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Defendant Eli Lilly and Company ("Lilly") objects to the nowing pages

Case

t _

j Relevance; probative value is outweighed by the danger of

Iunfair prejudice, delay and confusion (Alaska R. Evid. 401;
403). Subject to Motion in Limine reo Lilly profits and

lprices.

Relevance; probative value is outweighed by the danger of
unfair prejudice, delay and confusion (Alaska R. Evid. 401;
403). Subject to Motion in Limine reo Lilly profits and
prices.

l- -
33: 17

145:23

v.

Defendant.

Plaintiff,

DEFENDANT ELI LILLY AND COMPANY'S
OBJECfIONS TO PLAINTIFF STATE OF

ALASKA'S TRIAL DEPOSITION DESIGNATIONS

IN THE SUPERIOR COURT FOR THE STATE OFALASKA
THIRD JUDICIAL DISTRICT

ELI LILLY A DCOMPA Y,

STATE OFALASKA,

33:5

and lines of Plaintiff State of Alaska's Trial Deposition Designations:

45:20

I. Deposition of John C. lochleiter, Ph.D

I Start J End ~Objection -
I (Page:Line) (Page: Linc)

32:6 - 32: 19 Rel';:,nce; probat~aiue is out;;'ighed by !hOdanger of-I I unfair prejudice, delay and confusion (Alaska R. Evid. 401;
I 403). Subject to Motion in Limine reo Lilly profits and

pnces.

/
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Relevance: probative value is ou{;eighed by the danger of
unfair prejudice, delay and confusion (Alaska R. Evid. 401;
403).

Relevance; probative value is outweighed by the danger of
unfair prejudice. delay and confusion (Alaska R. Evid. 401;
403).

Relevance; prob;tivevalue is out;eighedbytile danger of
unfair prejudice, delay and confusion (Alaska R. Evid. 401;
403). Subject to Motions in Liminere: Lilly profits and
prices and other Lilly drugs.

_l~ _ _ _
I Relevance; probative value is outweighed by the danger of

I
unfair prejudice, delay and confusion (Alaska R. Evid. 401;
403).

; Relevance; probative value is oUlweighedbYthe danger of
I unfair prejudice, delay and confusion (Alaska R. Evid. 401;

403).

Relevance: probative value is outweighed by the danger of
unfair prejudice, delay and confusion (Alaska R. Evid. 401;
403).

69:6

67: 15 68:2 Relevance; probative value is outweighed by the danger~
unfair prejudice, delay and confusion (Alaska R. Evid. 401;
403). Subject to Motion in Limine reo Lilly profits and
prices.

I Relevance; probative value i'Soutweighed by the danger of
unfair prejudice, delay and confusion (Alaska R. Evid. 401;
403). Subject to Motion in Limine reo Lilly profits and
prices.

Start 1End - Objection

(pag~:Line)J~age:Li~ _ _ __

58: II 59: 15 Relevance; probative value is outweighed by the danger of
unfair prejudice, delay and confusion (Alaska R. Evid. 401;
403). Subject to Motions in Liminere: Lilly profits and
prices and other Lilly drugs.

69:13 70:24

1- -T8~19-182:20

84:9 184:22

86:24
1

87
:
14

88:1 88:7

92:22 93:7
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Objcclion

IRelevance; foundalion; lack of personal knowledge;hearsay;t
authentication; probative value is outweighed by the danger
of unfair prejudice, delay and confusion (Alaska R. Evid.
401; 403: 602; 802: 901). Subject 10 Motion in Limine reo
Lilly profils and prices.

Relevance; foundation: lack of ,,"rsonal knowledge; hearsay;
authentication; probative value is outweighed by the danger
of unfair prejudice, delay and confusion (Alaska R. Evid.
401; 403; 602; 802; 901). Subject 10 Motion in Limine re:
Lilly profits and prices.

relevance; probative value is outweighed by~lhe danger ofI~nfair prejudice, delay and confusion (Alaska R. Evid. 401;

I~:::::::::::~:.~~::M::::'::~'::=' .probative value IS outweighed by the danger of unfalf

IpreJudice. delay and confusIon (Alaska R. Evid. 40 I: 403: I
602: 802). SubJect 10 MotIon III Limll1e re Lilly profits and
pnces.

103:1

104:24

105:16

106:20

Relevance: foundalion: lack of ,,"rsonal knowledge: hearsay:
probative value is outweighed by the danger of unfair
prejudice, delay and confusion (Alaska R. Evid. 401; 403
602; 802). Subject to MOlion in Limine re: Lilly profits and

I prices.

Relevance; fo-;;ndmion: lack of persomilkncmledge; hearsay;
probative value is outweighed by the danger of unfair
prejudice. delay and confusion (Alaska R. Evid. 401; 403;
602; 802). Subject to MOlion in Limine re: Lilly profits and
prices.

IiO:I5=---+/=R--:e1evance; probative value is outweighed by lhe danger ofIunfair prejudIce, delay and confusion (Alaska R. Evid. 401;
403). Subjeclto Motion III Limine re: Lilly profits and
prices.

%:13

102:8

103:17

105:12

Slart
(Page:Line)

1"""94:5

110:4

, ­
105:21



Start End Objection
(Page:Line) (Page: Line)

Relevance; probative value is outweighed by the danger of
unfair prejudice, delay and confusion (Alaska R. Evid. 401;
403).

Relevance; probative value is outweighed by the danger of
unfair prejudice, delay and confusion (Alaska R. Evid. 401:
403). SUbject to Motion in Limine re: Lilly profits and
prices.

Relevance; proooti\e "alue is OU(\\'c,ghed by the danger of
unfair prejudice. delay and confusion; hearsay (Alaska R.
Evid. 401: 403; 802). Subject to lotion III Limine re: Lilly
profits and prices

-4

Relevance: probaU\C value i outweighed by the danger of
unfair prejudice, dela} and confUSion (Alaska R. Evid. 401:
403).

Relevance; probative value is outweighed bythe danger of
f unfair prejudice, delay and confusion (Alaska R. Evid. 401;

403). Subject to Motion in Limine re: Lilly profits and
prices.

I
IRelevance; probative value is outweighed by the danger of

unfair prejudice, delay and confusion (Alaska R. Evid. 401:
403). Subject to Motion in Limine re: Lilly profits and
prices.

111~6

121:24

126:7

134:6

138:19

J
124:9

-t 120: 13

, 128:22

ReJewmce; p~Obalive y;lue is outweighed by the danger of
unfair prejudice, delay and confusion (Alaska R. Evid. 401:
403). Subject to Motion in Limine re: Lilly profits and
prices.

-1>--;-11'"'8'"':2:;---1-1"'R-el;-e-va-nce; probative value is outweighed by the danger of

unfair prejudice, delay and confusion (Alaska R. Evid. 401;
403). Subject to Motion in Limine re: Lilly profits and
prices.

Relevance; probative va~ is outweighed by the danger of
unfair prejudice. delay and confusion (Alaska R. Evid. 401:
403). Subject to Motions in Liminere: Lilly profits and
prices and other Lilly drugs.

110:18

117:13

119:15

121:8

122:22

125:7

128:15

133: 16

138:9



Objection

Relevance, probative \3lue IS outweighed by the danger of
unfair prejudice, delay and confusion; hearsay (Alaska R.
Evid. 401; 403,802).

Hearsay; foundation; lack o(personal knowledge;
authentication (Alaska R Evid 602; 802: 901).

Relevance; probalive value is outweighed by the danger of
unfair prejudice, delay and confusion (Alaska R. Evid. 401:
403).

R'eievance; probative value is outweighed by the danger of
unfair prejudice, delay and confusion (Alaska R. Evid. 401;
403).

Foundation; relevance; probative value isoutweighed by the
danger of unfair prejudice, delay and confusion (Alaska R.
Evid. 401; 403)

..

Foundation; relevance; probalive val;:;;is outweighed by the
danger of unfair prejudice, delay and confusion (Alaska R.
Evid. 401; 403).

Relevance~evalue is outweighed by the~ger~of
unfair prejudice, delay and confusion (Alaska R. Evid. 401;
403).

-I Relevance:pfObatTvevalue is outweighecibYthe danger:-of
unfair prejudice, delay and confusion (Alaska R. Evid. 401; J

/403).

IRelevance; probaliv"-value is oUlweighedby lhe danger of
I unfair prejudice, delay and confusion (Alaska R. Evid. 401;
403).

142:8141:9

Stnrt End

f (Page:Li:j (Page:Line)

'40: I l"";"";4O;n:-:1>:4;--+R:::-e"""'l-e-va-n-c-e;-p-r-o;-ba-'l7""ivevalue is oUlweighed by the danger of

unfair prejudice, delay and confusion (Alaska R. Evid. 401;
403). Subject to Motion in Limine re: Lilly profits and
prices.

--Relevance; probative value is outweighed- by the danger of
unfair prejudice, delay and confusion (Alaska R. Evid. 401;
403). Subject to MOlion in Limine re: Lilly profits and
prices.

, 144:21 /T45T
I

j145:5-145:4

145:18 146:6

146:14 - - ~147:5

148:~

r 162:3 162:14

162:19 163:9

166:19 167:12

170:19 171:2
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-
Relevance; hearsay; probative value is outweighed by the
danger of unfair prejudice, delay and confusion (Alaska R.

I Evid. 401,403; 802).

Hearsay; foundalion; lack of personal knowledge;
aUlhenticalion (Alaska R. Evid. 602; 802; 901).

Hearsay; foundation; lack ofpersonalkoo;ledge:
authenticalion (Alaska R. Evid. 602; 802; 901).

Relrnnce; hearsay; probative value is<Wlwe1ghed bythe
danger of unfair prejudice, delay and confusion (Alaska R.
Evid. 401,403; 802).

Hearsay; foundation; lack of personal knOWledge;
aUlhenticarion (Alaska R. Evid. 602; 802; 901).

Hearsay; foundalion; lack of personal knOWledge;
authenticalion (Alaska R. Evid. 602; 802; 901).

245:10

24ill-

239:19

I

1241:13

I
~ 269:2 -

239:11

240:13

243:12

244:24

Mart End TObjection
(Pagc:Linc) (Pagc:Linc)

191: 19 I192~Hearsay; foundalion; lack of personal knowledge;
aUlhenlicalion (Alaska R. Evid. 602; 802; 901).J _ _ _
Relevance; probalive value is oUlweighed by Ihe danger of
unfair prejudice, delay and confusion (Alaska R. Evid. 401;
403).

Relevance; hearsay; probative value is outweighed by the
danger of unfair prejudice, delay and confusion (A/aska R.

t:
I Evid. 401 ,403: 802).

249:7J:
l

249:21 Relevance; probalive value is oUlweighed by Ihe danger of
unfair prejudice, delay and confusion (Alaska R. Evid. 401;
403). Subjeci 10 MOlion in Limine reo olher Lilly drugs.

265:23 267:7 ---t-,;-;H'-ea-r-sa-y-:-;fo'-u-'-'d:-a"'li-on-;'-r-e:-'e-v-an-c-e-;"-'a-c"-k-o-"f-pe-r-s-on-a-;'-;k-n-o-w"7le-d:-g-e-i:I

authentication; probative value is outweighed by the danger I
I of unfair prejudice, delay and confusion (Alaska R. Evid.

.1 40 /;403;602;802;901). ~

- Relevance; probative value isoutweighed by the dange-r of
unfair prejudice, delay and confusion (Alaska R. Evid. 401;
403).

1268:20

,
t 276:9 276:22

277:24 279:6

279:13 279:18

I
285:'-284:18



tart End Objeetion
(Page:Line) (Page: Line)

7-

Hearsay, relevance lack of personal knOWledge; probative
value IS outweighed by the danger of unfair prejudice. delay
and confll:,on (Ala'" R. E,id. 401, 403; 602).

Hearsay; relevance; prolxui\'c value is outweighed bY the
danger of unfair prejudice, delay and confusion (Ala ka R.
Evid. 401; 403802)

~vance;p;Obat~e-vaJue is ou~veighed by the danger of
lInfair prejudice, delay and confusion (Alaska R. Evid. 401;
403).

Hearsay; foundation: lack of personal knowledge;
authenlication (Alaska R. Evid. 602; 802; 901).

Relevance; probalive value is outweighed by the danger of
lInfair prejlldice, delay and confllsion (Alaska R. Evid. 401;
403).

Hearsay; foundation: lack of personal knowledge;
authentication (Alaska R. Evid. 602; 802; 901).

Hearsay; foundalion; lack of personal knowledge;
authentication (Alaska R. Evid. 602; 802; 901).

Relevance; hearsay; authentication; probative value is
outweighed by the danger of unfair prejudice, delay and
confusion (Alaska R. Evid. 401; 403; 802; 901). Subject to
MOlion in Limine re: Lilly profits and prices.

~elevance; hearsay; aUlhe-;nication; proba~e vallie is
! outweighed by Ihe danger of unfair prejudice, delay and

confllsion (Alaska R. Evid. 401 ;403; 802; 901). SlIbject to
MOlion in Limine re: Lilly profits and prices.

~ Relevance; aUlhcnlicalion; proba~e value is outweighed by
Ihe danger of lInfair prejlldice, delay and confllsion (Alaska
R. Evid. 401; 403; 901).

Hearsay; foundation; lack of personal knowledge;
authenlication (Alaska R. Evid. 602; 802; 901).

285: 17 286~9

286:15 287:2

297:6 '297:21

299:20 ~ 300:4

302:11 302:23

303:6 303:18

304:9 304:22

313:7 315:7

315:15 315:18

316:19 318:12

320:14 320:18



II. Deposition of John C. Lechleiter, Ph.D

--J
-8·

Foundatoon (Alaska R. Evid. 602, 701)

Relev-';;ce (Alaska. R. Evid. 401,~

Relevance; probative value is outweighed by the danger of
unfair prejudice, delay and confusion (Alaska R. Evid. 401;
403).

Hearsay; relevance; lack of personal knowledge; probative
value is outweighed by the danger of unfair prejudice, delay
and confusion (Alaska R. Evid. 401; 403; 602).

Relevance; probaii~e value is outweighed by the danger of
unfair prejudice. delay and confusion (Alaska R. Evid. 401;
403).

Relevance; probative value is outweighed by It; danger of
unfair prejudice. delay and confusion (Alaska R. Evid. 401;
403).

IMischaraclerizes prior testimo;;Y:-reiewmce;pr~ value
I is outweighed by the danger of unfair prejudice, delay and

i
confUSion (Alaska R. Evid. 401; 403).

Mischaracterizes prior testimony; relevance; probative value
is outweighed by the danger of unfair prejudice, delay and
confusion (Alaska R. Evid. 401; 403).

1 __

IRelevance; probative value is outweighed by the danger of
unfair prejudice, delay and confusion (Alaska R. Evid. 401;
403).

38: II

47:16

Slart End Objeclion
(Page:Line) (Page:Line)

320:21 iiliT IHearsay; relevance; 1000o(personal knowledge: probative

Ivalue is outweighed by the danger of unfair prejudice, delay
and confusion (Alaska R. Evid. 401; 403; 602).

324:18 325:16

360:3 360:6

361:4 361:20

,
363:3 ~6:l:i6-

363: 19 t364:2

I

364:3 r365:23

366:7 367:11

Start End Objection
(Page:Line) (Page:Line)

38:7

47:6



Start. End Objection
(Page: Lme) (Page:Line)

'~ -t - -~_____ _ ,__
.16 55:7 Relevance; Ambiguous; Probative value outweighed by

danger of unfair prejudice (Alaska R. Evid. 401,402,403,
611)

Relevance (Alaska R. Evid. 401,402)

IRelevance. Probative value outweighed by danger of unfair
prejudice (Alaska R. Evid. 401,402,403)

-9-

Relevance: Probative value outweighed by danger of unfair
prejudice (Alaska R. Evid. 401, 402, 403)

Relevance; Probative value outweighed by danger of unfair
prejudice (Alaska R. Evid. 401,402,403)

Relevance: PrObative value outweighed by danger of unfair
prejudice (Alaska R. Evid. 401,402,403)

-+--- - ---;
Relevance. Probative value outweighed by danger of unfair
prejudice (Alaska R. Evid. 401,402,403)

Relevance; Probative value outweighed-by danger of unfair
prejudIce (Alaska R. Evid. 401,402,403)

Relevance; ProbatIVe value Outweighed by danger of unfair
prejudice; Foundallon (Alaska R Evid. 401,402,403,602,
701)

Relevance, PrObative value outweighed by danger of unfairIprejudice (Alaska R. Evid. 401 ,402,403)

Relevance; Probative value oUlweighed by danger of unfair
prejudice. (Alaska R. Evid. 401,402,403)

'~lce;Probalivevalue oUlwefghed by danger of unfan
prejudice (Alaska R. Evid. 401,402,403) I

JRelevance; Probative value outweighed by danger Of, unfair I
prejudice (Alaska R. Evid. 401,402,403)

Relevance; Probali~e vahre"o~;eighed by dangerof unfair -1
prejudice (Alaska R. Evid. 401,402,403)

63:3

63:14

62:13

63:9

,
68:/9

77:18 78:4

I
79: 18 f 79:20

79:23 80:1

t 84:19 185:22

~ --
-+86:0886:01

88:18 -j 88:24

127:16 -127:22

134:24 135:6

136:6 136:15



Start . , End Objection
(Page:Lme) (Page:Line) I
146: 13 146:22 I Relevance; Probative value outweighed by danger of unfair

prejudice (Alaska R. Evid. 401,402,403)
147:3 147:7

148:6 14&10

148:11 148: 13

148:14 - r'48:22

150:8 /150:11

152: 12 152:20

154:18 154:23

171:9 171:17

/73: 18 174:2

174:17 174:21

178:14 178:23

/79:19 180:2

-
Relevance; Probative value outweighed by danger of unfair
prejudice; Foundation; Misstates Ihe evidence (Alaska R.
Evid. 401, 402, 403, 602,61 1,701)

Relevance; Probative value oUI\;eighed by danger of unfair
prejudice; Foundation; Ambiguous; Misstates the evidence
(Alaska R. Evid. 401, 402, 403, 602, 611. 701)

Relevance; Probative value oUlweighed by danger of unfair
prejudice; Foundation; Ambiguous; Misstates the evidence;

I Argumentative (Alaska R. Evid. 401, 402, 403, 602. 611,
701)

----; Relevance; Probative value outweighed by danger of unfair
I prejudice; Foundation; Misstates the evidence (Alaska R.

