Lilly employee raised a given topic. In all cases, one

panicipants. This requires the jury to make inappropriate inferences and is an improper use

of this evidence.

representatives and physicians in another State, in the absence of any testimony from those

greater than their weight can bear. As discussed above, call notes are idiosyncratic shorthand

cannot tell the extent to which any topic was covered or what was actually said. The State

In addition. lhe State has proposed to use call notes to support propositions far

B. The State will Improperly ask the Jury to Speculate as to the Meauing
of lhe Call Notes.

concerning salcs representatives discussions with physicians. In many cases, it is impossible

occurred. but because another person will have difficulty penetrating the idiosyncratic

notations and shonhand that make up call notes. Call notes do not exhibit the continuity and

regularity discussed in the commcntary to thc 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 protTer call notes as evidence of that conduct; as such evidence would be

Def~ndanlEli Lilly and Company's Reply in Support of Its Motion to Exclude
Teshmon)' and Call Notes from Non·Alaska Based Sales Representatives
Stale ofAlaska I'. Eli Lilly aud Compauy (Case No. 3AN·06-0S630 el)
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content of these conversations based on the limited notations in the call notes and lawyers'

m. CO CLUSIO

Page 10 of II
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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.

speculation, particularly without testimony from the meeting participants.27

contain such messages; instead, the State's lawyers will be telling the jury what they think

particular phrase, such as "weight gain," appears in a call note, the sales representatives

was said, based solely on the limited notations in the call notes. The jury cannot infer the

"were delivering the company message that weight gain was manageable and that any risk of

it was far outweighed by Zyprexa's superior efficacy.,,26 The call notes do not actually

25 CBS Broadcasting, Inc. v. FBC Tefevision Affiliates, 450 F.3d 505, 517 n.25 (11th Cir
2006) (quotmg Chapman v. Am. Cyanamid Co., 861 F.2d 1515 1518 (11th Cir 1988))' .
afsho French v;,Ja

l
ddon, Inc., 911 P.2d 20, 27 (Alaska 1996) (fi~ding an infere~ce impr~sp~~

were a party ,al e to support that inference with evidence).

2' Exhibit 0, Pltf. 's Supp!. Responses to Lilly's Fourth Set of Interrogatories at 6.
27 P

. erson v. Waf-Mart Stores, Inc., No. 90-5454, 1990 U.S. App. LEXIS 22456 at "4 5
C,L 0,ec. 20, 19

h
90) (unreported) (holding inference improper where party ;sked J'-ury(6tthspecu ate as to w at mIght have occurred). 0

"[AJn inference based on speculation and conjecture is not reasonable.,,25 By this

definition, the State's use 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

~(~ndanl Eli Lilly and Company's Reply in Support of Its Molion to Exclude
estlmony and Call oles from 'on-Alaska Based Sales Representatives

State 01Alaska I, Eli Lilly and Company (Case No. 3AN-06-0S630 el)



DATED this 20th day of February, 2008.
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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

Icaul)' that on February 20. 2008. a copy or
lhc f(RJOlng W1I5 serfed b)' hand on:

Defendant Eli Lilly and Campan I R I . S
Testimony and Call Notes from Jo5 ACt tinB upport of Its Motion to Exclude
Slale ofAlaska ,\ Eli Lil/v and Co n- 3S(C a aNsed Sales Representarives

J mpany ase o. 3AN-06-OS630 el)



claims in strict product liability for failure to warn and design defect, for violation of the

EXHIBIT~

PAGE-.l- OF ..3-

•

002735

Dan A. Hensley
Attorney

Practice Limited to Mediation and Arbitration
1036 W. 22d Ave.

Anchorage, AK 99503
360-3177

dbensley@gci.net

•

DISCOVERY MASTER ORDER
State's First Motion to Compel

Lilly's Motion to Compel
Lilly's Motion for Commission for Subpoena

State's Unfair Trade Practices and Consumer Protection Act, and for negligence,

allegedly caused by Lilly's marketing and sale of the drug Zyprexa. The State asserts

The State of Alaska seeks damages from Eli Lilly & Co. for harm

The Slate bas nol filed a class action and is not seeking damages for individual

patients. Instead, the state seeks to recover for excess expenditures allegedly incurred by

negligent misrepresentation and fraud.