Evid. 401,402,403,602,611,701)

tReTevance; Probative value outweighed by danger of unfair I

prejudice; Foundalion; Misstates the evidence (Alaska R.
JEVid.40I,402,403,602,6I1,701)

Relevance; Probative value outweighed by danger of unfair
prejudice; Foundation; Misstates the evidence; AmbiguoLis
(Alaska R. Evid. 401 ,402,403,602,61 I, 701)

Rele~nce; PrObative value outweighed by danger of unfair
prejudice; Foundation; Misstates the evidence; Ambiguous
(Alaska R. Evid. 401, 402, 403, 602, 611, 701)

Relevance; Probative value outweighed by danger of unfair
prejudice; Ambiguous (Alaska R. Evid. 401 ,402,403, 61 I)

Foundation (Alaska R Evid 602,701)

Foundalion (Ala -ka R. Evid. 602, 701)

Foundation (Alaska R. E\id. 602, 701)

Foundalion; Ambl!uuus (Alaska R, EvTd. 602. 611,701)

10
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Relevance: Probative value outweighed by danger of unfair
prejudice; Foundation; Misstates the evidence (Alaska R.
Evid. 401. 402,403, 602. 611,701)

Relevance; Probative value outweighed by danger of unfair
prejudice (Alaska R. Evid. 401. 402, 403)

Relevance: Probative value outweighed by danger of unfair
prejudice (Alaska R. Evid 401.402,403)
Relevance; Probative value outweighed by danger of unfair
prejudice (Alaska R. Evid. 401, 402-!-403) ~ _
Relevance; Probative value outweighed by danger of unfair
prejudice (Alaska R. Evid. 401 ,402,403)

~Ievance:Probmive-yalueoutweighed by danger of u;fair
prejudice (Alaska R. Evid. 401.402,403)

Relevance; Probative value outweighed by danger of unfair
prejudice (Alaska R. Evid. 401, 402. 403)

I Relevance; Probative value outweighed by danger ofunrili1
prejudice (Alaska R. Evid. 4O~ ,402,~ I
Foundation; Argumentative; Relevance; Probative value
outweighed by danger of unfair prejudice (Alaska R. Evid.
401,402.403,602,611.701)

I FOumialion; Misstates-the evidence (Alaska R. Evid. 602, - 1
,611,701) I
I Relevance; Probative value outweighed by danger of unfair l

prejudice (Alaska R. Evid. 401, 402, 403)

I . 6 IArgumentative; Comment by counsel (Alaska R. EVld. II)

Relevance; Probative value outweighed by danger of unfair --1
prejudice; Comment by counsel (Alaska R. Evid. 401,402,
403,611)

181:18

182:4

189:18

235:04

241:22

249:12

249:22

248:20

250'9

1187:12

181:11

181:21

189:5

tart End Objection
(page: Line) (Page: Line)

186:22

234:16

241:19

249:6

248:9

249:19

250:5

~2:5­

; 185:15-

I-- 243.2 ~ 243:20

~44T-J::O



lart ~nd T Objeclion - I(Page: Line) (Page:Line)

251:9 - 251: 13 IRelevance; Probative value outweighed by danger of unfair -,
prejudice; Foundation; Misstates the evidence (Alaska R.
Evid. 401,402,403,602,611,701)

357:23 358:8 Foundation; Misstates the evidence (Alaska R. Evid. 602,
61 I, 701)

400:16 401:7

1-404:7 1404:11

411:20 --l-
412:3

416:19 417:6

420:9 420: 18 -

422:12 ----r.= _.
,422:20

476:7 477:10

480:9 480:17

488:23 489:8

491:1 491:18

492:9 492:13

12·

Foundation; Misstates the evidence (Alaska R. Evid. 602,
611,701)

I _

Foundation; ; Misstates the evidence (Alaska R. Evid. 602.
611,701)

I

J Relevance; Probative value outweighed by danger of unfair l
prejudice (Alaska R. Evid. 40 1,402.403) I

jRelevance; Probative value outweighed by danger of unfair I
prejudice (Alaska R. Evid. 401,402,403)

Compound (AlaSi<aR. Evid. 611) 1
Ii.rgU;;;e~tative (AlaskiiR."E;;id. 61-1)--

Foundation; Misstates the evidence (Alaska R. Evid. 602.
61 1,701)

Relevance; Probative value outweighed by danger of unfair
prejudice; Foundation; Mi states the evidence (Alaska R.
Evid. 401.402,403,601.602,611,701)

Foundation (Alaska R. Evid. 602, 701)

Rere~anc;; Probative value outweighed by d-;nger ofunfair
prejudice; Foundation (Alaska R. Evid. 401,402,403,601,
702)

Relevance; Probative value outweighed by danger of unfair
prejudice (Alaska R. Evid. 401,402,403)

Foundation; Misstates the evidence (Alaska R. Evid. 602.
611.701)

Relevance' Probat,ve value Outweighed by danger of unfair
prejudice (Alaska R. EVIJ 401,402,403)

360:10

361:14

359:15

361:3



......0 Objection
\rage:Line) (Page: Line)

527: I='- 52&2~vance~~outweighed by danger of unfair
J prejudice (Alaska R. Evid. 401, 402,403)

Relevance; Probative value outweighed by danger of unfair
prejudice; Foundation (Alaska R. Evid. 40 I, 402, 403, 60 I,
602,701)

Relevance; Probalive value outweighed by danger of unfair
prejudice; Foundation; Misstates the evidence (Alaska R.
Evid. 401,402,403,601,602,61 1,701)

Relevance; Probalive value oUlweighed by danger of unfairIprejudice; Foundation; Misstates the evidence (Alaska R.
Evid. 401,402,403,601,602,61 1,701)

Relevance; Probalive value outweighed by danger of unfair
prejudice; Foundation; Misstates the evidence (Alaska R.

I Evid. 401,402,403,601,602,61 1,701)

Relevance; Probative value outweighed by danger of unfair
prejudice; Ambiguous; Foundalion (Alaska R. Evid. 401,
402,403,602,61 1,701)

IRelevance; Probative value outweighed by danger of unfair
I prejudice (Alaska R. Evid. 401, 402,403)

510:8

510:23

514:15

529:2

531: 14

538:7 I Relevance; Probative value outweighed by danger of unfair
prejudice; Foundation (Alaska R. Evid. 401, 402, 403, 602,
701)

-- - -l
538: 15 Relevance; Probative value outweighed by danger of unfair

prejudice; Foundation; Misstates the evidence (Alaska R.
Evid. 401,402,403,602,611,701)

539:3 ~ance: Probative value outweighed by danger of unfair
prejudice: Foundation; Misstates the evidence (Ala ka R.
Evid. 602,61 1,701) (Alaska R. Evid. 401,402,403,602,
611.701)

539:23 Rele,""ce; Probative ,alue Outweighed by danger of unfair
preJudice, Foundation; Misstates the evidence (Alaska R.
Evid 401 .j02,403 602,61 1,701)

510:5

510:18

514:7

528:16

530:23

537:7

538:13

538:22

539:10

1535~lr - --r 536:24



in this Or any other mailer. Lilly further reserves the right to object to any additional

deposition testimony not included above if deemed necessary at the trial of this action.

Relevance; Probative value outweighed by danger ofUnfair
prejudice; Foundation; Misstates the evidence (Alaska R.
Evid. 401,402,403,602,611,701)

Relevance; PrObative value outweighed by danger of unfair
prejudice; Foundation; Misstates the evidence (Alaska R.

' Evid. 401,402,403,602,611,701)

14-

Rele v3,"iCe; ProbaiiVe~tweighed~Of unfair
prejudice (Alaska R. Evid. 401,402,403)

Relevance; PrObative value outweighed by danger of unfair
prejudice; Foundation; Misstates the evidence (Alaska R.
Evid. 401,402,403,602.611,701)

IRelevance; Probative value Outweighed bJ danger of unfair
prejudice; Foundation; Misstates the evidence (Alaska R.
Evid. 401, 402, 403. 602, 611,701)

Lilly reserves the right to object to any deposition testimony not yet taken

",.art. End tbjeCliOn
(Page: Line) (Page: Line)

540·- L --_ _ _ .~
.1 540: 19 Relevance; Probative value outweighed by danger of unfair

prejudice; Foundation; Misstates the evidence; Compound;
Argumentative (Alaska R. Evid. 401,402.403,602,611,
701)
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Date: March 5, 2008

DEPO ITION DESIGNATIONS has been serv

Counsel List

Eric T. Sanders, Esquire
Feldman, Orlansky & Sanders

500 L. Streel, Suile 400
Anchorage, AK 99501-5911

....."KTIFICATE OF SERVICE

Mauhew L. Garretson, Esquire
Joseph W. Sleele, Esquire

Garrelson & Sleele
9545 Kenwood Road, Suite 304

Cincinnati,OH 45242-6100

H. Blair Hahn, Esquire
Richardson, Palrick, Westbrook & Brickman, LLC

1037 Chuck Dawley Boulevard, Building A
Mount Pleasalll, SC 29464-4190

I hereby cenify lhal a !rue and correCI copy of DEFENDA T ELI LILLY AND

COMPANY'S OBJECTIONS TO PLAI TIFF TATE OF ALASKA'S TRIAL



OTICE OF FlUNG ORIGINAL
AFFLDAVIT OF JOEY ESKl

Case o. 3AN-06-05630 Cl

Plaintiff.

Defendant.

ELI LILLY AND COMPANY,

Defendant, Eli Lilly and Company, by and through counsel of record, Lane Powell

LLC, hereby provides the original signed Affidavit of Joey Eski, a scanned copy of the

affidavit was filed with its MOlion to Preclude Testimony of Joey Eski From Trial Phase I for

Protective Order Regarding Her Trial Testimony.

DATED this 4th day of March, 2008.

PEPPER HAMILTON LLP
ina 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 PO
Attorneys 0

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

v.

THIRD JUDlCLAL DISTRICT AT ANptLWG,f-vI"EN COURT

STATE OF ALASKA, Date: :?---.J- c.J<i5

Clerk. 7l1"-t1

I mtlf) that on ~Urch". 2008•• cop) of
lbc (OfqOmc was Kr\'ed b) hand on



THIRD JUDICIAL DISTRICT AT A

STATE OF ALASKA,

Case o. 3AN-06-05630 Cl

AFFIDAVIT OF JOEY ESKI

Plaintiff.

fN THE SUPERIOR COURT FOR THE STATE OF ALA
FILED;

CHORAGE
Date:~~~"'-='---1

Clerl<:---'~+:IJ----t

Defendant.

ELI LILLY AND COMPANY,

v.

STATE OF ALASKA

I, Joey Eski, being !irsl duly sworn, states as follows:

I. I am an executive sales representative with Eli Lilly and Company. I live in

Anchorage, Alaska.

2. I will be out of state from March 10th through March 22nd of 2008 on a

family vacation in Hawaii. My family and I have planned this vacation since January 2008.

On January 14-15, 2008, I purchased four round-trip tickets from Anchorage to Hawaii, for

myself, my friend, and my children, leaving Anchorage on March 10th and returning on

March 22nd. Confinnations of these tickets are attached as Exhibits I and 2. On February 5,

2008, I purchased an additional four round-trip tickets from the island of Hawaii to the island

of Maui. Confinnations are attached as Exhibit 3.

Further affiant sayeth naught.

0098670038/163707 I

THIRD JUDICIAL DISTRICT



From: Alaska/Horizon Airlines <Alaska. INAlaskaAir. com>
Date: Mon, 14 Jan 2008 11: 19: 30 _0800
To: jeskiegcLnet

Subject: Alaska Airlines/Horizon Air Confirmation Letter for 3/10/08

Thank you for choosing Alaska Airlines / Horizon Air!

For questions, changes or cancellations on an Alaska Airlines or Horizon Air
purchased ticket, please visit alaskaair. com - - you'll save money too I
Changes made on alaskaair. com will save $25.00 per ticket over calling
reserva tions.

Confirmation Code: GPLATF

Name: ESKI/IVY
Ticket Number: 027-2115906036
Base Fare: 0.00
Tax: 5.00
Total: 5.00
Mileage Plan: None

REMINDERS AND RESTRICTIONS

This electronic ticket is not transferable and may inclUde non-refundable
segments. If you choose to change your itinerary, any fare increases and a
change fee will be collected at the time the change is made.

PAYMENT INFORMATION

The amount of $5.00 (USD) was charged to the Visa Card '"1343 held
by JOEY ESKI on 1/14/2008, using electronic ticket number 027-2115906036.
This document is your receipt.

Name: ESKI/ETHAN
Ticket Numbl!r: 027-2115906037
Base Fare: 0.00
Tax: 5.00
Total: 5.00

EXHIBIT __1__
PAGE_'_ OF ..3-



This electronic ticket is not transferable and may include non-refundable
segments. If you choose to change your itinerary, any fare increases and a
change fee will be collected at the time the change is made.

PAYMENT INFORMATION

The amount of $5.00 (USC) was charged to the Visa Card ••• ... •• .... ·1343 held
by JOEY ESKI on 1/14/2008, using electronic ticket number 027-2115906037.
This document is your receipt.

ITINERARY

March 10 2008
Alaska Airlines 870
Depart; Anchorage, AX. at 3; 20 PM
Arrive: Honolulu, HI at 7 ;40 PM
Seats; 23B, 23A, Y Class
Meal: Available for purchase

March 22 2008
Alaska Airlines 871
Depart; Honolulu, HI at 9; 10 PM
Arrive: Anchorage, AK at 5:30 AM
Seats: 19F, 18F, y Class

INFLIGHT FOOD SERVICE

On some of your flights, in addition to our usual beverage service, you also
have the option to purchase a meal for $5.00 (USC or CAD) cash. Please check
the details section of your itinerary to determine which flights offer food
for purchase. You can find more information on Alaska's Nort.hern Bites meal
service at http://www.alaskaair.com/www2/help/faqs/MealService . asp

BAGGAGE

Each ticketed passenger is allowed, free of charge. two checked bags and one
carry-on bag plus one personal item, such as a purse, briefcase, or laptop
computer. The carry-on bag can measure up to 10- high, 17- wide, and 24-
long (25 x 43 x 60 em). We recommend you put identification on both the
outside and inside of all baggage. At least one of your carry-on items should
be stowed under the seat in front of you. The free weight allowance is 50
pounds per piece of checked baggage. Unfortunately, Alaska Airlines can not
assume liability for loss, damage or delay in the delivery of fragile or
perishable articles or other valuables, including but not limited to cameras
and electronic equipment. medication or keys, whether with or without the
knowledge of the carrier.
Visit http://www.alaskaair.com/www2/help/faqs/CheckedBaggage . asp to read our
full baggage policy.

CHECK- IN INFORMATION

Check out our fast and easy Check- In Options
(http://www.alaskaair.com/as/www2/ flights/Check- In-Options. asp). Save time
when you check in online at www.alaskaair.com. You may also check in at an

EXHIBIT~
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airport kiosk or ticket counter. Baggage may be checked at the ticket
counter, or, where available, via a Check-In Kiosk. Please have this document
or your confirmation code available.

70 accommodate everyone wishing to travel on your flight, you must be checked­
1n and available to board at the designated boarding gate at least 30 minutes
before scheduled departure for domestic or ineernational flights, except on
2000 series flights between Seattle/poreland, which require only 20 minutes.
Failure co do so may cause the cancellation of reserved seats and cancellation
of the entire reservation.

Picture identification, such as a driver's license or passport, is required to
board the aircraft. Por international travel, anyone crossing an
international border is required by the country of entry to produce evidence
of citizenship. For more information please visit
www.alaskaair.com/www2/help/faqs/Travel Documents.asp or call 1-800-252-7522
for details. -

Save time at the airport and simplify the check in process by providing the
required International Travel Information online at
https:/ /www.alaskaair.com/booking/ssl/viewpnrstart . aspx

If unaccompanied minors are traveling on this itinerary, please review this
important information:
http://www.alaskaair.com/as/www2/help/faqs/ChildrenTravelingAlone . asp

CHANGE OF PLANS

Save money - - You can make your reservation changes on alaskaair. com versus
calling 1-800-ALASKAAIR (1-800-252-7522) and you will save $25.00 per ticket.
on change fees.

Refund and change options are available online at alaskaair. com for most.
purchased reservations. For informat.ion, see t.he VieW/Change a Reservat.ion
page located under t.he reservations tab at alaskaair. com.
https: //www.alaskaair.com/booking/ssl/viewpnrstart .aspx

For further assistance with refunds or changes on all other reservations.
including Mileage Plan Awards, contact 1-800-ALASKAAIR (1-800-252-7522) for
Alaska Airlines or 1-800-547-9308 for Horizon Air. Please have your
confirmation code ready for the Reservations Agent. Note: If calling from
Mexico, precede these telephone numbers with 001.

For questions, changes, and cancellations on a Partner Award itinerary, Air
France, American Airlines, British Airways, Continental Airlines, Delta Air
Lines, KLM, LAN, Northwest Airlines, Qantas or Cathay Pacific Airways please
call the Partner Desk at 1-800-307-6912.

Refunds for qualifying tickets may be obtained by calling t.he appropriate
toll-free number listed above or by applying at any ticket count.er location.

Please review u.s. Department of Transportation Consumer Notices regarding
your consumer rights and limitations of liability at:
www.alaskaair.com/www2/help/ faqs/ConsumerNotices. asp or simply obtain a copy
when checking in.

EXHIBIT ---L...
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From: Alaska/Horizon A.irlines <Alaska. INAlaskaAir. com>
Date: T'ue, 15 Jan 2008 11:04:58 -0800
To: jeski_gci.net
Subject:: Alaska Airlines/Horizon Air Confirmation Letter for 3/10/08

Thank you for Choosing Alaska Airlines / Horizon Air I

For questions, changes or cancellations on an Alaska 1Urlines or Horizon Air
purchased ticket, please visit alaskaair.com -- yOU'll save money too!
Changes made on alaskaair. com will save $25.00 per ticket over calling
reservations.

Confirmation Code: KLATWL

Name: ESKI/JOEY
Ticket Number: 027-2115956038
Base Fare: 1166.69
Tax: 37.71
Total: 1204.40
Mileage Plan: Alaska Airlines 1:1 ...... 631 Gold

REMINDERS AND RESTRICTIONS

This electronic ticket is not transferable and may include non-refundable
segments. If you choose to change your itinerary, any fare increases and a
change fee will be collected at the time the change is made.

PAYMENT INFORMATION

The amount of $1204.40 (USC) was charged to the Visa Card ... * ........ "'134 3
held by JOEY ESKI on 1/15/2008, using electronic tiCket number 027-2115956038.
This document is your receipt.

Name: SCHWENN/MICHELLE
Ticket Number: 027-2115956040
Base Fare: 50.00
Tax: 33.58

EXHIBIT~

PAGE~OFl



Total: 83.58
Mileage Plan: Alaska Airlines 1' ••••• 686

REMINDERS AND RESTRICTIONS

This electronic ticket is not transferable and may include non-refundable
segments. If you choose to change your itinerary, any fare increases and a
change fee will be collected at the time the change is made.

PAYMENT INFORMATION

The amount of $83.58 (USD) was charged to the Visa Card "'1343 held
by JOEY ESKI on 1/15/2008, using electronic ticket number 027-2115956040. This
document is your receipt.

ITINERARY

March 10 2008
Alaska Airlines 870
Depart: Anchorage, AI< at 3: 20 PM
Arrive: Honolulu, HI at 7:40 PM
Seats: 23C, 23F, Y Class
Meal: Available for purchase

March 22 2008
Alaska Airlines 871
Depart: Honolulu, HI at 9:10 PM
Arrive: Anchorage, AX at 5 30 AM
Seats: 19E, 18E, Y Class

INFLIGHT FOOD SERVICE

On some of your flights, in addition to our usual beverage service, you also
have the option to purchase a meal for $5.00 (USO or CAD) cash. Please check
the details section of your itinerary to determine which flights offer food
for purchase. You can find more information on Alaska's Northern Bites meal
service at http://www.alaskaair.com/www2/help/faqs/MealService . asp

BAGGAGE

Each ticketed passenger is allowed, free of charge, two checked bags and one
carry-on bag plus one personal item, such as a purse, briefcase, or laptop
computer. The carry-on bag can measure up to 10· high, 17- wide, and 24-
long (25 x 43 x 60 cm). We recommend you put ident.ificat.ion on bot.h t.he
out.side and inside of all baggage. At least one of your carry-on items should
be stowed under the seat in front of you. The free weight allowance is 50
pounds per piece of checked baggage. Unfortunately, Alaska Airlines can not
assume liability for loss, damage or delay in the delivery of fragile or
perishable articles or other valuables, including but not limited to cameras
and electronic equipment. medication or keys, whether with or without the
knowledge of the carrier.
Visit http://www.alaskaair.com/www2/help/faqs/CheckedBag9age . asp to read our
full baggage policy.

CHECK- IN INFORMATION

Check out our fast and easy Check- In Options
(http://www.alaskaair.com/as/www2/flights/Check- In~Options.asp). Save time

2
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w~en you check in online at www.alaskaair.com. '{ou may also check in at an
a.trport kiosk or ticket. counter. Baggage may be checked at. the ticket.
counter, or, where available, via a Check-In Xiosk. Please have t.his document.
or YOur confirmation code available.

:0 accommodate everyone wishing t.o travel on your flight., you must. be checked­
.tn and available to board at the designated boarding gate at least. 30 minut.es
before scheduled departure for domestic or international flights, except on
20?O series flights between Seattle/portland, which require only 20 minutes.
Fa.tlure to do so may cause the cancellation of reserved seats and cancellat.ion
of the entire reservation.

Picture identification, such as a driver's license or passport., is required t.o
J:>oard the aircraft. For international travel, anyone crossing an
.tntemational border is required by the country of ent.ry to produce evidence
of citizenship. For more information please visit
WWW".alaskaair.com/www2/help/faqs/Travel Document.s. asp or call 1-800-252-1522
for details. -

Save time at the airport and simplify the check io process by providing the
required International Travel Information online at
htt.ps: / /www.alaskaair.com/bookiog/ssl/viewpnrstart . aspx

If unaccompanied minors are traveling on this itinerary, please review this
important. information:
htt.p: / /www.alaskaair.com/as/www2/help/faqs/ChildrenTravelingAlone .asp

CHANGE OF PLANS

Save money - - You can make your reservation changes on alaskaair. com versus
calling 1-BOO-ALASKAAIR (1-BOO-252-7522) and you will save $25.00 per ticket
on change fees.

Refund and change options are available online at alaskaair. com for most.
purchased reservations. For information, see the VieW/Change a Reservat.ion
page locat.ed under the reservat.ions t.ab at alaskaair. corn.
https://www.alaskaair_com/booking/ssl/viewpnrstart.aspx

For further assistance with refunds or changes on all other reservations,
including Mileage Plan Awards. contact 1-800-ALASKAAIR (1-800-252-1522) for
Alaska Airlines or 1-BOO~541-9308 for Horizon Air. Please have your
confirmation code ready for the Reservations Agent. Note: If calling from
Mexico, precede these telephone numbers wit.h 001.

For questions, changes, and cancellations on a Partner Award itinerary, Air
France, American Airlines, British Airways, Continental Airlines, Delta Air
Lines, KLM, LAN, Northwest A.lrlines, Qantas or Cathay Pacific Airways please
call the Partner Desk at 1-800-301-6912.

Refunds for qualifying tickets may be obtained by calling the appropriate
toll-free number listed above or by applying at any ticket counter location.

Please review U. S. Department of Transportation Consumer Notices regarding
your consumer rights and limitations of liability at:
WW'W. alaskaair. com/www2/help/faqs/ConsurnerNotices. asp or simply obtain a copy
.....hen checking in.

EXHIBIT~
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From: GO <customerca-re@iflygo.com>
DOle: Tue, 05 Feb 200B IB:12:37 -0600 (CST)
To: jeskl@gcl.net
SUbject: Travel Reservation March 10 for ESKI

ThIs email confirms receIpt of your reservation made on www.lflygo.com <httD·/(www IflYao com> .

You may print Out the Itmerary and bnng It to the aIrport as a receIpt, as a/1 transactIons are
tlcketless.

Click here to access your reservation on the web or a mobile device.
<https:llwww.vlrtuallythere.com/new/reservatlonsChron.html?
host=YV&pnr=N20GENHOMR 10&name=ESKI&language-O&email = 2>

Click here to view and print e-ticket receipt 5332102807254
<https:/lwww.vlrtuallythere.com/new/encketReceiptPrint.html?
pnraN20GENHOMRI0&pcc=GVY&language=0&name=E5KI&host=YV&ETNBR1=5332102B07254&ETDTE

Click here to view and print e-ticket receipt 5332102807255
<https:/lwWw.vlrtuallythere.com/new/eTicketReceiptPrint.html?
pnr09f. N20GENHOMR1O&pcc=GVY&language =O&name = ESKI&host=YV&ETNBR 1= 5332102807255&ETDTE

Click here to view and print e-tlcket receipt 5332102807256
< https :1/www.virtuallythere.com/new/eTlcketRecelptPrlnt.html?
pnr=N20GENHOMRIO&pcc=GVY&language=0&name=ESKI&host=YV&ETNBRl =5332102807256&ETDTE

Click here to view and print e-tlcket receIpt 5332102807257
< https :/lwww.vlrtuallythere.com/new/eTicketReceiptPrint.html?
pnr=N20GENHOMRlO&pcc=GVY&language=0&name=E5KI&host=YV&ETNBRl=5332102B07257&ETDTE

.,. .

JOEY ESKI, IVY ESKI, ETHAN ESKI, MICHELLE SCHWENN

EXHIBIT~
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Departs: lO:OOpm
Arrives: lO:35pm

Seat(s): Check-In Required

Mon, Mar 10
Flights: MESA AIRUNES, YV 1019

Operated by: MESA AIRUNES DBA GO!
From: HONOLULU, HI (HNL)
To: KAHULUI MAUl, HI (OGG)
Class: Economy
Status: Confirmed
Meal: Smoking: No
Aircraft: CRJ·CANADAIR REGIONAL JET Mileage: 101
Duration: 35 mlnute(s)
Please verify flight tImes prior to departure

EXHIBIT~

PAGE~OF-R.

Due to Increased security measures, please have a valid picture 10 available at the ticket counter. You
should plan to arrive at the airport at least an hour before SCheduled departure time.

All tickets are non·transferable. When makIng a change to a non-refundable ticket, there Is a $20
change fee as well as a possible change in the fare iforIginal booking class is not available. The
upgrade fee is the difference between the fare you paid and the current fare available.

If you need to make changes to or cancel your reservation, please contact go/ Reservations at 1-888
IFL YG02 (1 888-435·9462). Reservation changes may result in additional fees and penalties. Please
refer to the FAQ tab on www.iflygo.com 5h1tp;jjwww.ifIygo,com> for ticketing change fees.

Sat, Mar 22
Flights: MESA AIRUNES, YV 1007

Operated by: MESA AIRUNES OBA GOI
From: KAHULUI MAUl, HI (OGG) Departs: 6:30pm
To: HONOLULU, HI (HNL) Arrives: 7:02pm
Class: Economy Seat(s): Check·In Required
Status: Confirmed
Meal: SmokIng: No
Aircraft: CRJ·CANAOAIR REGIONAL JET Mileage: 101
Duration: 32 minute(s)
Please verify flight times prior to departure

Please print a copy of thiS information and put it In a safe place so that you may refer to your itinerary
and Sabre Record Locator (confirmation number) for your trip.

Reservation code: HWFWIP

If you booked a car or hotel and they did not come back with a confirmation number, please call the
car or hotel company directly to verify the booking.

Cltck here to opt out of receiving future e-mails from Virtually There.
~WYi.W YtrtuaIlYthere~QJIlJne~QQ1S}.ut htmPhQst=YV&languaqe=O&ero411=2&DCC=GVY>

All go! flights are operated by Mesa Airlines.

GO
1-888-IFLYG02 (1 -888-435-9462) Email: customercare@iflY90 •com
... the island's airline



I. Deposition of John C. lochleiler, Ph.D
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)
)
)
)
) Case No. 3A
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)
)
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DEFENDANT ELI LILLY AND COMPANY'S
OBJECTIONS TO PLAINTIFF TATE OF

ALASKA'S TRIAL DEPO ITJON DESIG ATJON

Defendant Eli Lilly and Company ("Lilly") objects to the flowing pagcs

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

Defendant.

v.

Plaintiff,

STATE OF ALASKA,

Ell LILLY AND COMPANY,

and lines of Plaint iff Stale of Alaska's Trial Deposition Designalions:

Start End Objection
(Page:Lille) (Page:Line)

32:6 32:19
Relevance; probative value is outweighed by the danger of
unfair prejudice, delay and confusion (Alaska R. Evid. 401;
403). SUbject to Motion in Limine re: Lilly profits and
prices.

33:5 33:17
Relevance; probative value is outweighed by the danger of
unfair prejudice, delay and confusion (Alaska R. Evid. 401;
403). SUbject to MOtion in Limine re: Lilly profits and
prices.

45:20 45:23
Relevance; probative value is outweighed by the danger of
unfair prejudice, delay and confusion (Alaska R. Evid. 401;
403). SUbject to Motion in Limine re: Lilly profits and
prices.



IStart End Objection
(page:Line) (page:Line)

58: II 59:15 Relevance; probative value is outweighed by the danger of
unfair prejudice, delay and confusion (Alaska R. Evid. 401; (fl/e-<
403). Subject to Motions in Liminere: Lilly profits and
prices and other ully drugs.

67:15 68:2 Relevance; probative value is outweighed by the danger of
unfair prejudice, delay and confusion (Alaska R. Evid. 401; ()l/(J
403). Subjeclto Motion in Limine re: Lilly profits and
prices.

69:6 69:10 Relevance; probative value is outweighed by the danger of Q-unfair prejudice, delay and confusion (Alaska R. Evid. 401;
403). Subject 10 Motion in Limine reo Lilly profits and I:t11
prices.

69:13-- 70:24 Relevance; probative value is outweighed by the danger of
unfair prejudice, delay and confusion (Alaska R. Evid. 401; ()
403). Subject to Motions in Liminere: Lilly profits and
prices and other ully drugs.

82:20 83:19 Relevance; probative value is outweighed by lhe danger of
unfair prejudice, delay and confusion (Alaska R. Evid. 401;
403).

84:9 84:22 Relevance; probative value is outweighed by the danger of
unfair prejudice, delay and confusion (Alaska R. Evid. 401;
403).

86:24 87:14 Relevance; probalive value is outweighed by the danger of
unfair prejudice, delay and confusion (Alaska R. Evid. 401;
403).

88: I 88:7 Relevance; probative value is outweighed by the danger of
unfair prejudice, delay and confusion (Alaska R. Evid. 401;
403).

)
92:22 93:7 Relevance; probative value is outweighed by the danger of

unfair prejudice, delay and confusion (Alaska R. Evict. 401; S
403).
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IStart End Objection
(page: Line) (Page:Line)

S94:5 95:9 Relevance; foundation; lack of personal knowledge; hearsay;
authentication; probative value is outweighed by the danger

qVof unfair prejudice, delay and confusion (Alaska R Evid.
401; 403; 602; 802; 901). SUbject to Motion in Limine re: qLilly profits and prices.

'96:-i3 96:20 Rele~ance; foundation; lack of personal knowledge; hearsay;
authentication; probative value is outweighed by the danger
of unfair prejudice, delay and confusion (Alaska R. Evid.
401; 403; 602; 802; 901). SUbject to Motion in Limine re:
Lilly profits and prices.

102:8 103:1 Relevance; probative value is outweighed by the danger of
unfair prejudice, delay and confusion (Alaska R. Evid. 401;
403). Subject to Motion in Limine re: Lilly profits and
prices.

103:17 104:24 Relevance; foundation; lack of personal knowledge; hearsay;
probative value is outweighed by the danger of unfair
prejudice, delay and confusion (Alaska R. Evid. 401; 403;
602; 802). SUbject to Motion in Limine re: Lilly profits and
priees.

_._._-
105:12 105:16 Relevance; foundation; lack of personal knOWledge; hearsay;

probative value is outweighed by the danger of unfair
prejudice, delay and confusion (Alaska R. Evid. 401; 403
602; 802). SUbject to Motion in Limine re: Lilly profits and
prices.

105:21 106:20
Relevance; foundation; lack of personal knowledge; hearsay;
probative value is outweighed by the danger of unfair
prejUdice, delay and confusion (Alaska R. Evid. 401; 403;
602; 802). Subject to Motion in Limine re: Lilly profits and
prices.

110:4 110:15
Relevance; probative value is outweighed by the danger of
unfair prejudice, delay and confusion (Alaska R. Evid. 401;
403). SUbject to MOlion in Limine re: Lilly profits and
prices.

-3-
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·Start End .- Objection
(Page:Line) (Page:Line)

110:18 111:6 Relevance; probative value is outweighed by the danger of
unfair prejudice, delay and confusion (Alaska R. Evid. 401;
403). Subject to Motion in Limine reo Lilly profits and
prices.

ll7:13 118:2 Relevance; probative value is outweighed by the danger of
0unfair prejudice, delay and confusion (Alaska R. Evid. 401;

403). Subject to Motion in Limine reo Lilly profits and
prices.

119:15 120:13 Relevance; probative valne is outweighed by the danger of 0nnfair prejudice, delay and confusion (Alaska R. Evid. 401;
403). Subject to Motions in Liminere: Lilly profits and
prices and other Lilly drugs.

-- ~ce; probative value is outweighed by the danger 0(-121:8 121:24
nnfair prejudice, delay and confusion (Alaska R. Evid. 401;
403).

122:22 124:9 Relevance; probative value is ontweighcd by the danger of
unfair prejudice. delay and confusion (Alaska R. Evid. 401;
403). Subject to Motion in Limine reo Lilly profits and
prices.

125:7 126:7 Relevance; probative value is outweighed by the danger of
unfair prejudice, delay and confusion (Alaska R. Evid. 401;
403). Subject to Motion in Limine reo Lilly profits and
prices.

128:15 128:22 Relevance~ probative value is outweighed by the danger of
unfair prejudice, delay and confusion (Alaska R. Evid. 401;
403). Subject to Motion in Limine reo Lilly profits and
prices.

133:16 134:6 Relevance; probative value is outweighed by the danger of
unfair prejudice, delay and confusion; hearsay (Alaska R.
Evid. 401; 403; 802). Subject to Motion in Limine re: Lilly
profits and prices.

138:9 138:19 Relevance; probative value is outweighed by the danger of
unfair prejudice, delay and confusion (Alaska R. Evid. 401;
403). '

'--.



Start End Objection
(page: Line) (page:Line)

140:1 140:14 Relevance; probative value is outweighed by the danger of
unfair prejudice, delay and confusion (Alaska R. Evid. 401; (jJ~
403). Subjectlo Motion in Limine re: Lilly profits and
prices.

141:9 142:8 Relevance; probative value is outweighed by the danger of
unfair prejudice, delay and confusion (Alaska R. Evid. 401; ()1.;

403). Subject to Motion in Limine re: Lilly profits and
prtces.

144:21 145:1 Foundation; relevance; probative value is outweighed by the
danger of unfair prejudice, delay and-confusion (Alaska R.
Evid.401;403).

145:4 145:5 Foundation; relevance; probalive value is outweighed by the
danger of unfair prejudice, delay and confusion (Alaska R.
Evid. 401; 403)

145:18 146:6 Relevance; probative value is outweighed by the danger of
unfair prejudice, delay and confusion (Alaska R. Evid. 401;
403).

146:14 147:5 Relevance; probative value is outweighed by the danger of
unfair prejudice, delay and confusion (Alaska R. E;vid. 401;
403).

148:12 148:18 Relevance; probative value is outweighed by the danger of
unfair prejudice, delay and confusion (Alaska R. Evid. 401; 0
403).

162:3 162:14 Relevance; probative value is outweighed by the danger of
~

unfair prejudice, delay and confusion (Alaska R. Evid. 401;
403).

162:19 163:9 Relevance; probative value is outweighed by the danger of
unfair prejudice, delay and confusion (Alaska R. Evid. 401;
403).

166:19 167:12 Hearsay; foundalion; lack of personal knowledge;
authentication (Alaska R. Evid. 602; 802; 901).

170:19- -i71:2 Relevance; probalive value is outweighed by the danger of
unfair prejudice, delay and confusion; hearsay (Alaska R.
Evid. 401; 403, 802).

-5-



Start End Objection
(page:Line) (page:Line)

191:19 192:17 Hearsay; foundation; lack of personal knowledge;
authentication (Alaska R. Evid. 602; 802; 901).

239:11 239:19 Relevance; probative value is outweighed by the danger of
enunfair prejudice, delay and confusion (Alaska R. ~vid. 4;01;

403).

240:13 241:13 Relevance; bearsay; probative value is outweighed by the
danger of unfair prejudice, delay and confusion (Alaska R.
Evid. 401,403; 802).

--- -.- ---
243:12 243:18 Relevance; hearsay; probative value is outweighed by the

danger of unfair prejudice, delay and confusion (Alaska R.
Evid. 401, 403; 802).

1--..---- --
244:24 245:10-- Relevance; hearsay; probative value is outweighed by the

danger of unfair prejudice, delay and confusion (Alaska R.
Evid. 401, 403; 802).

249:7 249:21 Relevance; probative value is outweighed by the danger of
unfair prejudice, delay and confusion (Alaska R. Evid. 401;
403). Subject to Motion in Limine reo other Lilly drugs.

265:23 267:7 Hearsay; foundation; relevance; lack of personal knowledge;
authentication; probative value is outweighed by the danger
of unfair prejudice, delay and confusion (Alaska R. Evid.
401; 403; 602; 802; 901).

268:20 269:2 Relevance; probative value is outweighed by the danger of

., unfair prejudice, delay and confusion (Alaska R. Evid. 401;
403).

--
276:9 276:22 Hearsay; foundation; lack of personal knowledge;

authentication (Alaska R. Evid. 602; 802; 901).

277:24 279:6 Hearsay; foundation; lack of personal knowledge;
authentication (Alaska R. Evid. 602; 802; 901).

279: 13 279:18 Hearsay; foundation; lack of personal knowledge;
authentication (Alaska R. Evid. 602; 802; 901).

284:18 285:1 Hearsay; foundation; lack of personal knowledge;
authentication (Alaska R. Evid. 602; 802; 901).

-6-



Start End Objection
(page:Line) (page: Line)

285:17 286:9 Hearsay; foundation; lack of personal knowledge;
authentication (Alaska R. Evid. 602; 802; 901).

286:15 287:2 Hearsay; foundation; lack of personal knowledge;
0authentication (Alaska R. Evid. 602; 802; 901).

297:6 297:2\ Hearsay; foundation; lack of personal knowledge;
authentication:(Alaska R. Evid. 602; 802; 901).

299:20 300:4 Hearsay; foundation; lack of personal knowledge;
authentication (Alaska R. Evid. 602; 802; 901).

302:11 302:23 Relevance; hearsay; authentication; probative value is
outweighed by the danger of unfair prejudice, delay and
confusion (Alaska R. Evid. 401; 403; 802; 901). Subject to
Motion in Limine re: Lilly profits and prices.

303:6 303:18 Relevance; hearsay; authentication; probative value is
outweighed by the danger of unfair prejudice. delay and :
confusion (Alaska R. Evid. 401; 403; 802; 901). Subject to
Motion in Limine re: Ully profits and prices.

--+---_.-
Relevance; authentication; probative value is outweighedby304:9 ~i-

, "3d~. Ii the danger of unfair prejudice, delay and confusion (Alaska
R. Evid. 401; 403; 901).

313:7 315:7 Relevance; probative value is outweighed by the danger of
unfair prejudice, delay and confusion (Alaska R. Evid. 401;
403).

315:)5 315: 18 Relevance; probative value is outweighed by the danger of
unfair prejudice, delay and confusion (Alaska R. Evid. 401;
403).

316:19 318:12 Hearsay; relevance; probative value is outweighed by the
danger of unfair prejudice, delay and confusion (Alaska R.
Evid. 401; 403802).

320:14 320:\8 Hearsay; relevance; lack of personal knowledge; probative
value is outweighed by the danger of unfair prejudice, delay
and confusion (Alaska R. Evid. 401; 403; 602).

-7-
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~ ""'-- 1iJ 'IoJ're.s
II. Deposition of .leh" C. b.ehleiler,~

Start End Objection
(Page: Line) (page:Line)

38:7 38:11 Foundation (Alaska R. Evid. 602, 701)

47:6 47:16 Relevance (Alaska. R. Evid. 401, 402)

Start End Objection
(page:Line) (page: Line)

'320:21 323:7 Hearsay; relevance; lack of personal knowledge; probative 0.value is outweighed by the danger of unfair prejudice, delay
and confusion (Alaska R. Evid. 401; 403; 602).

--
324:18 325:16 Hearsay; relevance; lack of personal knowledge; probative

value is outweighed by the danger of unfair prejudice, delay
and confusion (Alaska R. Evid. 401; 403; 602).

~- 360:6 Relevance; probative value is outweighed by the danger 0(-
unfair prejudice, delay and confusion (Alaska R. Evid. 401;
403).

~..-
361:20 Relevance; probative value is outweighed by the danger 0(-

unfair prejudice, delay and confusion (Alaska R. Evid. 401;
403).

363:3 363:16 Mischaraclerizes prior testimony. relevance; probative value
is outweighed by the danger of unfair prejudice, delay and
confusion (Alaska R. Evid. 401; 403).

363:19 364:2 Mischaracterizes prior testimony; relevance; probative value
is outweighed by the danger of unfair prejudice, delay and
confusion (Alaska R. Evid. 401; 403).

364:3 365:23 Relevance; probative value is outweighed by the danger of
unfair prejudice, delay and confusion (Alaska R. Evid. 401;
403).

366:7 367:11 Relevance; probative value is outweighed by the dangerof
unfair prejudice, delay and confusion (Alaska R. Evid. 40 I;
403).

l.... ---

-8-



[Siart -- End Objection
(page: Line) (page: Line)

--
54:16 55:7 Relevance; Ambiguous; Probative value outweighed by

danger of unfair prejudice (Alaska R. Evid. 401,402,403,
611) ~\Ji)

'62:13 --
_. -- -- . - ._--;:-:--'

~l
63:3 Relevance; Probative value outweighed by danger of unfair

prejudice (Alaska R. Evid. 401,402,403) e
63:9 63:14 Relevance, Probative value outweighed by danger of unfair

Sprejudice (Alaska R. Evid. 401, 402,403)

68:19 68:20 Relevance, Probative value outweighed by danger of unfair
e>..Jprejudice (Alaska R. Evid. 401,402,403)

75:19 76:3 Relevance (Alaska R. Evid. 401, 402) OJ

77:18 78:4 Relevance, Probative value outweighed by danger of unfair
prejudice (Alaska R. Ewid. 401,402,403) Olf

79:~- 79:20 Relevance; Probative value outweighed by danger of unfai;~ .........
prejudice. (Alaska R. Evid. 401, 402, 403)

'79:23 --
-=-:-_.
80:1 Relevance; Probative value outweighed by danger of unfair

prejudice (Alaska R. Evid. 401, 402, 403)

84:19 85:22 Relevance; Probative value outweighed by danger of unfair 0
prejudice (Alaska R. Evid. 401,402,403)

86:01 86:08 Relevance; Probative value outweighed by danger of unfair
prejudice (Alaska R. Evid. 401, 402, 403)

88: 18 88:24 Relevance; Probative value outweighed by danger of unfair
prejudice (Alaska R. Evid. 401 ,402, 403)

127:16 127:22 Relevance; Probative value outweighed by danger of unfair
prejudice (Alaska R. Evid. 401, 402, 403)

134:24 135:6 Relevance; Probative value outweighed by danger of unfair
prejudice (Alaska R. Evid. 401,402, 403)

136:6 136:15 Relevance; Probative value outweighed by danger of unfair
prejudice; Foundation (Alaska R. Evid. 40 I, 402, 403, 602,
701)

---_._.~- -
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Start End Objection
(Page: Line) (page:Line)

146:13 146:22 Relevance; Probative value outweighed by danger of unfair S-
prejudice (Alaska R. Evid. 401, 402, 403)

147:3 147:7 Relevance; Probative value outweighed by danger of unfair
prejudice; Founda~on; Misstate~ the eVidence (Alaska R.
Evid. 401, 402, 403, 602,611, 701)

--
148:6 148:10 Relevance; Probative value outweighed by danger of unfair

9prejudice; Foundation; Ambiguous; Misstates the evidence
(Alaska R. Evid. 401, 402, 403, 602, 611, 701)_ .. ._-- ~------_._- -----

148:11 148:13 Relevance; Probative value outweighed by danger of unfair
prejudice; Foundation; Ambiguous; Misstates the evidence; S
Argumentative (Alaska R. Evid. 401, 402, 403,602, 611,
701)

148:14 148:22 Relevance; Probative value outweighed by danger of unfair
Sprejudice; Foundation; Misstates the evidence (Alaska R.