Eric Sander.;
Feldman, Orlansky & Sander.;
500 L Street, Sui", 400
Anchorage, AK 99501

RE: State of Alaska v. Eli Lilly & Co., 3AN-06-05630 CI

September 24,2007

Brewster Jamieson, Esq.
Lane, Powell, Spears, Luber.;ki, LLP
301 W. Nonhem Lights Blvd., Suite 301
Anchorage, AK 99503



State does not have any evidence that other members of the Alaska executive branch or

objection is sustained.

the Alaska Legislature influenced Alaska Medicaid regarding the use ofZyprexa. Lilly's

EXHIBIT ---4.­
PAGE~F.3..-.002736

10

•

Int. # 8, RFP #11; Int. #9, RFP # 12; Int. #10, RFP # 13; Int. # II, RFP # 14.

communications made to the State and evideoce of communications available in the

MDL collection.

The evidence sought by the State is technically discoverable -- bUI it appears that

the ability of other payo", 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,

Int. # 3, RFP #3. Lilly withdrew is objection at oral argument.

Inl. #6, RFP #9. DENIED. The State seeks infnrmation regarding

Lilly's objection to the discovery as overbroad is sustained.

legislative branch. Lilly asserts the same objections noted above regarding Int. #2. The

conununications about Zyprexa from Lilly to represeotatives of Alaska's executive or

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 Inl. #2.

Inl. #4, RFP #7. GRANTED in part. The State seeks information regarding call

note references to Zyprexa generated by Lilly sales representatives in Alaska. Call notes

are briefentries made by sales representatives documenting meetings with physicians.

Lilly recognizes that the information may be discoverable but claims that retrieving the



marketing tactics resulted in increased sales, the publicly available information offered by

Lilly is relevant to the same issue. In light afthe State's interest in efficient discovery to

maintain the March 200g trial date, Lilly's objections to produce other than publicly

available information are sustained. Lilly must produce publicly available worldwide

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 Stale disputes this assertion.

I do not have enough information to dctenninc how burdensome the search for

Alaska related Zyprexa call notes will be. But Lilly's proposed solution to the issue

appear.; 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.

lnt. #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 Stale

prove a motive for misrepresentation or corroborate the State's claim that Lilly's

Zyprexa sales revenue responsive to this request.

11
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Golkow Technologies, Inc. - I.B77.370.DEPS

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.

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRICT AT ANCHORAGE

Page 1
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CASE NO.

3AN-06-5630 CIV

David Thomas Noesges

Defendant.

vs.

Plaintiff,

•

ELI LILLY AND COMPANY,

STATE OF ALASKA



16 A Yes, I do.

17 Q It appears that this call note database has

14 also by a Thea Jung.

Page 200
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David Thomas Noesges

Were you - - what's your understanding of what

MR. BOISE: Keep on working on it.

•

information I think probably comes from this

litigation.

I would like to show you some call notes that have

been produced to us in the Alaska litigation, and

I'll mark this next as Bxhibit 10.

(Deposition Exhibit 10 marked for

identification.)

Golkow Technologies, Inc. - 1.877.370.DEPS

QUESTIONS BY MR. SUGGS,

Q

7

8

6

5

4

3

1

2 QUESTIONS BY MR. SUGGS,

18 various fields that include the name of the sales rep,

19 the call date, the call 10, the prescriber last

15 Do you see that?

9 Q Which 1 1 11 represent to you is a page of call notes

10 pulled from the sample that Lilly has produced to

11 us in the Alaska litigation. And it would appear

12 this particular page has call notes that were

13 generated by Margaret Williams, several by her, and

20 name, the prescriber first name, the city in which

21 the prescriber is, the state, and then it bas

22 action, reaction, follow up. And the rest of the

23

24

25



11 find in those fields. It all ends up really

10 with these field notes is often it's not what you

9 customer reaction to the calls. And my experience

Page 201

•
David Thomas Noesges

MR. SUGGS: Barry, can you tell me, is she the

•

A As I mentioned to you before, in this time frame2

1 the Action field was for?

3 this tool is really used for the reps to describe

4 in shorthand notes to themselves as to the notes

5 they wanted to record from their conversation with

6 the doctor.

7 Q And then what is the Reaction supposed to be?

8 A The Reaction was designed to describe, kind of, a

Golkow Technologies, Inc. - 1.B77.370.DEPS

O
EXHIBIT --5.--

02740 PAGE.....2.....0F~

12 being shorthand notes to the representatives.

13 Q Is it the policy and practice of Lilly management

14 to also review the call notes of the sales reps?