Evid. 401, 402, 403, 602, 611, 701)

150:8 150:11 Relevance; Probative value outweighed by danger of unf.;;:-

l
prejudice; Foundation; Misstates the evidence (Alaska R.
Evid. 401, 402, 403, 602, 611, 701)

152:12 152:20 Relevance; Probative vaJue outweighed by danger of unfair
prejudice; Foundation; Misstates the evidence; Ambiguous
(Alaska R. Evid. 401, 402, 403, 602, 611, 701)

154:18 154:23 Relevance; Probative value outweighed by danger of unfair
prejudice; Foundation; Misstates the evidence; Ambiguous
(Alaska R. Evid. 401. 402, 403, 602, 611, 701)

171:9 171: 17 Relevance; Probative value outweighed by danger of unfair
prejudice; Ambiguous (Alaska R. Evid. 401, 402,403, 611)

173:18 174:2 Foundation (Alaska R. Evid. 602,701)

174: 17 174:21 Foundation (Alaska R. Evid. 602, 701)

178:14 178:23 Foundation (Alaska R. Evid. 602,701)

179:19 180:2 Foundation; Ambiguous (Alaska R. Evid. 602, 611, 701)
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~-'-ErnI' Objection ---l
(Page: Line) (page:Line)

----- EVid~~181:11 l8T:I8 Foundation; Misstates the evidence (Alaska R.
611,701) OJ.

181:21 182:4 Relevance~ Probative value outweighed by danger of unfair ()
prejudice (Alaska R. Evid.40I, 402, 403)

182:5 182:8 Argumentative; Comment by counsel (Alaska R. Evid.6Il) 0
185:15 186:9 Relevance; Probative value outweighed by danger of unfair

()prejudice; Comment by counsel (Alaska R. Evid. 401,402,
403,611)

j86:22 187:12 Relevance; Probative value outweighed by danger of unfair (J
prejudice (Alaska R. Evid. 401, 402, 403)

189:5 189:18 Foundation~ Argumentative~ Relevance; Probative value
outweighed by danger of unfair prejudice (Alaska R. Evid.
401,402,403,602,611,701)

234~j6--'235:04
--_.---IRelevance; Probative value outweighed by danger of unfair

I prejudice (Alaska R. Evid. 401,402,403)

l------ 241':22- Relevance; Probative value outweighed by danger of unfair241:19
I prejudice (Alaska R. Evid. 401,402,403) CJ

'242:3' 242:18 Relevance; Probative value outweighed by danger of unfair
prejudice (Alaska R. Evid. 401, 402, 403)

243:2 243:20 Relevance; Probative value outweighed by danger of unfair
prejudice (Alaska R. Evid. 40 I , 402, 403)

244:1 244:10 Relevance; Probative value outweighed by danger of unfair
prejudice; Foundation; Misstates the evidence (Alaska R.
Evid. 401, 402, 403, 602, 611,701)

248:9 - 248:20 Relevance; Probative value outweighed by danger of unfair
prejudice (Alaska R. Evid. 401, 402, 403)

249:6 249:12 Relevance; Probative value outweighed by danger of unfair

"249:i9 -- 249:22
prejudice ~Alaska R. Evid. 40 I, 402,403)
Relevance; Probative value outweighed by danger of unfair
prejudice (Alaska R. Evid. 401, 402, 403)

250:5 250:9 Relevance; Probative value outweighed by danger of unfair
prejudice (Alaska R. Evid. 401, 402, 403)

t.~:l/,
'k'

•

.t \

.

iJ.. '.t"~I' .I .• •

, - .

,,;;
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Start End Objection
(Page:Line) (page:Line)

251:9 251:13 Relevance; Probative value outweighed by danger of unfair
prejudice; Foundation; Misstates the evidence (Alaska R. 5
Evid. 401, 402,403,602, 611,701\

357:23 358:8 Foundation; Misstates the evidence (Alaska R. Evid. 602,
16'611,701)
I

359: 15 360:10'-'-~~dalion;Misslates the evidence (Alaska R. Evid. 602-:-l
611,701) 0

3613'--- 36I:i4
._-

Foundalion; Misslates the evid<:,nce (Alaska R. Evid. 602,
611,701) (J

'400:'16--- 401:7 Foundalion; Misstates lhe evidence (Alaska R. Evid. 602,
611,701)

404:7 404:11 Foundation; ; Misstates the evidence (Alaska R. Evid. 602,
611,701)

411:20 412:3 Relevance; Probative value outweighed by danger of unfair
prejudice (Alaska R. Evid. 401,402,403) (J

41&19-- '4i7:-6 Relevance; Probative value outweighed by danger of unfair
prejudice (Alaska R. Evid. 401, 402,403)

420:9 420:18 Compound (Ala~ka R. Evid. 611) 0

422:12 422:20 Argumentative (Alaska R. Evid. 611) Ov~

476:7 477:10 Relevance; Probative value outweighed by danger of unfair
prejudice (Alaska R. Evid. 401,402,403)

480:9 480: 17 Relevance; Probative value outweighed by danger of unfair
prejudice; Foundation (Alaska R. Evid. 401 ,402, 403, 601,
702) ,

488:23 489:8 Foundation (Alaska R. Evid. 602,701)

491:1 491:18 Relevance; Probative value outweighed by danger of unfair
prejudice; Foundation; Misstates the evidence (Alaska R.
Evid. 401, 402,403, 601,602,611,701)

492:9 492:13 Relevance; Probative value outweighed by danger of unfair
prejudice (Alaska R. Evid. 401, 402, 403)



lSt3rt---- End --- Objection

\(page: Line) (Page:Line)

-------
510:5 510:8 Relevance; Probative value outweighed by danger of unfair

51prejudice; Foundation; Misstates the evidence (Alaska R.
Evid. 401, 402,403, 601, 602, 611, 701)

510:18 510:23 Relevance; Probative value outweighed by danger of unfair
prejudice; Foundation; Misstates the evidence (Alaska R.
Evid. 401, 402,403,601, 602, 611, 701)

-_.
514:7 514:15 Relevance; Probative value outweighed by danger of unfair

Sprejudice; Foundation; Misstates the evidence (Alaska R.
Evid. 401,402,403,601,602,611,701)

527:17 528:2 Relevance; Probative value outweighed by danger of unfair
prejudice (Alaska R. Evid. 401, 402,403)

0\16-529:2--- Relevance; Probative value outweighed by danger of unfaT~
prejudice; Foundation (Alaska R. Evid. 401, 402, 403,60 I, S
602,701)

I --. ----- ~. - - - 'ReTe~;~ce;-Pro-b;tive-;-alue outweighed by dan·g~of unfair·- 530:23 531:14
prejudice; Ambiguous; Foundation (Alaska R. Evid. 401,
402,403,602,611,701)

535:17 536:24 Relevance~ Probative value outweighed by danger of unfair
prejudice (Alaska R. Evid. 401,402,403)

537:7 538:7 Relevance; Probative value outweighed by danger of unfair
prejudice; Foundation (Alaska R. Evid. 401, 402, 403, 602,
701)

538: 13 538:15 Relevance; Probative value outweighed by danger of unfair
prejudice; Foundation; Misstates the evidence (Alaska R_
Evid. 401,402,403,602, 611, 701)

538:22 539:3 Relevance; Probative value outweighed by danger of unfair
prejudice; Foundation; Misstates the evidence (Alaska R.
Evid. 602, 611, 701)(Alaska R. Evid. 401,402, 403, 602,
611,701)

539:10 539:23 Relevance; Probative value outweighed by danger of unfair
prejudice; Foundation; Misstates the evidence (Alaska R.
Evid. 401,402,403,602, 611, 701)

'.-
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Lilly reserves the right to object to any deposition testimony not yet taken

in this or any other matter. Lilly further reserves the right to object to any additional

deposition testimony not included above if deemed necessary at the trial of this aClion.

lStart End Objection

l
(Page:Line) (Page:Line)

540:1 540:19
Relevance; Probative value Outweighed by danger of unfair
prejudice; Foundation; Misstates the evidence; Compound,r
Argumentative (Alaska R. Evid. 401, 402, 403,602, 611,
701)

545:15' 546:5
Relevance; Probative value Outweighed by danger of unfair
prejudice; Foundation; Misstates the evidence (Alaska R.
Evid. 401, 402, 403, 602, 611, 701)

546:7 546:11
Relevance; Probative value outweighed by danger of unfair
prejudice; Foundation; Misstates the evidence (Alaska R.
Evid. 401, 402, 403, 602, 611,701)

546: 13 547: 17
Relevance; Probative value outweighed by danger of unfair
prejudice; Foundation; Misstates the evidence (Alaska R.
Evid. 401, 402, 403, 602, 611, 701)

548:17 548:21
Relevance; Probative value outweighed by danger of unfair
prejudice (Alaska R. Evid. 401,402,403)

549:8 549:12
Relevance; Probative value outweighed by danger of unfai"r-
prejudice; Foundation; MiSstates the evidence (Alaska R.L Evid. 401, 402, 403, 602, 611,701)

... -- ---'-- ------_.
--- --- ._,

~ .. j".'~
" ,~

." .

A~
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Case No. 3AN-06-5630 CI

II. ARGUMENT

MOTION FOR CLARlflCATION
OF INSTRUCTION REGARDING

PRESENTATION OF
VlDEO DEPOSITION

TESTIMONY

Plaintiff.

Defendan!.

ILED I OPEN COURT

IN THE SUPERIOR COURT FOR THESTATEcJj)~~SKA ]-..r-08

THIRD JUDICIAL DISTRICT AT ANCHOgW: :M-k1

Dr. Alan Breier. Lilly's Chief Medical Officer, about an analysis of a medical study - one

for any specific witness should be played logether in one single clip.

representative example. The State has designated deposition testimony from the deposition of

The problem created by staggered presentation is illustrated by the following

the Alaska Rules of Evidence and of Civil Procedure. the parties' videolaped deposition excerpts

To avoid confusion and unnecessary prolongation of this trial, defendant Eli Lilly

fashion. The Court's adoption of the State's informal proposal to proceed in this manner will

v.

prejudice the party offering counter-designation testimony because it will be heard out of

several discussed at his deposition. In response to some of these designations. Lilly offers a

counter-designation:

ELI LILLY AND COMPANY,

context. To avoid these issues, and consistent with the rule of completeness embodied in both

and Company ("Lilly") requests that the Court clarify its February 22, 2008, directive that the

parties present their videotaped deposition designations and counter·designalions in a staggered

I. TRODUCTION

STATE OF ALASKA,

Q. You had considerable kepticism e,pre"ed about the results
of this analysis by other consultants 10 the compan), did you not?
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I crtainl)' lhe SUlie should recewe the same benefit as lJlly with its counler designations

be disconnected from the testimony to It relates. When clarifying counter-testimony is presented

context of the counter-designated testimony, which each party offers to clarify, explain and

the other pany's set of responsive coumer-designations inJull. This approach removes lhe

witness, one pany's set of affirmative designations will be played for the jury inJull, followed by

videotape clip.'

If Lilly is required to present this excerpt only after the Slate presents all of its Dr.

The current mechanism for presenting videotaped depositions to the jury requires

A. I would characterize that most people who saw the data found
it very helpful. This was a unique dataset of over 6,000 patients in
controlled !rials. JUSI comparing it to the Casey report of a very
small, re!rospective, poorly-controlled dataset. It were these kinds
of studies, the Casey report, that were in the public domain that
were not terribly informative. And we fell that we had a unique set
of data, a one-of-a-kind in tenns of quality and length, numbers of
exposures. And most of the input I received on this data was quite
laudatory and positive. In fact, we not only submitted this data 10
the FDA. but we submitted il to regulalory bodies worldwide. and
it's in the European label today. So those scientists looked at it and
found it quite helpful and meaningful.

for the other eleven witnesses for whom lhe State has affirmatively designated deposition

an awkward staggering of the party's video clips for each witness. Under this approach, for each

contextualize the adverse panies' affirmative designations. Now ,this testimony will necessarily

testimony, be presented contemporaneously with the affirmative designations in one single

Fundamental fairness requires Ihal Lilly's counler·designations for Dr. Breier, as well as those

by the State about this analysis discussed on page 213,214.219.220, and 221 of the transcript.

Breier testimony, the jury will have 110 hint as to what analysis Dr. Breier is discussing. much

less any clue about how this testimony clarifies or contextualizes any of his testimony designated



long after the testimony that is meant to be clarified, as will necessarily be the case under the

current plan. the counter-designations will appear to the jury as nothing more than an arbitrarily-

ordered series of seemingly random deposition clips, divorced from their context and effectively

stripped of their meaning.

This notion of fundamental fairness is expressly embodied in the relevant Court

rules and diclales a contexlual approach. Alaska Rule of Evidence 106 stales lhal "Iwlhen a

writing or recorded statement or part thereof is introduced by a party. an adverse party may

require the introduction at that lime of any other part or any other writing or recorded statement

which ought in fairness to be considered contemporaneously with it.'·2

This is the "rule of completeness," which prevents misleading impressions created

by taking a stalement oul of context' As the Alaska Coun of Appeals has staled, "the purpose of

Rule 106 is ... Itol givell the parties against whol11 written or recorded evidence has been

admitted the power to accelerate Ihe liming of their opportunity to introduce complementary

evidence' This rule is made specifically applicable to deposition testimony by Alaska Rule of

Civil Procedure 32(a)(4), which provides that "I iIf only pan of a deposition is offered in

evidence by a party, an adverse party may require the offeror to introduce any other part which

ought in fairness to be considered with the part introduced.',s

1 Alaska REnd. 60 I (tmphasis added)

) I Wtinstein. Weinstein's E\·id(,."Ilcc' 1061021 (1982)~ st't' 29 Am. Jur. 2d Evidence § 359 (The purpose of
lhe federal analog to Rule 106 "IS to permit the contemporaneous introductioo of writings or recorded statements
thaI place in context other \\ rilings or recorJed statements admitted into c\ idcnce \\ hieh. \ic\\ cd alone. may be
misleading:' ( italians omilled) .

.. Sipol)' v. Sla'~. 91 P 3d 2%, 300 (Alaska Court oi Appeals 2~) (emphasis in original).

S Alaska R Civ. Proc 32la)(4).

-3



These rules are specifically designed to prevent the precise problems of jury

confusion and prejudice that will result under the current staggered approach. The Commentary

to Alaska Evidence Rule 601 recognizes that "Iwlhere lime elapses belween the offer of part ofa

statement and the offer of the remainder, the jury may become confused or find it difficult to

reassess evidence that it has heard earlier in light of subsequent material.,il The Advisory

Committee to the identical federal counterpart to Alaska Rule of Evidence 106 cited two

considerations as the basis for the rule: (I) "the misleading impression created by taking matters

out of conlext," and (2) "the inadequacy of repair work when delayed 10 a point later in the

trial:'?

As these rules renect, any interruption of a party's presentation of affirmative

depositiolllestimolly (whether it is Lilly or the Slate). is far outweighed by the prejudice thaI

would result if the adverse party were precluded from presenting its counter testimony in

meaningful context. Accordingly, consistent with the Alaska rules and fundamental fairness, the

Court should direct the parties to coordinate their presentations of deposition excerpts so that any

party's counter-designations will be played to the jury in context, during lhe same video clip as

the adverse party's affirmative and counler-collnter.designations.8

Further, because the preparation of video depo ilion excerpts requires significant

preparatiolltime, Lilly requesls that the Court rule on lhis motton as expeditiously as pos ible.

6 Comm to Allt~kn R bid. 601

7 Noces or Ad\ isor) ('ommiHt:e on 1987 amendments 10 t-:edcml Rules of Civil Procedure.

• Shorl of this. UlI) \\ ill ha\e no ocher option but 10 repeat me Slale's designations In conjunction \\ Ith its
counler dcsigmnions in one cliP fllls is an unfa\(vaj altc..'Tll3II\e thaI \\ould netdlessl) lengthen the trial
significantl)
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following deposition transcript excerpts in response to Plaintiff State of Alaska's Trial

Case No. 3A

40:24

71: I 71:10

'J.!: 17 ')'2.19

111:23 112:9

120:14 121:7

122:6 122:18

124:21 125:2

149:3 149:12

267:16 268:1 I

40:13

Defendant Eli Lilly and Company ("Lilly") counter-designates for trial the

Start (page:Line) End (Page:Line)

DEFENDANT ELI LILLY AND COMPANY'S
DEPOSITION COUNTER·DESIGNATIONS FOR TRIAL

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

Plaintiff,

v.

Defendanl.

Deposition Designations:

I. Deposition of John C. lochleiter, Ph.D, designated pages Exhibit A.

ELI LILLY AND COMPANY,

STATE OF ALASKA,



II. Deposition of Denice M. Torres, designated pages Exhibit B.

Start (Pagc;Linc) End (Pagc;Linc)

147:8 147: 12

Start (Pagc;Linc) End (page;Linc)

275:23 276:14

277:12 277:17

280:6 280:18

292:24 293:10

300: II 300:21

310:11 310:20

175:9 175:13

175: 16 175:17

188:11 188:15

188: 18 189:3

201:1 201:8

244:11 246:10

358:19 359: 13

401:8 403:4

418:11 418:23

424:9 424:16

477:21 478:10

511:1 512:14

512:16 513.1
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Start (page: Line) End (Page:Line)

514:16 515:2

529:3 529:9

545:7 545:13

552:2 552:15

Lilly's counter·designations are subject ro this Coun's rulings on MOlions

in Limine. Lilly reserves the right to introduce any of the deposition testimony sel fonh

in plaintiff's deposition designations. Lilly funher reserves lhe right to counter­

designale any deposition testimony not yellaken in this or any other mailer. Lilly funher

reserves the right to introduce additional deposition testimony not included above. if

deemed necessary for Ihe rebullal of lestimony from witnesses called by plaintiff or

exhibits inlroduced by plaintiff at the Irial of this action.

3-
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Attorneys for Defendant
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amends its deposition designations as follows:

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

Case No. 3AN-Q6-5630 Cl
Page I or5

-06-05630 CI

)
)
)
)
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)
)
)
)

CHARLES BEASLEY
JULY 26, 2006

1:l
THIRD JUDICIAL DISTRICT AT ANCHORAGE J. <1«'('-"

"~.. ~ ~••"'~L-.
~~ '?-?tI -e-"\" o~
~ ~ '1h, ~

...~ '<.1/
~~~

Defendant.

Plalnuff.

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

DCOMPANY,

PLAINTIFF'S SECOND AMENDED PAGEJLlNE DESIGNATIONS
AS OF MARCH 3. 2008
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ELI LILLY
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Gc'Orge Lehner
Captain Cook HOlei
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3. PAGE 32:12 TO 32'22 (RUNNING 00:00:20.0001

2. PAGE 211:21 TO 27:04 (RUNNING 00:00:13.000)

1111111I111111111

(Whereupon, Depo~l1,tion

Exhlbi t 151 1:149 prevIously
IIIo/Irked, WetS presented to the
wltne:S1!.1

title'?

O. Oicay. And ac"" you currently
e:a.pluYftd by E11 Lilly?

A. Yes, l ,)31,

And whot.'.5 your current Job

A. My current. job title is
Disdr.gul.shed Lilly Scholllr lind Char
Scientltlc OUicer for Global Product safety.

07 O. Okay.
08 1'11I g01ng to ho1r.d }o'O\.1 what
09 has been prev.1ou~ly marked PlaintlCr'::I
10 Lxh_blt 1349.
11
12
13
14

12 O. Okay. And 1 believe you
13 becalllE' bollCd certi!1ed In p.:sychiatry in 1988:
14 15 thaL correct?
15 A. That. ....ould have been correct..
16 It's a two-step process and 1 bell eve that I
11 completed the :lncond part in, I be lifilve , it
18 Wl'l5 OclObElL of 1988.
19 Okay. And you joined Eli
20 Ll11, tiS an /\sIIOl'lal", ~f'5~,,!'ch Physician in
21 JUly uf pun; 1~ (hill. correct?
22 1\. That'1! correct .

2!
Z2
23
2.

0002'7 :01
02
03
O.

18 By the WAy. for the record
19 thu appears to be a P~8rPoint

20 presentuion. 1t's 24 paqes. The
21 thst paqe hll~ a head:tng Hu:nan
22 Mutat)ollsm,

10 • Good rnl.lQ, Or. :Sauley.
11 Aou:d yUJ,J ~t4te your tul ... ",,:w for the
12 rl'!C"ord, pleas8?
13 A Yes, Illy n<l~ 15 Charles H.
14 Be.!ls]ey oJr

5. PAGE .c5:18 TO 45 22 (RUNNING 00:00 10.0001

.c. PAGE 44:07 TO 44'" (RUNNING 00:00:05,000)

6. PAGE 56:0-4 TO 56:15 (RUNNING 00;00:24.000)

BEASLEY 017 SEGMENTS RUNNING 01:10.20.9911

1. PAGE 26;10 TO 26:14 (RUNNING 00 00 05.000)

ib Beasley, Chari.. (Vol. Oil - 0712612006

15 RPWB Desig

0.; You've dltsr:n.bed various
O~ test flQ ,::h,H was dOlle on Lyprexa beCore it
06 Wdll .. \"ut c,n Ihe I'\ClLA4!'t. ThClt. te5~ing was

SOA 2nd Amended PageA.1ne Designabonl
as of MaIch 3. 2008· Charles Beasiey

case No 3AN-06-05630 CI
Page 1 of33



8. PAGE 75:19 Ton10 (RUNNING 00.01 00001

7. PAGE 74:13 TO 74.16 (RUNNING 00;00:07.000)

13 Okay. And back dt that time
14 1n December at 199~. wer. you reportU1g
15 dHectty to Dr. Tollefsor. then?
16 A. Yes. r lola!'

seeo/ld poraqrilph -- o1j·tually, .let's tal Ie
dbc.nlt ·11", (.r~t p&r<lqro1ph. It s:.ate5. "The
thHd n'!t:!ttng 0: the U.S. Sch_zophrenla
AdVisory Panul ~nnvelled on De:c8:r.ber 10. 1995.
tIl 53n Juan. ruettO R1Co. to d_~c\:!'~

olan;:aplne. the Ej I Li 11y dnd COJ:lpany
ant ~ -p~yl;h101·. tlC drulJ 1 n development. Ten of
the 11 .i<:hilophrcnlo1 :lpt'cJal :It!> who served
on the panl'! wl!re present o1lon9 Wlt!1 nedlcal.
re5~<irch. and IMrketinq eKPculives at Ell.
Lil:y .... nd Company." Old 1 read that
corro 1)-

A. That'" correc~.

O. And thb would have been
about wh,lt, two. three months /!If tar the NOA
hdd been SUbmitted to F'OA?

A. r believe that's correct.
Becauso 1 thlnk the NOA WliS 5ubautt.cd in
September.

a September. Okay. And t.hen
the sccond P'H/!IC)cttph it starts oCf by saying.
~Tne ne.t.lng begotn with !l::st-tiltlc
presentation o( effIcacy alld .safety results
from lIGAJ. the piVOlliI phase J trJ.al by
Charles Beil:lle\·. Jr, MD. and a rt."V1h' of the
deve..l.op~/ltaI hlSI ury <in::! updaLo oC the
Intey,,,1 I lanzaplr.tr dJl<lhase by ""ry
Tol~ItISt'1n.M Do you sea rho\~')

A rlullt's CDneCt

A."'I:i when 1 t uses t!'le phrase
"Lho p vClet ph,ne ) tria.l" r"ferrlnq :0
HGAJ. whot ,j:)f:S that. :ae,H,?

A. Thd lh S 10145 one ot the
tnab lhllt w<l5 part o! the I\DA.

Q OledY. And os w,! talAotd
bcton~. J.t w<!s not only ClIlB of the trialS.
W!lS the lar cat tt~dl. cer:I·~t.?

'\. 1har'a Cl.rreCl,
I.: .ay. ~C I oul~ :h:ect your

.. t.t !I.t 0'" ro ,1.., ti 11. t l flr -t pdragraph.

".0
2J
U
2J

"00076:0t
02
03
o.
05
06
0'
0'
O.
JO
11
J2
13

"J5
JO
nI.
"20
21
22
23

"00011: 01
02
03
0'
0;
00
07

0'
0'
10

01 dor,e by Eli Lilly. correct?
08 1\. 1 would characterize it as
09 beIng dono by the -- by the investigators.
]0 1t was desl.qned and ad:ll1n.5tered by Lilly.
:1 O. Oleay.
12 A. No.... I understand yo\;.r --
13 O. Okay.
14 A. The FDA dJ.dn't actuslly do
l~ U'llil studIes or contract to hlllv. them done.

9. PAGE 77:11 TO 79'06 (RUNNING 00_01.42.0001

11 ... n o1bcu' the miudle at t .at paragraph four
12 IUl[!$ ~ro,. thO'! bottOfll it states. "for all

SOrA 2nd Amended ~lI'le Deslgnallons
as of Match 3. 2008 • Chartes Beasley

Case No 3AN-06-05630 CI
Page 2 0133



10. PAGE 82:11 TO 82:16 (RUNNING 00:00:1 ••000)

1] With respect to the weight
12 issue, ~'Cour l.1boling did not infom
l3 phYJ5ic16:"lS that Cor all patients treated with
14 oll1r::aplne for any amount oC tirae 40 percent
15 gained rlore than or equal to 7 peccent. ot the
16 body wel~t-.l; is thD.l cocrect?

pat.lents treated with oionzaplne (or any
anount of tUM. forty percent gatned Cilceat.er
t.han or equal t.o 1 percent. body "Ieight." Do
you seE" that 16n91.18981

A. Let r.Ie jU.5t hnd it here.
Ves. 1 do.

O. Okay. And it's 90n8r411y
accepted that an increaS8 in weight of
1 percent or -.oCIi! Is chnlcally significant..
correct?

A. This has been a erit-eeta
est ..bllshed w.th the FDA Cor wtllch the rem
is used potent-ully cllnically significant.

O. Okay. And that paragraph
goes on to note t.hat, "Pat.lents who remained
on olanzaplne for 12 months gllined an average
of 24 pounds cit the end DC 12 Ir.onths,"
correct?

A. That's correct.
Q. Okay. By the way, if

40 percent or the people who took the drug
for dny period or tlln8 had more than -- had
aqua 1 to or moce than 7 percent body weight
that rne,InS that: 40 j)9rClilnt of t.hl! people who
took the drug for any .I erlg'th or t ur.e had
potenlldlly clinically sIgnificant weight.
qain, correct?

1\. That's correct.
O. Okay. And t.hen th{'re's a

paragraph below that that's in ttlll1C9 which
3lllte3 quote, "S(."'o'er01 ad'o'isors commented on
lhe n~"fOcialion of olanzapine with wei9ht.
galn nnd encouraged Lilly to subject the data
t.o a full analysh.. Clinically significant
woight gain 1:1 is risk factor for other
condjtion~ tluch a:t increased blood pressure,
im:re<1sad cholesterol lind type 1I diabetes.
The ad"tsocs aLso floted that Lilly has an
oppertun1 ty to develop J5trategios to help
JI\ilnage the weight 90in. to Do you see that
llIngutlge?

A. Yos, I do.

13

"15
1&
11
18
19
20
2J
22
23
2'

00018:01
02
03
0'
05
D.
07
08D.
10
11
12
13

"",.
17
18

"20
21
22
23
24

00079:01
02
03
0'
OSD.

11. PAGE 82:18 TO 8222 IRUNNING 00:00·10 0001

18 We.:. --
19 You qOl II answer tha ..
20 qUf"J5tlon "yes" or "no" or "! con't know?"
21 A. Well. Lt, J5pec:iflca.lly, die!
22 What our label did --

12. PAGE 83:15 TO 84:06 (RUNNING 0000.33.000)

lli YO~r label1ng aho cid not.
16 .5JX"c1t1.c~lly. Intorm physlCldns tholt paUl!nt:l

SOA 2nd Amended PageIlIne ~tions
lIS of March 3. 2008· Chartes Beasley

Case No JAN.06-05630 CI
Page 30133



14. PAGE 84:15 TO 85:19 (RUNNING 00:01:36.000)

13. PAGE B~:07 TO 84.13 (RUNNING OO~OO,15.000)

mean"

who re... inad on olanzapine for] 2 months
q41ned an aveugft of 24 pounds at the end of
thos@ 12 IIlOnths, correct?

A. NO.1:;: did nor.
O. o~ay And on Palle B at the

OO:LOO". thOi.'!> .. ~- 11'\ the 1<13: paragraph,
O ... re':I a htUsdlnq :h.:Jl a.s)'s LabOralory
An:u)'''.?

A. Yea.
And what doe5 tl":at phrase

A. Th 5 woula toter to all of
t.hose things th.1t are measured 1n blood or
urine, SpeCl: i.e treaSUT@mf>r,t!l s ..ch ciS sodlu:1l,

A. Again. without. benefit of
looking at the -- at the entirety or the
datu. mV only recolleclion .is with regard to
a ftnaly~i.9 or the, what wo c0311 the
cutElQonc031 incidence of p.levtlted tjlucoses
rel'lllVl' 10 halopel1.dol, 003sod all what we
call .lnyttme daL<J I r"·;':dll t.1I1s number as
belng ~'dtistl(';f'\lly ~1'1tll!IC.thl That is one
nlllf;Ofo" thdt nef'ds to be dppropnately pUt in
the cont nKt at, dctually. i.loout nine
analyse.'L

You say "based on what we
call anyl t.me data I recall this number as
bPhq stoH.:.stlcal.l.y slgnlftcant." Whllt was
"thJS nwnbf-r" that. you're rrferr':'ng lo?

A. I b4tl.iev. 1 t was the
pnrc.ntaqe at lndivlduoll~ who showN! a shirt
trClr.\ a IIQrn/11 qlucoSE; to what would be
con!llder~d a hlgh glucose.

Q. Okay. M.-"Id you were aware at
th., at what polnl in LllIlel

A. T don't know the spaci!ic.
I t would have been wh.n the data wore
IInalrzed.

O. It wuuld he 50Illet~rr.e bet.'oIeen
when the dlltd Wil5 cuto!C 1n f"eoruary of 1995
and wh.n it W55 511blnl tteo 0 FDA 1n Septe:nber
of 1'l95. corr..... t.?

A. 1·hdt. would hllvf!! been correct.

11
18
19
20
21
n
23
24

00084:01
02
03
O.
05
06

07 glucose, or wh1::e blood cells, that are
08 ll'"t.!asured in iI labOratory.
09 a. And, 1n fact. the laboratory
10 testlnQ th.ll was done on HGAJ subJects showed
11 that there was II statistically si~nificllnt

12 lncrellsed Incidence of high glucose and a150
13 h,1qh chr>lesll>roL isn't that correct?

15
16
17
18
19
20
21
22
23
24

00085: 01
02
03
0'
05
06
07
08
09
10
11
12
13

"15
16
17
18
19

15. PAGE 86.12 TO 86'17 (RUNNING DO 00:16000)

12
13 d. -Ul!"';-,t. t r
14 A,
lS PI If'! .. ~.

16 h V. beoelJ P.lrt

[k yOll rE:C( 1n.:.::(! th 5:

Til 5 wou.d ruve been"
lC'Itt. team cr: .. NtA th",": would
or tht! 5ll..;1.1 1 r.po, t !or the

SOA 2nd Amended PageIUne Designations
as 01 March 3, 2008· Chartes Beasley

case No 3AN-06-05630 CI
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17. PAGE 94:24 TO 95:04 (RUNNING 00:00:08.000)

16. PAGE 94:04 TO 94:23 (RUNNING OO~01:00.000)

A. Yel'l.
Q. Do you see there th"l. there's

a heuding [or 1..0 t&r:tts o[ Glucose,
Non-tMlll.ng7

A. Yes, T do.

AJld I ","o;Jld think • .lI ...so, W'e
wi)uld H.c ... ude t..ho re9~lat:Qry peepl .. who would
o Inv Ivea w:th <J'jitilll\l .. :l H: :1't:1t'..!\ of che
N:lA p~ 'j.llr JtLon.

OltdY. W :lId it w Cur to
say :t...tl if I'(mlpulQC Im"d,s8S: were done of
t.he dd'::.a Cro.-. the Ht>I\.J study back in June of
I 99~ thal you and Or. 'ro11efson would have
been a ..... 'a of the results oC those analy.ses?

A. Yes, we woula hdV. been.
O. OkdY. l'd 11lte to direct

your at-t.ent10n to Page 11.

A. That's coerp.ct.
Okay. And ",nat you were

dotnq n ~his t"ludy W4S cOTpa'lng ...ht!
Incldr.r.clt at I>I:'S8 dl Herent l)'pes or
laborat.>ry ar.olytes belw'en Lhose rolks who
took typrexa and host! .....ho H.aldol. correct?

A. That's correct..
O. On Pa;e 11 hen', thi" portion

oC the pdnlou legard1.ng 1;1ucose,
Non·Fostinq, shows a tit,) l,,:~cally

siin1 t 1!:dnt J.ncceased incidence of high
gluCt:ls8 1n chit Zyproxa group os c~:ed to
the Haldo: irouP, coneet

In this :atudy, UGI\J, there
were, actually, l.WO groups of patients, some
at .....hQm were t/!lkinq olanzdpine or lypeexa t.he
other group wa~ taking: another drug referred
to as a fi cst generation dn i-psychotic drug
called Iltlidol or halopeudol; is that.
corroct"

0.4 Q. Who was responsible toe
05 havIng these types of analyses done and then
06 reviewed?
07 A. Okay. That would have been a
08 qroup ot _ndi'"iduals, Or. Tollefson, Illyself.
09 other phy.:llcians, senior stat ...st.Lcuans that
10 would have been .lnvolved wlth the -- w.:.th t.he
11 project.
12
13
14
15
I.
17,.
"20
21
22
23

2<
00095: 01

02
OJ
O'

17 ocut..e phase or s udy llGAJ.

0'
10
11
12
1J

"15
I.
n
18

"20
21
22
2J
2.

00096:01
02
03
O.

18. PAGE 95:09 TO 96:04 (RUNNING 00:00:42.000)

19. PAGE 96:07 TO 96:12 (RUNNING 00.00:20.0001

01 A. Ves. 1'11:1 selii"9 a - an
08 inC1CenClt o! 2.6 percent h~9h for ol.:lnzepl.ne.
09 1.1 percent Cor halcperidot. And lhe P val\;.e
10 there. by chi:s test, .U .031 which is lcs.s
11 thar. .O~, which 15 generally considered the
12 stAndard for statistleal .!oiiJn1!ic"nc8.
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23. PAGE 111:13 TO 111.13 (RUNNING OO:OO:oo.OOOj

ZO. PAGE 99:01 TO 99.11 (RUNNING 00:00:26.0001

Tllllt is c:orn"ct. But nyA.

Dr. Beasley, could I get you
t:o look al Pal)p .7 oC EJt;h.bi-: 1605. And you
sel! .,.t lhc tOP ot tit p.:tqe there there'.s t.he
rcsul's ot SOBle laboralvry lesttng on
cholt!:litE!roJ. corr9ct"

A. Ve", I do.
Q. Ane! Il .150 shows <:'

5tolLtstlCa11y sJqnl!.lcant increa!ied inCidence
of hlqh cr:olesterol, cOlreCl"

A. 'ies, that'S correct.
2.3 percent ....ersus 0.8 percent.

A. Are you spcaklng lIbout
spontao:100US ad....ers~ ~v",ur reports?

Yes.
A. And the yedr was?

1998.
A. 1998.! c",nnot give you lhe

~P'" .I. lC nu:nber ~n 1999. D.. t t.hat would scem
to If' t 1101.", apprcx111' tsly corree~.

IJ

00099:01
02
03
0'
OS
DB
07
08

O'
10
II

15 00 you rec.!l_l th,Jt. by 1998
16 Lilly haod 1l1most 200 roports of blood sugar
11 elev,H.on?

03 OctObtll", :II:' I correct?
04 A. I bE;llQve . hat WdS thp case,
05 13 r:lc:llh~ /l[u"r rhfl! Nt1A tltlO:;.
06 O. Anti to., I ... btcollnq t.hijlt WoIS in
07 et ff' t .n I bdt lure whco:\ thO' pro<;hct CdIDe out
08 on I hI? !Tkll"kc~, did llot ,""Ull pt:y~iC'I"'I'5 that
09 your c_tnicill st.udi.t.1s hdtl toutld st<Jt.lst.l.caLly
10 ~u9n.l.(lcant increa$ed inCIdence o[ hlqh
11 glucost' ill ?yprexa us!'rs, 'urre::t?

I'20
21
22
23
24

00136:01
O.

02 ZypreJt;a C,),IH' 0:"1 ':hl!' r.arket In 1996, In

21. PAGE 111:02 TO 111:02 (RUNNING 00:00:00.000)

22. PAGE 111:03 TO 111:11 IRUNNING 00;00:25.000)

25. PAGE 135:19 TO 136'02 (RUNNING 00 00:18.000)

24. PAGE 135:15 TO 135;11 (RUNNING 00:00'07.000)

26. PAGE 137'03 TO 13716 (RUNNING 0000 38 000)

03
0'
OS
06
07
08

O'
10
11
12

I'ot t~. racor::i, 15 a
b dQ" oQCu.'tle t t:.annQ on th..

tlU" p"'~ t lit title C••~l..S of
ntilneou Hepct·s (C~ O. f1::4pinc

Dwnn; th... r r t ;"'0 Yeol~~ at
"'!o!Ithtlnq Sept(l~er 27, 'S-t: ~o

S pt er :lJ, !CiGS
It ...as 6pp.rent_y prepared by

Ken Ii rnau·.k1. a:'l.d H,m !'.1tll} of t:he
Itlor'd.... .l.d(" PhdrmaCQ\lql.l nee and

SOA 2nd Amended PageIl.In8 DeslgnalJOnS
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32. PAGE 141:12 TO 148:04 (RUNNING 00:00:56.0001

31. PAGE 146:12 TO 147~OJ (RUNNING 00:00:36.000)

Okay.

1 <tlly "ver,t,
prel,ared thl'" rep ... rt, 1000':'1,
Doctors Hornbuckle nnd rUI:g, have a bold
head.lllq "here Qnu.o-ll~d Dlood Suqar Elcvat.ion,
corrcct."7

A. Thal.'. COtt8t;L.
And thon oelow t.hat. they have

SJX dltt tent subcaleqorie~, ~r.cluOJn9

hY~lqlY("(>:Qla, dli1belfls 1001 htU5, diabetic
aCldosi:o:, dlabet.1C CON, il.et.o"13. and glucose
toler.'r.ce decrf",~pd, correr.:t"7

A. tha 's correct.
O. And then below t.hdt they have