15 A No, we don't routinely review the call notes from

16 the sales representatives.

17 Q Do you periodically do so?

18 A The district managers are able to access the call

19 notes and if they choose to they can take a look at

20 a call Dote or discuss it with a sales

21 representative.

22 Q Do you know who Margaret Williams was?

23 A No, I do not know Margaret.

24

25 lady who is deceased?
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IN THE SUPERIOR COURT FOR nIB STATE OF. ALASKA

THIRD JuDICIAL DISTRICT AT ANCHORAGE

•

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

)
)
)
)
)

•

'~e recent 3O(bX6) deposition on the issue ofLilly's marketing practices was initially
nonced for December 6, 2007, but at Lilly's requestWBS delayed until January 11,2008.

PWn!ifI', Suppl_ RCIJ'OllI'" III Ilefctdant', Founh Set ofinlemlplllri"
&au ofAliuIaJ Y. EIJ LIlly and C<>mpany (Cue No. 3AN-ll6~5630 Civil) Page I of 16

~'S SUPPLEMENTAL RESPONSES TQ
DEFENDANT'S FOURTH SET OF INTEJUl,OGATORli§.

p~ARYSTATEMEI'IT

In ~onse to Lilly'sFirst Interrogatories and Requests for PrOduction, the Stale

provided a general description of the kinds ofproofil would offer underlying itsclaims in

this case. In response 10Lilly's Fourth Inlerrogatories aodReques1S for Production, the State

provided a description of similar information ·with n:spect to i1S claims under the Unfair .

Tra~ Practices and Consumer prolection Act (UTPCPA). However, the evidence is

incomplete al this point becaUSe of Lilly', reluctance to produce meaningful discovery in

response to the State', discovery requests. Lilly delayed the production of virtnally any

. discovery until ordered by the Discovery Master to produce it. Additionally, at Lilly's

request, key depositions bave been delayedI

Defeodant.

v.

Ell LlLLY AND COMPANY,

STATE OF ALASKA,

Plaintiff,

I-eou-v

! ~=. ,.,.,.,......
, -.AX....,

1U:9lI7.n1.3SS1
Ftt5lO7.7J4.0Il9



UJ'PCPA vioJatioos in ~nse to these interrogatories.

A search of the call notes using the tenns f'diabetes," "glucose," uno differences,"

EXHIBIT D
PAGE 2. OF ~

.Page 6 of16

••

002745

~laintilr. Supp1=taJ &.spoose, to Defendant', Fourth Set oflnlerrosatorlea
tar. ofAkuIta Y. Eli Lilly and Cc"'J7'U'Y (Caae No. 3AN-06-0S630 Civil)

"comparable," "cause" or "causal" reveals 170 instances of Lilly sales representatives

discussing high glucose or dlabetes with Alaska physicians between 2000 and 2004.9 Lilly

sales representatives did not advise physicians ofthe true risks ofhigh glucose or diabetes in

Asearch ofthe call notes using the search term "weight gain" reveals 98 instances of

Lilly sales representatives discussing the issue ofZyprexa-related weight gain with A1aSks

physicians between 1999 and 2004.' In none of these instanceS did the Lilly sales

representative indicate the true extent aod magnitude of Zyprexa weight gain to the

number ofadditional violations related to affumative misrepresentations ofZyprexa's risks,

benefits or uses which are detBiled in call notes by sales representatives.'

Searching the call notes database with spe<:ific terms reveals .numerous violations of

the UJ'PCPA. The Statewill provide examples below ofsuch searches ami.exhibilll detailing

the results ofthose searches. These exhibilll detail specific.ally the dates and substance ofthe

, The State bas only received" a sampling of call notes to date. It will require a full
production ofall call notes through the present to fully address lbe spectrum and magrutude
ofUTPCPA Vlolanons mAlasks.
: Exhibit 3 (Alaska call notes reflecting discussion ofweight gain)."

Exhiblt 4 (Alaska call notes reflecting discussion of dlabetes glucose or diabetes
m=~~. '

physician. Instead, the sales representatives were delivering the compaoy message that

weight gain was manageable aod that aoy risk of it was far outweighed by Zyprexa's

" superior efficacy. Each of these notes estahlishes a violation ofthe UTPCPA.

PaDMAH OIJ..A.'QJ'
"'.......,...
5OOLm.z,......""""

"""""""'''''"'>1T'Il.:ilD7.m.sm
PAX: 90'7.274.0119
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