anOlh.. r hold headJ.ng that. says Ul\duplicat.ed
Reports, correct?

A. Thdl'~ Cl,)rr8ct.

16

12
13

"1$
16
11
1B
19
20
21
22
23

"00141:01
02
03

13 Q. I! t could direc!. your
14 at.tentlor. 1.0 Page 14. and I'm referring 0
15 th~ bottom nost number of Page 14.

13 EpidemiolOQY oepal"unent. at Eli Lilly
14 and C(X'I'Ipany. N.d it. 1.s IlWIrlted
lS confidllllu.el

03 Ck.i:l/ Ar:d /tire yoco 6 ....are.
04 "lr. I.!\,]l .l.t·" generaLy eSLTllated cr,at only
O~ 1 per.:er.t.. lft4ybe 10 perC(;TI~ c:: 'he number ot
06 adver"e events t.hat. actually. occ\,;r in the
o u~e of '" dT'lQ eve,=, ge reported?

09 A. The J. .. t:eu.·ure that: am
10 ranulldr with estim.<lted bet.\lIeen 1 in 5 and 1
11 in 30 case:s wou d be reperted. TI'I1s was in
12 t.hls tJ.1Il& [Cd11M!' "hen I "a:. more invol'Jed wit.h
13 doctor:ll Funk and Hornbuckle. 1 bel~eve t.hat.
H morc recltn= : itpr... ture ha!' ,u9q~stttd it may
lS be as low a.s one in a hundrvd.

30. PAGE 145:16 TO 145:16 (RUNNING 00:00:00.000)

Z9. PAGE 145:13 TO 145·,5 (RUNNING 00:00:10.000)

27. PAGE 142:03 TO 142 01 (RUNNING 00:00 15.0001

21. PAGE 142:09 TO 142;15 (RUNNING 00'00 25.000)

12 Q. Okay. And it sh~.!I that. it
13 you lookod at. all four q~.,rt.er:r of -- or I
14 Quess e.ght quarters from '96 to '98 there
15 were d total 1901 unduphco1!:ed reports of what
16 they hl1d grouped toq8thltr as t:rl00d sugar
11 ,.It>v,,,ti n, corr"'t.·t'1
18 A. rh<1t's .,;;;lrrect..
19 Oltay. And aq ... _!1, uSlnq t.he
2U :1\.N tS Wf!'VI talked 01 u .. bt:'fore, .1 ....e
21 mu.t). It" _.l., I.h nUll"bo!~·.,.;~ talked
2' befor.. Ul tQCU or ...."ttt t.n", rdllljle lIu"ht be

SOA 2nd Amended Pagelline Descgnations
lJ$ of Maret! 3. 2'008. CMttn BNsiey
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P8g11 7 of 33



36. PAGE 150:01 TO 150:12 (RUNNING 00;00;14.0001

35. PAGE 149:18 TO 149:19 (RUNNING 00.00:05.0001

wit.h respect to "hat's hlippeninr;J oct 1n the
ceal world. If we oulttply the 194 by S
that's 111JloSt a thousand and ie we multiply
by to hundred it would be almost 20, 000 cases
oC blood sugar elevation, correct?

A. That. is correct. As 1 said,

O. Okay. Do ~'O\l s;>p that under
the agenda t.here';t: Sevlii:"dl bu:let point.s.
The middle one is ....e1qht. qa.i.n and .1nk to
di.betes, q'..lestion Dark, W!tdt. does the data
say o.luJ what. lS our actlen plan. quest.ion
1tI5rk. 00 'Iou see that reterenc!!?

A. Ye:t, r do.
Q. And then ehere's II

handwCltten nott> at the beLtora relating t.o
,.,eiqlll qa.;.n, c:orrect

A. Yes, thert>

2'
2.

00148:01
02

0'O.

11,.,.
20
21
22

2'
2'

00157:01
02

0'

11 O. And ... t. I ~ -- Lh~ aqend.;j is
12 dateD Decer.lbttr 9, 1998.
13 A" Yes.

01 Do you ntcall lhtlt by
08 Decenb+or of 1998, just II couple o! months
09 lUte: t hn CUI-oft panod (or- this repon,
10 I.ill)' was struggling about ....hat to say
11 req.udJnq till' link betweefl weiqhc ;ain and
12 diabetes'?

18 II. l\(':tU411/. 1 cton'l know
19 wheth~r all such reports would be so marked.

33. PAGE 1"9:12 TO 149:14 (RUNNING 00;00;10.999)

12 W.th respoct. to EXhlbit 98B.
13 The one you have there. It's rr.arked
14 confiden"ial on evp.ry p<lqr. WlloS it standard

IS dn.1 011 f 1 L.l.y to nark reports oC adverse
16 aV@lil reports as C'lIllaentlsl?

34. PAGE 149:15 TO 149:16 (RUNNING 00:00:03.000)

38. PAGE 151:11 TO 151:13 (RUNNING OO:00:09.0ooj

37. PAGE 150:14 TO 150:17 (RUNNING 00:00:12.0001

14 A. Again, in the -- I don'L
15 cecnll any specHic inCor.mal1on or dhcussion
16 about what Lil1'l was 90ing to soy in any
17 specific context in thdt. time period.

39. PAGE 156:11 TO 157:03 (RUNNING 00;00'30.0001

.0. PAGE 157;07 TO 151:10 lRUNNING 00;00~07.0001

07 The handwnlten not.e says:
08 "l>:elqho 'Jain nd genetlc vuln@ubility lead
09 to hyperqlycesi.ll," correct?
10 A. Yes, it does.

SOA 2nd AmendedP~ 0nVla1k:lns
as of Match 3. 2008· CNrieS Beasley

Case No. JAN..c6-05630 CI
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41. PAGE 160:06 TO 161:11 {RUNNING 00:01:49.0001

43. PAGE 184:15 TO 184 22 (RUNNING 00:00'11.000)

Q. The Ciest of which 15 an
a-mall on November 28, 1999, from E;cIrnundo
Hunl r to Michael Clayman, ':'iraothy F'ranson
w.l.th coples LO Gregor Brophy, Kennet.h
Hornbuckle, Kenneth Kwonq, correct?

Q. )0 IOu n' .... .1 t.1:un9 to
people ~II tho mA~kelinq dl:partllK'nt: 1n
l>ecer.: r ot 199B abol.lt lhe usue of weight
galn and d I1netes'?

A. 1 don't reca 1, specifically.
T l!W1y well ho1ve done so ill the process o!
tryim; to educate indivJ.duals t.tWlt were
SpeC1311z1ng 1n n~urC!lCH!nce as opposed t.o
diabE't.es care about sort of t.he basics of
diabctes.

Q. Do you ret"a!l tel11:19 people
in the nwrketlnq depanment. b.Jclt 10 Dece:nber
of 19519 tnat. the use of ant.ipsychotic drugs
could t'rsu1t in weight 9d1n and that people
who gain lolcight o.3y deVil lop insulin
resist.ance which can leild to hyperglyce:,lia
and diabetes,?

A. r may have ~"n explain1ng
that -- thal there .lrQ the:;. associations.

(,;. Oll.lty. W.l!J to; yo.... :- belief at
thEr ~jrr , bol"< In I t'l,:I!:rll.!Wf o[ 1999, that the
u:,~ ot ar.tlp'lychot..:..c druq~ could result in
wetfJhl 'ddtn?

A. Vatl. I thinK. t.he data ror
chat. a.re rtither clear as reflocted In our
package insert, specil1.l.:alLy, Cal: our drugs
al1d I think ':hc Dav,l.d Allison article that 1
think W<.lS publlltlll~d by ltd:.'l tlms, to which
we-'d cornribur.ud, lookod lit andpsychotics in
qonor011 ;and SUQqest.cd t.hill.

Q. And lolas 11. your view back in
Decemlmr of 1999 chat ptloplo who 9ain weight
may dr.·Jeiop in:lulin .resistance whlCh can lead
to hyperql ycel~ia and d:l al>etes1

A. I would characteri.!8 it. as a
risk factor (or evelopln'J.

23
24

00184 :01
02
03

D.
07
08
0'
10
11
12
13
14
15

"n
18
19
20
21
22
23
2<

00161 :01
02
03
0'
05
06
07
08
0'
10
11
12
13
14

""n

1~ OkdY An'1 I bellll'le you said
16 earlHH ·hat. fo!. Hun.. -.1Dl I pltnouncinq
11 his II",. , d;ht?
18 A. I'I:cn.1z, [;[ ""un_:., but yes.
19 O. He w.u heao oC ·.he
20 pharmacovliplance dp.pat·fl'lent; 15 ':.hat
21 correct '?
22 A. T~lIt's con·.c

42. PAGE 183:23 TO 184:03 (RUNNING 00:00:14.000)

44. PAGE 185:21 TO 18621 (RUNNING 00;00.58 0001

21 And in t._ e-fiW!l,t. lir. Hun1:
2? S.l~·:'I, "M.1ltp and T1m, be .. .,., y)U wI~l find the
2) slllfr'Iolry tlt lSSU~~ discu~~ed this weck

SOA 2nd Amctn<*I Page/lWle Designelions
as of Man::h 3. 2008 • Charles Be"''''
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48. PAGE 193:11 TO 194:03 (RUNNING 00'0016.0001

47. PAGE 191.13 TO 191 17 (RUNNING 00;00:13.000)

Yes. that would be correct.A.

Okay. And rlght b ....ow that
section.n te 8.:on t}~ baclcgrol.Ond,
~r. ~UJ ::. .'1:: .... (.5. "TolD reqt;llllcIY agencies,
Em;. "00 C.\NOA. hoa·.... proact l. ve 1y as.<ed
quc:"l~on ,*00... " t-.yper;lycO#.a .,nd Z}'preJCa."
DC ¥ • l !oiI1'

A

Okay. And o::her. OL Muni;:
state., 'JndtH thdt .,ectJ.on, ~whi Ie Val
SlIW'IlIJ~, Mon FunQ. Kenneth I(wanQ and Charles
BPcoll.lJY have b~'l:l; wo:-ku\<.j e ... o."I'll)' toC)ether on
this 1:55UP, It wats [I'll th.H. <$ broo.ldtlr
1 01,101 VI:H~tmt of reC)ul.lLoq' Fit! rrraco\·.1qJ.lancC!
Mike (',a'.'!11"'~, lim F'rlln:;on. ,lnd Grt'g Brophy,
end Ed.'"1.undo ,.:unl .... W.15 ne~d{!d to eVIlluate a
short -tcn~ pilln." Old t read that correctly?

1\. Y..·~.
l'iould .t be tillr to say. sir,

lholf It-.1S memo r~!le<,;ts thal in Ilovpmbcr
ot 19"" lhti hypcrgly:,:em.id .":;\.1' haa -- wIth
Zypre, " had becomi. qUite d:'l lssue. correct?

regard:'nq hypecgtyceulia and Zyprexil. There
are t.wo t.yptls of lnltiatl'.res," and then he
lIstS what. tnOS8 two d~ffcrent t.ypes are,
:OCHI ~ ..

A. There 3rt! :,w:) type:l of
l~.llHH.\:"'S. '1P:s

:. And th 11rst.5 II, ",nat. he
retet la, a, ill cross fURl..l1cna. ·eam -­
pard,;):1, =* __ cross-funct.lun",l delion tea... led
by {\: ... ,. drelec. 00 you ate tr.at'?

.a. Yc~. I d",
O. And it .tat.ell :;1'\.1[. the goal

of th;.s team 15 to bran, to t"l" :'I~ table
dll thO' qroup5 and funccions working to
address the hyperqlyce.-u.a .i.ssue. corrl!!ct?

Il,. Yes
O. And t.he hyperglyccno..:.a issue

was the fact. that by Novl!'m~[ of 1999 there
werl;! published ncdlcal ,ltU.:les linKing
h'i~rqlycell':1a w.:.th Zyprt"xa and yo..: aho had a
nwr.bf.'r of "dve:se event ["ports linking
hyperg.:.YCQi.lia and Zypr8xa, corroct'?

23

22
23
2.

00191 :01
02
03

O'
0'O'
07
08
OS
10
11

21
2
23
2'

0019-t:Ol
0'
0'

2'
00186:01

02
03

O'
0'
O'
01
08
09
10
11
12
13
14

"1.
11
18
IS
20
21

13 1\. 1 tt.lnk ""hal tJl._S reLl!!cts is
14 the c :rp.any had V~ 'i ch·<!Ic. n'enoed to
IS inCre.13& the resources. buth nu:rber and level
16 of Cf"'lources. tllat we-re b4'loli bro~9ht to bea:"
11 t ,,~.s~~s ho tOPlC.

45. PAGE 186:23 TO 166 23 (RUNNING 00:00.00 0001

46. PAGE 190:Z2 TO 191:11 (RUNNING 00:00:39.000)

A

49. PAGE 194:19 TO 19S 13 (RUNNING 0001 00 0001

SOA 2nd Amended Pagelt.-.e Oe5lgMli(In$
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52. PAGE Z05:21 TO 205'24 (RUNNING 00.00'08.0001

50. PAGE 195:19 TO 196.15 tRUNNING 00:00.48 000)

O. I.nd in tdr.t. by thu point in
UIllC. Novenber ot 1999, the European
regulatory 6gencie.s h..d already requested
tha,: hypurqlycclIUlli be a precaution tn cha
European label; 11'"'[ that correct?

A. I -- the £ucopeen lebel d0e.5
nOt Mite a dist.inct.ion between wacnings and
precoIuLions. There's one un.1tted section. I
don't heve apeclfJ.c recollection or when they
requened that l~ be included as • wat:ninq.

. It t wec. to suggest to you
thiH: H was requested J.n laLtr 1998 and chat
Lilly finally add..d it. to Lte wo1rn1ngs slash
preCjlur10n section o! tt;e turoppllto labeling
10 J"lly of 1999, would that rCtresh your
ll!collection?

A. 1 ould weI I OOLev. that
that lola" correct. Aqllln, ! attn'" rl!iJlC.r.Lber
chs !lpt'C.1flc.

Q. And regordless of the precise
month, y()U would ..gre& with me that at. least
by this poin in time, November of 1999,
hypiHglycelllia had been added to the
precaution 5JdSh warning section t.n Europe,
correct'?

A. Th.. t'5 correct.
O. Okay. In (Ilct, there's even

a hand written note Bt tllp bottom of this
c-mai I sttyinq precaution tn Europe, correct?

A. Yeti.
O. Okay. And b~' thit! point in

timt!, hyporglyccmld wos mentioned in the U.S.
labehng but only in th~ <tdverse reactlon
secl.ion, cOrJ:ftct1

A. Hyperglycl'mia, among other
diabet.ic f('lAted teems, yos.

g. In the adver:sc reaction
section, not in tho precauU,on sectIon, not
in the loIdrninq section, cor:ect?

A. That' s c:orre,·c.

"20
21
22
23
24

00195:01
02
03
0'
OS
06
07
08

O'
'0
11
12
13

"20
21
22
23

"00196:01
02
03
0'
OS

0'
0'/
08

O'
10
II
12
IJ

"IS

14 O. Am 1 correct It::n .PLC s:.ands
15 fo: Glcbdl Product Labeling Co..nuttef!?
16 A. That's correct.

21 And WilS :ne Zyprexa lithel the
22 sub)ect DC GPLC Sf'.'H110n in Lhe wecics or
23 months !ollowlnq this a-mall?
24 A Idon't".call.

51. PAGE 202:" TO 20216 (RUNNING 00:00;05.000)

53. PAGE 207:03 TO 207;12 (RUNNING 00;00'22.0001

03 And. Dr. Beasley. lf I could
04 refer you to the second physic_1 page DC cha
05 document
06 A. Um-hu.'Tl.
01 There 1S • head1ng towards

SOA 2nd Amended Pagelt.... DesignatIOnS
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55. PAGE 218:02 TO 218:08 (RUNNING 00:00;20.000)

51. PAGE 223:15 TO 223:11 (RUNNING 00;00:03.000)

. And r~gardllt55 oC whether you
persQnally draCtf'd the text that '5 in here.
would .it be t,ur to say ~'ou nOI only reviewed
but approved thi_ l<ln9~a~c?

A. Ves.

0, Ok;'}y. And ~hen there's a box
below thaL th.:tt f101yS, "lio;. Has thi:s Proposal
Adserl~"

A. Yes.
And then the lanquaqe of that

says, "Recent review of tandom qlucose leve15
ot plttlents 111 ol;tnuplne clinical trial:5
cevcll1l:Jd thac the toddenco of
trc..stmonl-emergflnt hyperglycemia In
OlolJl7.lIrlne group, 3.6 percent, was hiQhet
thnn the placebo ~roup, 1.05 percent, for
common events, lnstances from clinical trials
prov1de morc meanlngtul lofomdtion." Did I
read that concclly?

A. That.' s cortect.
O. Okay. Now, this recent

review that' 5 beinq reCcrred to there WllS the
reV1ew that you and Dr. Kwong had done on
your own iniLJatlv8 because you felt. 1t was
import<1llt to do: is that correct?

A. That's correct.

~":r. 11. 'o\:l~ jireet your
at:~nt.lor, 1 lhl' !ulJ.o""ln~ paql.' Ycu also
1nd:c41.c J.n here h"t there were a nwr.b@r oC
literature r porls pUblUlhf'!J raqarclng
hypeCt~~yc"II1<1. lind olan=apine, correct?

,.,. 1'11I seeinq he l1le[ature
reports "no I think these would ha'/e
rev.!.ewtld, brierly, s~r_:ed such reports,

21
22
23
2<

00210:01

12
13
l<

""11
18
19
20
21
22
23
2'

00219:01
02
03
O.
O.
O.
07
08

08 the top of the paqe bel(lw the COfltidentilll
09 label tllat says, "Ola.nz.ap.Lnl!' La~lin9 change
10 on H,pP.tglycem1lt Foe rebruary 21, 2000, GPLC
11 MeetIng." Do you see t.hat?
12 A. Yes, 1 do.

15 And 1 al Incidence in the
16 olan::.ap ne qroup lola. "~Jl105 3 ar.d-b-halt"
17 t 1sr:t!~ hjqher than he P_,'t~C't-o qroup, correct?

23
2'

00231: 01
02
03
O.
0'O.

02 . Ok.)y. So your analysis, as
OJ reflected 1n th15 docwnrnt. toe the clinical
O~ tnal data yielded resdts tllat showed that
05 the (raquoncy oC hyperglycemla WdS com:non or
06 t.requent, correct?
07 A. Yes, by thiS ntnf!ncl4ture,
08 absolutely,

54, PAGE 209:2110 210.01 (RUNNING 00:00'11.000)

56. PAGE 218:12 TO 219 011 (RUNNING 0000 47.000)

51. PAGE 230:23 TO 231 16 (RUNNING 0000 SO.OOO)

SOA 2nd Amended Pagell.N oes.gnations
as 01 Matd'l3. 2008· Chlwtes Beasley

case No JAN.06-05630 CI
Page 12 of 33



SOA 2nd Amended Pageo'I.Jne Qeslgna\lonS
as of March 3. 2008· Charles aeas)ey

Case No JAN-06-05630 CI
Page 1301' 33

... e =o"p.llr'l'i never
in yotlt COJlolly:;is

07 O. O)o:a,/. And you a lao suite
oe re~8re:lCe to Dr. Dan al Casey trOll. Orf!Cjon
09 pre.sen".Jng ol Se:lL.t,ar at 1..,11'1 oJ hff end ot
10 1'199 n [:':oIt 00"", COrrftCl">
11 A. Tr.,ll's corree-t.
12 O. I hi the lUI:":. Dr. Daniel
13 Cd Y ..~o WiJ" or.~ CIt 1":8 ~)<f rt ~OV130r3 who

14 yo:.! spo1l:a w.tt: lit tile fec ·:nboi.or 19550 lrI8etlng
15 lon fou. rro ftl' ,"
16 A. ('s, hf ""IS

18 O<"y. W~I, yOlO :lever warned
19 doctor:! In jour Zypr'ixoi l<lLelinq of
20 Dr, ccosey's l1ndlng :.hat lU pP.rcent of people
21 who h.1d used Z\oprexa for at l"ast tour mont.hs
22 haa (d t119 glucose levels ~hat :tlCt the ADA
23 Celter .. :or dl,)betllJ'l, Cl')rr Ct"

06 O. Okily. Now, lhf! sectJ.on ot
07 the docUitlf"nt yoes on to say tt';at Dr. Casey,
oe "pp'rfou:\Ud chart review o! 136 veteran
09 pdtie:1 P s who had been P.X 'Sec! to .lanzapine
10 "herapy for at leaH four r.unths. WIth an
11 4VtUdqe or :.4 yea rs, ot It';e 1<; pat ienls who
22 had norn,]1 fAst In;l ':}lu::c:se leveh before
13 o!iJn:.apI:l(> therapy, sev!'r: or IB percent had
14 fastinq Cjluc:ose level" of 126 m1111gra:ns per
15 deciUter or higher during oldnt.ap,;,na
16 therapy." And thell it notes rna" thal,
17 "threshold mot the 1998 ADA diaql,Qslic:
18 criteria fur didbetes," do you see that
19 languaqe, sir?
20 A. That's COt::rcct.
21 • I~Ow, the ACA refecs to the
22 I\mencdn Dl<tbetic: AssociatIon?
23 A. That's correct.

11 ~; ~hilt ,('I t"J:lCl tlur,lIg that
18 rE!vi ...· w,'. trlilt Ii Pf'rt', nl It LI.I.' p~Dple who
19 hfio n ,rlll/11 IcUUl1q l,jluc:o:tO .e'l{·Js h'~tore they
20 stoll ~('o .:HfI/J 1-i'f/' X/1 hl1.ri Lhre,!;h ... d:!i that met
21 th~ b9F, :;OA dill'.lflO&lic criteria COt
22 dilll)(>t ,.." aller they used Z/prcxa, co!"rect'?
23 I... Thdt'S (:orr.."t.

I"
17
18

"20
21

002)5:01 is d ~eLrosp. 'tive ct.lHt "'1-:e aos",~r to your
02 quest .01 tS [U

59. PAGE 232:06 TO 232 23 (RUNNING 00 0044.0001

60, PAGE 233:17 TO 233'23 (RUNNING 0000'23.0001

61. PAGE 234:18 TO 234:23 (RUNNING 00:00 20 000)

62. PAGE 235:01 TO 235 02 (RUNNING 00.00:02.000)

63. PAGE 235:16 TO 235 23 (RUNNING OO:OO:Z2.000)



II I h:lJf'nt s

64. PAGE 236:01 TO 236;01 (RUNNING 00:00:00 0001

No, but we d.1.d place theA.

5.r, JI'dyoe yo~ d,.m't remember
wha:: your It.lbe~ Inq, .h"[uully. said,
ao let oe :ihow thut '_0 yo,1. 1 'm
901111] to hand you wl;dt':I been
prevlou~ly marked as Plainritf's
Exhibit 4B511.

IWherQupon, Deposition
ExhJbit Is) 4858 previously
marked, wtl.s presonted to I:he
wirne.5S.)
MR. SUGGS: For the record

thls it> a Hay 9, 2000, letter lO rnA
trom GregQry 1. fJrophy with several

00236:01

00231: 01
02
03

0'
D.
0'
0'
08
0'
'0
11
12
13

07 " Okay Nuw, It has ln the
08 upper nqht ·I.and cornsr 01 rhe Orsl page a
09 bold label that 5ays, "Spl;!ddl Suppl&ment
10 Chang.~ Beinq £rruClIltd." Do YO",J see it?
11 A. Ye.s, 1 do,
12 And ~1Il'\ 1 co:-rec" thaL there
IJ l.s a prCliIS1Cl."l of th. F'W\ rlt ulatlo:\s ..,hi.eh
14 penn. ts iI drug coznJlanl' to !Ill a w<f;rning to
15 tho 11 l1n'1 wathout pr ... e-r nA appro\·al. as
16 10tl1,j as th•.: label char.ge strengther.s tne
11 warnings
18 A. TtHlt '5 corroct Or provldes
19 ne.... I:J !"'"'<ltlOll 01. atety••• I ur.d~r.t<f;nd.

14 A. My reco. eC:'lon 105 ~hat we
1~ did n~port sO:l'.e·h1ng: clos. to 3.6 percent for
16 olanupin•.

06 In hCI, the hbe~ change
01 Lhal Jlt tMil';,~ly car.e elbo with1r. I!lCnths
as atler yOU! P:-0pcl>dl her... 1n rel.:ruary,
09 a5~.r·eo rnal rller .. 101.1 , Jo~.5. t.illil y, no
10 CMl'!'JE' an q:ucolie "e"41$ I tw("en plllient:5 who
11 use') Nl'Prt!Xo! ~nd r" w re or p.acebo,
12 corrflc~ /

22 where the inc1dence W4.s 1 O~ percent,
23 correct ~

65. PAGE 236:06 TO 236.12 (RUNNING 00:00'23.000)

66. PAGE 236;14 TO 236 16 (RUNNING 00:00;07 000)

67. PAGE 237:01 TO 237:13 (RUNNING 00;00 32.9991

68. PAGE 237:14 TO 237'14 (RUNNING 00:00:00.000)

69. PAGE 238:07 TO 2:18 19 (RUNNING 0000:31000)

70. PAGE 242:09 TO 242~14 (RUNNING 00'00:13.0001

A

09 The c no nu.'lU.>e red 1t.~ tn
10 th~s .letter ref r", tCo the cho1nqt! thltt was,
II actu4Ly, ar.ade regatl.!Ln9 h}~rgly ur.!d, a:a I

SOA 2nd Amended Pag&'Une oes.gn&uons
as 01 Mardi 3. 2008· Chariet Beasley

case No JAN.06.Q5630 CI
Page 140133



72. PAGE 244:17 TO 246:23 tRUNNING 00 03:17.000)

J2 correct"
13 A. It'S w.1th reference to the
14 laboratocy ftndings of nypecqlyc:clIl.ia.

Q. Can you -- would you read for
the jury the langUlige that 111 csed'?

A. Yes. "Tn the olan:apine
cliniCd,l tdal dalaba.se. as of SepteJ:lber 30.
J999, 4, 571 olanzapine~treatedpatlents begin
polren, reprlitsentHlg. approxiJlldtely, 2,255
p..ltient-yeaea exp03ure." end paren, "and 445
placcbo~trelltftd p.. uencs who had no histocy
of dlabrtles mall I tus 11:ld whose bas.d, ne
cdndom pla5f1la ylucosfI I",veh ....eco
140 11111 ~grdlll pi r dec~ It ter or 100l;;,:r wp.ce
J.dentt[Jod. l'ec:u~tellr rllnoJOfr glucose levels
greauH thAn or equol to 200 ml1lig.dr.!5 per
decl1itl!r," pi1roo, ".luQ9usrivf.l ot possible
dltlbetc!I," end par@n, "werr. obse.ved in
0.9 percent of olan2:o.ptne t.ealed piltJcnts,"
paren, "pldcebo 0.1 pereent," end paron".
'l'rans1ent," pantn, "1.0., resolved while the
palients romained on trl!!lltm"nt, " end pil.en,
".andmr q1ucose levels grf'at8r than or equal
to 200 d'i119ram!l pet docll1lcr were found In
0.3 pt".ccnt oC olllnz.lIpinl:! t.ealed patlcnt:s."
£1gain, pal'"f~n, "pli.lcebo. 0.2 percl!!nt, end
paren. Persistent random gIUr:05@ levois
great!:!c than 160"~~ excuse rr.e ~- "greater
than or equdl to 100 mtlljgrams per dE!r.iliter
observed io 1.0 percent of olanzapine treated
patients," begin paren", plt!lcebo,
1.1 percellt." God paren. OOT.ansl,mt candor.!
glucose loveh greater than or equal to 160
milllgt"llms per deciliter but less than 200
milligc.\4l per dCclliter Wl're found in
1.0 peccent of ol"'n::llpine tre<lted patients.·
pacen, "placobo, 0.4 percent," end pllren.

Q. And that' s the rinal language
thdt w :'1 lnto the labelinq. correc1 '?

h. Th.\t '~ curruC1.
And tht!: 15 tl.e ltS:,:quologP that

cano t:ut C tho It:".d p'CCl!:!'s °hoJ° cJogan wlth
you and t!:!nr:elh t:Wll1S; :iUi1@St.:-:q a .. abel
chanql' t,t"('.tuse yOLo! reVl W o! rdndcl"'l glucose
1e\'el at !J4tl nUl. 'veal",d .tn InCldence of
treIlLtllEH:t-'-lgent hyper;!yc(·n.;.11 1n the
Zypeex,} qroup 01 J.6 percent as cOlllpared to
1.05 percent in t~">Iit p':'dcebo qro:.ap, correct'?

A. And "gllln, 1 belie",. ...~t 1
have testi lied to 15 th.u the nillrb.lrs thilt
you have iu ~ quoted wee. In faC1. the
re9ull or t.he U,lt.dl vrellaun!uy data

17I.,.
20
2'
22
23
24

00245:01
02
03

O'
OS
O'
07
OB

O'
10
11
12
13

"15
16
'7
lB
19
20
21
22
23
24

00246:01
02
03
O'
OS

O'
07
OB

O''0
11

'2
13
14
15

"17

71. PAGE 24]:18 TO Z,43'U (RUNNING 00:00:12.000)

J9 wllh respect to the lang~"QI! that was used 1n
19 the Idbel chanq , did ,01.1 [,8J 1 doctors that
20 ~he ncidenee ot hypel"q.yee.m.,.. was Com:DO:'l or
21 t requlllnt? Old yuu 1.1.:11. tho~e words'?
22 A. w. d.1d not use those words.

SOA 2nd Amended PegWlfle Duignauons
as of March 3. 2008· ChaMs Beasley

Case No 3AN--06-0563O CI
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7... PAGE 250:17 TO 250:23 (RUNNING 00:00:12.000)

75. PAGE 252:07 TO 253:06 (RUNNING 00:00:57.000)

analysis.
O. AJ,d .her you -ortured the

dlSCol for Soall pel! or tl_ yo.. car.e up with
this ."nqlJaqe wl'llch, essen=i.lly, shows no
dlitecen a bet"'tlen typeeKii U~l!~S ~nt1 placebo
U~hlnl 1n t rr,s c: typ r ly ·flI~., ~ocr.ct?

A. Am' 8Q81n. I would disagree
vilh y~o.:r Chll::8ctlltlzation of tor ured. 1
would ,)9 .. 1n refer to ::her~.lnl'J .. ne double
checLn'1. !herl'" i~ .. numurlcal deference
w1 th If> on olan:aplna bUl the nU:llb4'rs are
cert.dlnly closer togethor.

• 15 1t your t.o~limony that rhe
ch.. ngtco hor~ ~hl!lt we see, frorn ""h.. • va!> In the
raUonale tor orl91nal proposal versus what
Ca..:-r.8 out of tho end of rhe pro<:ess, is
because you checked youc anthlr.etlc 3nd you
found the nWllbt!rs wero wrotlq?

A. Wctll, 1t. would not be
appropnate co chllcacteri:z:e it as arithmetic.
It's rhe process of chocking the computer
prograwt that result In (lndlnq the result.s
ch"t. you hav/".

And 1[ we Just CUL to the
chase here, whet h",ppon~ was FDA [lye mont.hs
after yrlU IMdt> t!lat 10100J chanQe on your own
without prior fDA IIpproval. FDA c ..m4! back on
Octoaur 11, 2000, "nd said you nave to take
l:na~ lanqu~ge out, correct?

A. Tha' •$ correct.
O. And the reason ...hy they made

you tilke 1.t out 15 because the rnA SUd, this
j B on the second PlIqe of t.he document, "The
descClpl~ve dolta thllt 15 provldcd expresses a
certain level of Intplied safety with :::,espect
to treil"ment enlflrq'Ult hyperglycemia." 00 you
see that languilV8. sIr?

A. Ves, I do.
O. And In fact, that that was

the case. The datd that you repor:.ed 1n
there, tt'.~ .sta:e:ne:lts t.~at YQu had in the
.LClIbf!:I.1hil e;how.d tt,.t th.rlt l;o!S. M~5",ntlally,

no (l.lrlf~r.n(". ~:'" en h~.qJYC·:T:1oll in
Zypn'IL .:Is.r~ verDcos pial"", pett len:s. A..,d
the H:A o~=" ~d j lhCllt 'Chat express('s ~

cert .. u. 1,·~.J of uapLed SJ:pt.:n HI that
corr r.t ~

00247:01
02
OJ
O'
0'O.
01
08O,
10
11
12
13
14
15,.
11

01
08
O.
10
11
12
13
14
15,.
11
18
19
20
21
22
2J
2.

0025J: 01
02
OJ
04
0'O.

17 t.hat 111 ius "m;nutfl'. Li;!t's finish up with
IB chI s l ... Ltol chQnge that you guy', did 1.n May of
19 2000. t~ha: tlapponl"d, t ~vo months l,Jlet, wals
20 that F'DA .·WI.. bll'k and m dl,! you ta}.1:! it.
21 OUI -. made you take hill ldnqu8Qe out of the
22 Jabol; ;., tllilt cO:rect.?
23 A. 'rholl'~ correct.

73. PAGE 2"7:01 TO 2"7.17 (RUNNING OO.OOl"! 0(0)

SOA 2nd Amended PageAile oes.vnabDns
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78. PAGE 258:03 TO 258:09 (RUNNING 00:00;18.000)

79. PAGE 258:11 TO 258:23 (RUNNING 00:00'25.000)

:inal

Ok.1y. And 'lou had received a
requt!:'It !rolll RG ph D1t:lnann -- by the way.
who WdS Ralph 01t.~raann?

A. Ra lph Dj,t '.lII4nn ....as .:.I

Germcln -- ,~ w.13 '" toernldr, p!:y:'"h)alrl~t in our
Gprtlloll. ",Cft 11dl ,

C. And h'" WdSIC"k1nt; 'iO~ for
10fotl1l..l 10 r. '1~·~rQ1YC:E:r ... a. corrE!'ct.:

A. ~t I:lI8 eE' ~ r I Cdll --
Ie }OU look. a: It·.1! top or the

:tecot'!Ll p.!I~~.

A. Y ~

o v£.b'j. AlIa yot.: wrute bdCk to
him and you said. in patL, "Our continuous
anl'lly:u>s show Lha: ,,1an~dpJne d::>es result in
St,]t.1St~t:a .... :51'11 .ltleafl~ roe ... n Ihereases in
rnndOl:l lJ!u"::OSttS lelolt\ve l pideebe and
ha.lopendol." Id I read that. correctly?

A, That." correct.

I'm nolt. ('h racter;~119 as
firMl, (. !ttl I , M' ,H .. VtH Y oJ d d an
atu.!.y5.S tholt you 1houqht "".,~ lIrlJOrtant
enough a:ld VUll hilt eonIid~nt el.ouqf< .n to
:IulJm1t 1.0 tt f' Cl ,b.. l P::'oo:iUCt 1.dbe1 inq
COlT~t tl. W!'!:l;!: 5./ud that H,t!' l:lClde:'lC'f;' of
treH:un ellerqlmt h,perqly Uta \o.u three
alld-., ·t... r tiJ:IUs h!;her ~I'I Zrprexll users as
('c:npr::t ~ pi t>et; 1,;5er5, !'(ttCt'

A <i~ IS': rre'l 3:l-! 1'0

1J /I.. Ard aqain y U've
12 chilr..~t n::.e-j ;h<lt, T bel I!\''::, M! a
13 fUIOIII~.

14

",.
17
19

"20
21
22
2)

03 Q. Okay. t wlint to make sure 1
04 understrind the time fr3Jl\e here, In February
05 of 2000, oJ year berere Lhis Q-lIl4il, you and
06 Kenneth K.,.,onq d" ,Ill analyslS wh::.ch t.nds an
07 inc.ld~IiC't.' Qr trentm(>nt-cmerq~n:.. hyperglycemia
09 thu'" <Wd-ll ha~r n~f"~ h_<.JhIH 111 lyprexa
09 u:Jcr. v"'c~ua pldcebo users, correct?

08 A. ~ th.lnk yuu've 8!SkE!'d IIle twO
09 que5Llfm~ th.h r8:'pec~ La the F"CA's
10 lmpn'sS.1on. that _5 coerec:. 1 "~ew these

.­
20
21
22
2)

2'
00256:01

02
0)

U,
0'o.
07
09

0'
10
11
12
13

03 -t,HUt .onth~ loter, you and
04 aLh r:1 • II-;p nQu:tge that gces into the
05 labe.Hn9 un ,'r tho pec'.l.al IlUpplllment changes
06 beinQ etftl ·t~d. WhH'h shows, eS5ent1ally. no
07 dl([er-enco bctwel'~ the lnciaence or
os h~'~r91,'C'esll1a n ,;,yprexd U5~U ve["su~ plelcebo
09 us",~s. A..'ld five .a.'1th" after that.. rnA makes
10 you take ou~ that l ..n,;u<1l:!· bWclt01se they -5;';y

n. PAGE 255:19 TO 256 13 (RUNNING 00:00 490001

80. PAGE 259:03 TO 25912 (RUNNING 00.00:28.0001

SOA 2nd Amencted PageA.nt Deslgnabons
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82. PAGE 260:02 TO 260:19 (RUNNING 00 00 39.000)

r.. I aqLt~(' "l·h you wtt.h respect
to th d.'t.OO of the fDA. .l': your ql.:estion
you chara"'ten;;:ed our actions in II cer['~Ln

fashion tha~ I ,"au d disilgre. ,"lth.
Q. And ther. t. ve mon:.hs after

the fDA. IMk9S yl lJ take out. that language,
...hlCh they saId was expressln" IS certain

'fe .••
Thllt would be week one after

beginning U:l8 of tne drug"
A, rhcil'S COCIP.ct.

lalk al)()'lt t.hClt rIght flOW, 00 you recall
r.haL in OCtober at 2000, YOIl and various
represent.at} \'tlS of Ell Li 11 Y hdd a mectJ.ng
with a group of outside expert:s in Atlanta?

II, Yes, J do.
Okdy. And those were -­

those people th,l you met wi th, those outside
e:xperts, wcre an academic ilIdv':'sory board,
correcl?

A. ThoSt's corrftct.
Now, £.1 l.illy is a drur;l

COlnpolny which DakClS, not only psyctl101tric
druQ'S. but al:'lo IMk"s and dlstlibutes a
nwr.bor of dn.1I 1.H :.he r-e,)·..Jr1f:>n': I.J'
diabelr , ~or c,,,

Tha '5 corr

A.. I don't r ('all that
cha:-... ,-·! "f .;" .. COil but those were cfOrta.:.nly a
n~f c! v ry, vllry prominent aCddelU::
indlviuutl_s.

02 level of unpiled safety with respect [,0
03 treaLment-emorqent hyperglycenia. you do
04 anoth9r Bllalyus which f:'nda a statistically
OS .lILgnlricant llIOan increase in random glucose
06 for Zyprexol relolt-tve to placebo and
07 tla lopt-dduJ, correct?
OB A. Tha~ wa" ouy undprstand1n; at
09 t.he tUlr havlnt} n,,' ~.n to'/olvod il those
10 "nollj":'II;'~.

11 O. ,c.nd, s1c, It 1 ~o'.ud direct
12 your ,.t::.nliun tu the rcn:dlninl} l.:JngUolge in
13 thar. p,HdljrClph, lOU go all to (Illite. "These
];I increa'S("s dre Ol;l,;uning as 8drly dlf week
15 one," corroct 'f
16 A.
17,.
19

08 O. Okay And d you recall that.
09 people in Lll ... y referred "0 thps. 0'-1 sIde
10 .xpert.s 0.5 b4unq i., tt.e "'110'2'1 Who ot
11 d"\bel~·."

1>
13

""

"20
21
22
23
24

00260:0}

SOA 2nd Amended PageIUne Deslgnations
as of Mart:h 3. 2008· Char1es 8HPty

case No 3AN-Q6-(I5630 CI
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14
15,.
17,.,.
20
21
22
23
24

00264: 01
02
OJ

0'
05

11 it.'s - 1t QJ.v•• an imp.l1f"o se,,:se oC :safe y.
12 correct

81. PAGE 259:19 TO 260 01 (RUNNING 00 00:14.000)

83. PAGE 263:14 TO 264:05 (RUNNING 00:00:45.000)

84. PAGE 266:08 TO 266.15 {RUNNING 00 00:21 0001

A



A.

,\. 'fes, t.hl.·'· ccrrecl,
011... ". 111 the:. sec~nd

pcsragraph hi:! ., !I (III to t,,' P., "They were.
however, cCJllc€'rned by o~r spo:n:aneou:I AE
~eport5." That' [cterc1n') In adver~e event
r~po[ts. co.truct"

A. Tholl. '5 ccrreCt.
0, "'1\1 d quit. 1:l1p[es$~d by the

ll".dgr;1tuOe oC wlHgr.t Qa.:.n on 01an7,,,plne and
unp11ca',lon:l ror gl~co5t1 Kuch oC their
input rOt h('!,.ful Stcp~ ca. back to
ad,JrC5$wq w'H~I,t q,nn."

I ..<! I read th.u' rrectly?
That'. Cl,)rrect.
And you had ~~r. warned about

the we1::ht .:)ain preble. by .nothe: pa:1Cl of
Quts.d expe~t3!:1s we se .. d -- ~s wq, talked
~~l(lut 1~' ",- tt:e bvqilU'.l.:.g ct your
depO$J.· OIl t .. .::k In De(;eIf~ r cf 1'1":), correct?

:'. ha 's c .....'d lhi:o was
SOlt{:lt ... ., r t e oj s r.l C1 ...n::l Crom l:Iy
pEl pl" Y. q_" :. 8r e I!!·:O·:~. we
... II ~t I. u 9 t

Ana 01'1 HH,l.nQ en ll. his

08 .... Anf1 :or tho Cl ~or:i t.hls is an
09 e-IIQ,ul .::J -t ~l !":I, 2 I. :rn :l,;;.lx!rt
10 801 •. ' I t r 8 .. ~ '/. h lSloplwr i'0C".ba.
11 A~,.~ Hie er j'l I flr-oot. r .. • ronA

Cava~;:o: • oJ" rf!rJoc'j. II IhlcOAbe. Jack
E ordall, SUI. Ke _:11. t-:J,C d& /'!.urphy. John
R ct"lCUS, £t;g ne ruelll • .snd H.l\;;rJ,.~J.O Tohen
and f'd:Jla -r:~pd.. .:. corr~c':1

A. Yell.
O. And .n t.his e-mail Or. Balter

:9il .. tCll ~hA':. - ill lhe [:[51. pacagraph. "For
your InfoCllldtlor.. the Lilly diabet.es :'Ila.sh
end"'lcrinf' qroup held an 4caaerrtlc adv150:ry
boarc! lltfteting th1s weekeud Ir. Atlant.a."

So that would have beer: days
before OCtober 9. correct?

A. Ye".
;)1.4Y. ArId we know that on

Cctobtir 11, the I' COllIeS out a:1d say:! you·ve
got to ';410:0 [h,)1 111001 lanq'.lolqe out, right?

A. Correct..
O. OIt.iY. So within ddYS after

you ntl~('t with t.h~ outSide experts, FDA tells
you to take Ltll~ I abel out, t.l,Iht?

A. Yes.
Dr. Baker tn Exhibit 6998.

gQes on .n hJ5 C' lMil to say, "They ~indly

~ll"tl ..d two hou[<> Cut' di5cu5sion of
olallzllptnl)'£ potuntl"l h~perglyccmla risks
lind "'I'."tlt":"l n".'IdAy. Chrill Bomba, PtllrLl:ia
Cav.I~Z Ii, Uf>l Y.Elullnq .lnd 1 at:tondcd.
Untortun,Hely, tt,l~ cons .':'l-Jllon reinforced
my 1.11 ': I r. Lh.l I.yperglycenld renlidns
qu.u~ ~ tr'.re,n fur llln::",p.:,\e "lilt.! ma~' merit
incr' ,ls1nq ~\l'n lurther Ill€!'ilns] "tlention and
mark&tlr';Q focus on the lOPIC" OlO t see
thiH
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87. PAGE 276:08 TO 277:23 (RUNNING 00:01:32.000)

86. PAGE 274:05 TO 27"·10 (RUNNING OO;OO~10.DOOI

corrf'ct?

a-mall DE". Sake:- said. "CLting tlIethodoloqical
questlons, at leliSt the voccal llMrlIlbers were
not rp.. !;~ur.d adequately by our analyses,
such Lh.t the f.u,dlnq that r"latJve risk was
nol hlqt.er than cO/IIpdcative drugs.
oisconcltctlnqly, one member cOIIIP&red our
approach La Wacnec·La:aben· s reported
argulM!nl tha~ Re:u_in did not caulle more
hepatic problems tllan other drugs Ln its
elas:!." Do you 5•• that Idnquage. 5le?

A. Yes, 1 do.
Q. W,"re YOll (.u '.loa! ... lth what

Wan,l'r-lAr.: 1't WlaS .:lolnq \o.tth re.!lp4!tct to
~ez:J1. n

A. ~.: 1 ..~ :,}J"Iil~ar with the
drug ln~ I lola.!! ( r.:111iH W1 h the filet that it
WdS, ull.lUt.l~. wlthdnnm CDl!l the IUcket.

BItr:4USlt of l<tfe:y protllefll5,

A f'hu:/IUSe ot the perceptl0n
chat \t hnd a t"4sk of he~llC:: dy:at"unl·elon.

A. thlnk t....",.1n naividuill
involt·o til ttitt /tI,,:'k tln'l <t "01 n. thtl iJ.S.
Ath t~

Okay. lL"1d f rte SUbJect is the
racetif.9 with efldKtinolOQJ.C cOI,sultants,
COtlect?

O. Do you knc '.t who Euqane Th i em
was"

. ~o I wnnt t.o direct your
attention fi.rst to that e-ma~l trom ThOlr.as
Bced1.,. to Robert. Boker and Eugene Theim.
It· 5 on -- it. starlit in the rulddle of the
Hrst page. And !Jr.Sl at all, who was 'i'hort'l4s
rod.t·.,

A. I don'l kno;.f who Mr. Brodie

A. Y"s.
And. Mr. Brodle says,

"Roben," ret.rnng to Robert Baker, ·clearly
t.hlS g:'O"_p of F.ndOCl tnologislS, wto spoke up
and I would. ute nese who did speak up as
the lead,Hs 01 the p4ck, arv vary c:onCQrned
wah rh tlpplOIll,'h Lilly J.lI taHnq ::.owards r.he
issue thelt Zypr.x/I le.1ds [,0 diabetes. 1 can
only hope that you and a • c:t t.he te.alll who
4tt..nd~:j thlt NALlI\a 1:188t.ln9 are Q'clinlng t.he
ear 01 l!Ienl0r le<l::iorsl.ip and art.iculatlnQ
thlS tlnd nq. A.1tho:JQ'h the board's
recOlI:IIIOnd ',;\on IS, probably, not the way
L.111y, typJ.ccal.y, dollts business, I do beilev.
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OS 1"r.!.day. I·t II" !St.,)W you another
06 e lllal. reqardin1 thlS nl~8tltlq that
07 you h~j 1O.t.h the (ulstde experts 1.n
08 ()ct.ober or lOOO, I h.1nu you what's
09 been prev,;.ously In..trK8d as
10 Exhibit 1449.
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89. PAGE 283:' 1 TO 28809 (RUNNING 00:04 44 000)

88. PAGE 278:16 TO 218~2J lRUNNING 0000;18.000)
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\. And w, !i_r, if I
coulj d.leCI y .n ,ttenl .. u·· to the thlrd
phy!l.1.cd I pa:]". At the top of the page is an
e-IM1..1. [turn Roben Baker tc; you, Alan Breler,
ChrI~t.opher Bombtt. Plltri:.i I r.ItV~z ..c.n:&, Suni
Ktlpl.r'l, <1':ldln r6l!errinq to the IT:l!Otlng with
endoct ;uoloqlc I:I.nSlJllant5, correct?

h. l'~~

I\.nu tn thu" e-mll Dr. Baker
dON~ two Lhl nqs, n\l:'T\t)ttr ont', hI:' fc·rw,)rds to
you ~nd the c.LtuH:; than~ tnat orl91.nal c-mall
t.hat 1.I;l'd gotten t.tJll Thor:w~ Brodle, tk':e olle
WhelQ he s~id that, "Althuuqn rhe board's
U~c":M'''lldation I~, probtlbl'r', not tne way
l.illy, tYPlcoJlly, dOC5 bUS.llC05S, I do believe
the-y t\Iad~ a very :11 rong palr':t that unless we
COllie c.I."a/ on ln~s It coulo gel. m:,Jch more
seriOus than we Iflic:ht antIcipate," correct?

i'HE WITl\!::SS: Exco:lc me, I
"'oJ~ .. :l'o):in" olt th: 5 i\nd 1 believe
tnat was on Page 1, a5 I :ecall.

""ch, S.H, the language'
]u.st H"ad ...·4•• - Y '18 '::Olleet is In the
it-llLlli_.,):1 the ttCG or i'aQ'" It's also in
thE:" mall 'I./lt's at th tt~ o~ P3qe J.
~ '.;1$8 n pal wn<.it fa 1 d:>e!l 1.11
retl.;! t n 8 1Nl.l. I at R 1 t l\t! e s nt to
yoo snoj h 1 f ",... rul'19 .11 ot-~ ... trOlll
Tt:u::as .::1 •• , .!

A. 'if!$

';r.o.l. was n th.lt emaIl
troa Th,- s Br:3d.e- hat Hr rod• .., !!I.ud that,
"I ~M, 0 . y 1,~p4I I.at yo~ and ~l::' of :;he tea.
who att~:'l,j.d lh _ ln9 •. ~ ;a.l.n.l.!l9 the ear
of :lent:: ad.1 h point! dHl ulcltlr.q this
t ndln9" rr.·"

A Th t'H COtl r
• A.;. s.o, 1n fan, by Robert

Bakltr :1l~'r:.'JlnQ Uti ~no en to A':':I~j 8nne!', he

16 And the man t!l..tt you had the
17 ear o! "'d~ Dr Gary'I'ollef!io:1, correct?
18 A. That's correct,
19 0, And did you have the ear of
20 any oLher!i who wltre -- would be requrded as
21 .senior leaderst.lp n the cO!:'Pany1
22 A.· b ·.dev tIT ",150 WdS
ZJ ftb >! t 1P6'cl r(>vl wJ th:'1 Bral-er.

lhey r.lolde " v@ry strong po nt Olelt L:nless we
COf:Wt clean :"11 this, it could qet :Il..ch IIIOre
seno.. !; ttllS" "'. 'l.Ight a:ltJc1pat@." Do you

that lanqua'le, 81r'

A Ve , I do.
uy. tl~, you -jai, indeed,

h!!lve :.r. Q e.n of ",ml0r le..dership ..!thin the
corpor,,"lon, cid loOU not?

A Ye , I '''vuld ch,1nct.erize :Ily
pcSlll JI. as, II le:l , hav.n: their Bar.
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put this 1n tlhll wlir of ••n1oe leadership of
Lhe cc.panj, correct"

A. Tn_t's correct.
. SO .1I.1an Breier w.u wformed

I,. OCtot,fH of ,100U. thllt th~~. co,,:&ulrant:ll
...~r~ Bay "9 tt..Jt., "they ..ad. "' '/ery strong
po.n" -hat 1.;:'1.8.8 1118 co:r. clear. on t.his i.t
coul:1 l} I t!lU t more sel10lO. than "'. llIight
cu,ti.;iVoltu," ccrrlt t1

A. T.~!·s correct
Q. Olo.a1 J\rld then ;.n his .-mail

to fl:cbt-tt Bate" pardon me -- tn Robert
&Iker'J e-llI,:ul 10 you and ()tlu~rs ,;n. tho tOP
of th•• Pdql. J. ha t\lss - .. he st,lCtS ott by
saying. "My take 'lof,U tholt lh •• !)Card ",f
ecadF.ll.,. emlocf inQIQ<}ists .. ,15 ;."prcssed
enouqt by tr.v Jln tude of wtnqlit qllin and
thl' nUlllber ur repgrL:i Ln tne spontiln80U5
aoverse pvent doltdu61l1e tMlt they werE
predtsposed :0 ~kepticisM T.O any analysis
that d.:.d not :'1nd hyperglyctlmlo rates or
olanzaplno tnan cOltlparators," correct?

A. Th4t' s correct.
Then he 908S on to have a

me.5saqe 0 you and also to A16n Ureler,
correct?

A. That's correct.
O. And he :tays to you, "00 you

think 11 appropriate to look at secondary
analy.!!i: that. aoes not exclude baseline
abllCJrm<ll:l <lud Ilmotlull luok1.ng .1l mcan ch.1nges
in q1.urulll'," ccrrt!('l"1

A. Tnt'll':' c()rIOct..
.\Ivi the lookJ.119 4t mean

chanq !l In fjllueosf' Is t.hE' contll~uuus anulysis
tholL ...c r(>1lHrN! t e.:u:litH, co(::,ect"

A. ·Ch.!' 's corr..Cl
• And thal's the one lllllt when

you did it, fa couple /llOnths 1oller, your
understandIng in rt.bruaty 2001 was that it
dld. Indeed, show 11 statlSl1cally significant
increase .:.n rdlldo:ll q:'UCUSD I'or z.yprexa
lelative to placebO and haloperidol, correct.?

tI.. Thd[ lS my -- tha: was my
undC'rstanj_llIJ ~ those 'ltlalyS.l5 at lhe time.
I ara root. -- 1 h,we flO knowledge or t.he
u.:.t~tr. outco:ne 1)1 what. lIllIy have b8en
cont.inulng o1:1I1:'Y5.S here.

Ok.1y. Because b)' that point
you were out ot 1\., right, you were gone1

A. 1 was tran.:!itlo:'ling out of
it, yc~.

Til Y Look you out o~ the
typrexa qroup and tnay ~el.t you over to deal
With Clali.ll, corr",,_"?

A. Tt.at·.11 correct.
Okol). Now. let.' s cont..lnue on

with what Pobert Bisk :: WU: te111nq Alan
Brcoier. Ul" Cor tho 'n.lor I:WInti9eJber.r At. Lilly
herf' r1 thb ~"ll Dcu.,ber.O C
Or b.l : a , ... J HI, '" LE'lieve tho!l ... t.iSL
To:tl • r : (J ~ 1 t .as," «;1.I.:.te, 'Of ut the way
Lll J~., ~n. caJ.., •• bustn '5:1," ne! quo:;.e,
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90. PAGE 288:11 TO 288:17 (RUNNING OO~OO-16.000)

91. PAGE 288:19 TO 288:21 jRUNNING 00-00:02.000)

I L !i....& :.t Is.
;'-J t\.'lQ then wl,tl:' s c3bove

t.hat, w', h a III lly ~Ltlll. on Page :t, is
your a-mat ... r8~por.5e Ott:1: LO Dr. Baker'?

1\. ! hdven't r("5d It. yet but
that would oSppetlt t.o be -- the 9th at 3:42,
tne lO"h at ~;),) - II) wo.. ld have presUlMbly
sent tn.u 1dt~ n t" aft. tnoon and 1 would
have IOl!er. tt: til n x' -- :.he next ::norning.

. S r, would you agree wit.h file
t.hat Lh£> e-1I1a 11 th.:at.' s at. t.I:e bot.t.om of.
Page 3 at L111, ,,"xl. :!Ji t. is the same e-mail
that. we w re 1.. lt ·~_killg dOOUt in "he prior
oXl'lih.t

51r?
~. Yes,: 00.

An:! so wt.at Bake' was telUng
BreIer anti by 1'. way, Breler WoiIS nOl at
the If l,nl). ·r t"

A. No.1
Ok:\1 tld"IH'~ telltng

B[I'ler UUlL. t eS8 experr::. w('re sa;r:-.r:q that.
you S/'l .1u, ".~1.I ., a. 'ct tha~ lyprelCa ray
have <I ·otll t1 9:'1,11;; se .11151.1$, correct?

"are suqqesLJona to mare vocally assert. that
ollinzap.ll'l" aay nll?O a problem on tho qlucose
issue ar:d cat-her tnlln Cl'Ovinq CONard with our
analyses lucnlnq all tnfo over to an
tndeptlnd nt bOard foc ttlVl(lW. concl~~1ons and
dlsSw:U.natloa ...

22
2),.

00292: 01
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O.O.
10
11

11 Q. J r.at Whdl he suys?
12 ,... Th"". was ",pp..lcent_y
13 Or. a,,~;~r'" e 01le"tl0n at thli! tIme.
14 V. "'e;lh So he's s,)Ylng that
15 the experts dre 5u.11ng. "Hey. go out dnd tell
16 ductor!.' I Ilelt t)o·~ ru~CI may "IHVe a problem with
17 glUCOlht."
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19 R1Qhr?
20 A. Al}ttln, t.htll was apparently
21 01;. 8akoz:':; recullect.ion at. t.he Lime.

92. PAGE 291:22 TO 292:11 (RUNNING 00:00:52.000)

93. PAGE 292:20 TO 292 22 lRUNNING 00 00,05.000)

20 ,
21 <;pv_nq IJ:. I

22 A.

!.n n !tiJ::I e fl141. )'ou':::e
Q ..."1e .t\.ldtlOr., correct.?

"'h t'" COtr.ct.

94. PAGE 293:06 TO 29408 (RUNNING 00 01 -06.000)

06 Ik y. And then ir. the second
01 paragraph IOU :idY. "rhese ljI~Ys were really
09 concer!"led oI\hou" th w.ight ga.1.n, not only
09 because ot tho diabetos risk but all the
10 other potpntial hell1th rhks. They .:.nitially
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95 PAGE 295 10 TO 296 10 (RUNNING 00 01 06.0001

"t !iitcall an)'

II;) , dla :base experts
f \oIh.:st Lh~ _an: when

should ."qqr8ss1vely face

R1Ojllt.

11 t there ~ere finding!! of
:ugniLcant ~eiyh ~in ln anllllllls on fixed
diets, tholt UMon!! 0 were :seeir.g weight gain
1n anima. who!!e d t ""oilS controlled,
exper.l\IItnt ....q·. s hdt they ....ere not jus":.
free :0 ~eed 4' t wlshrC, but tht'i' were
Qiv('f'l (Jt ct ... at f d. c~rr8::t.'

r.., we lJ be or:~.. t.

l.J tot. I And when yo J ~efer to
the "nun",l., 01 (IX',j dIet' ln tlus e-llidil. aD
1 correct lI..,t th.:J"~ refo!rring to icientific
Stuai'?5 conduroll'd t.y Lilly which showed that
anitll<J1.5 or. fixed ,1 ('t.ll also showed
signiU .. I.t w~'J(jh~ aill?

r,. t lon't recall tht> specific
bll:si5, 'It thl!1 po t six years l,oner, for
thi!! Mt",tE-m"lll on I I p"rt. Agaln.
Dr. Ore; 1:1. un LUXI ology, were conduct: 1.ng
studie:; WI tli ant and studtes t.old been
previously C:.Jnou.:1 d. So I cannot recall the
speciClc st'.ld.lf". tt.i1t T ~<!os re(erring to.

O~ 'I Bu'. It yo-.:.(' c-:nail is
corLi~ct, ilnd you W to tho one that wrote
this?

thougr.t It migt,t i;31 Y be .. responso
..:.c:pro...el"'.en~ in II ·ophrp.n14 ',uth .. few
outljpr~. & cd'he ... lve V1."'. h\.Jt they ain't
shrin)r:l ""~ ell th cJnders:ood t!lat this is
seen .n non~ps cto r c nl'lf1rd' sand dl•• Dals on
fu:$'d diP S, 1."5 nc:err "'lth dnuuls. and
thilt. cl.!ln.i1pu. 1 he ~c:n offe~dp.r other
than r.: 0 "pin.). adv "'tee! a dl t~8rp.nt

rr.arlteonq stratlt9... than we lire taking, They
believe we :5hpuld.·· quote, "o.lgg[05:51Voly race
the .551.1"." end q te, "dnd WOCIt "nth
phys.lcillns to tlIddress :ucth0<15 of rediJcing
weight 9,)~n."

Lt. j I read that correctly'?
A. T 0:'05 cc>rrect

f" "', when you I1Illke a
rcferencflt to ncr:~ notic nQrT"'Ials, all I
co"e..:l l.dt you' 1"8 referring to cL.:lical
sludies done by L 'I ,",'h_CI. :Jho....ed that
nannal f.~.r 1 , n I V hot I w5, wht~n they take
Z~'prQ)<4 h.;J·/ :> qr. f_ ./lnr 101 .qht. qaln',. ,
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96. PAGE 297:05 TO 298 07 (RUNNING 00 01 10.000)
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1 r, do you recall
:"lth~ la:.er 1.n which you

lerOl;S :0 state thot such
lOn/ii-term l~crej!l.5ed

e pnor to l]aininq that
~ in tempora! relation
"I, the patient developed
r.q q: UCOSI! and J tpid

Lhdt WoIII$ .J. speculatlon on
la:,' 10 U!'ldCISCOre this

.uEU:'l.1 "aced With.

c 'uId d ... reel your
of the docu."lI'O'nt. That's

Anand to A!'ldlea 5~J.th

I t.1ndby s' dtelr.~lIt to
cn ,*s to wh.tb~r

d:ov.~:ic... I.r
w lQh· QaH "':'ld d:abetes
fa Qra;,:vd r ~sk. factors.

aee that, 8.r'

h_n thiS gets forwarded
a 01. Pi1;,j1l 2 of chI'!
r.-o.1:1 tcOC! you :;0

ies '0 Ecnle Anand.
Ha gaUL SOVl!ll, Anna

oJ respond <lhd say, "One
ae!ln..:.t1vel~ is thal
bt <,1"10 <lnd to:,

';.;l~ Ot patll!nt~ in
th.. dru9 lor -=:. than

t f ~•.ur. \."0.1:; :oore than
it. n ~in. a1

e ~)us j.: un::is
C t eo [l'.tr":j, it

ta t t SU <l
1C1:ll, nc:rettS d

r1 r t ;I "."9

SOA 2nd Amended PagMlne Oes9natJons
as d Mardl 3, 2008 • Chattos BeasW;
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said t 100, uld 1)(,
a patlen:: .s no,:: .1

cardlac tJ.!$k rttIOI
weight, cspecally
with that welgt.t t'l
an In:::,r@d"'Ol HI 'd.'
levels?

A. t d lI't recall that
sptfcillt.dlly, hut :n,,,y well have wntten
that. ~dll"\lhg bOd! t<'ll is t:"learly recognized
as a ri:"ik (ljr:or f : c.-irdlovascular disease.
I thJ:lk .I. I~.'r. 1 d clt 111 r.I}' fi rst yC.H
phyu I o!. ~ 1

C. J
aLt.IWllon to aqe
an Et-mal~ :rc,'1 Ern
asklnQ • r" tIl rf/' Wti

clar~(y !Illy'" p:.
Z~'prex", ..~ llIu~.

c pl • ..:<tt 1 jl~ due r
wtllch :r cl1n.:.~a
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,.
20
21
22
23
2<

00298:01
02
03
o.
as
o.
01

23
2.

00299:01
02
03
O'
OSO.
07
08
O.
10
11

03
O.
OS
O.
01
08
O.
10
11
12
13
14
15,.
11
18

"20
21
22
23
2.

00301:01
02
03
O'
Os

97. PAGE 298:21 TO 298 22 (RUNNING 00.0']01 000)

98. PAGE 298:23 TO 299:11 (RUNNING 00;00]1 0001

99. PAGE 300;03 TO 301:22 (RUNNING 00 01 52000)



102. PAGE 306;12 TO 307;19 (RUNNING 00 01·36,0001

100. PAGE 304:21 TO 305:11 {RUNNING 00 00:35.0001

au au that language,

ucn h d.sp\,,;te thllt you,
.1 , lh<l.Jyh?

1 .l ,.':.
nQ yo:..Ir ao.:"1'n::l0n, .tf r

£-:I,.b1t H'sJ.
II T..t,SS ~4~3.

o.
sir?

you ncaU wrtting that
a-mall on or .. boUl 'lttrch 1~, 20011

A. N 1 moan, "galn, I do not

1nd.od ,

could,

Q. 0, Yeu ClO on in your
e-Il\d{ 1 abCJut tftn dUWIl t rOf"\ there to
say - ~ tUoldi', ,2. J, 4, ~, 6, -;, a, 9 -­
ten lines fu,:'11 Ih l ,p, "rhe proolel:l 15 the
arbitrary natul;c L the CUl point. and the
potenLinl lor big IIIrL3 dependinq on those
CUt points and '.tlO ri1ct th,n we Cha!5e the cut
points, not rell.lly hey camet trom the ADA
webs:tp. "Iu~y SPt 'H1ce1ly referred to the
data as beir.g tOct red." Did [ read that
correctly?

I.. Thflt'scocrect.
Q. Do Y II know who 1t was that

refercad to lhe d'Jl 8S being tortured?
A. I~, do not,

Dr r; • .I.rlg down to I he next
p.1rtll;;raptl, ~n • III '(nO ::Ient.nee you say,
"They," re-lerrl:"1q a tt,e oU::3ido comr;Jltants,
"They want. t.he 01 'lOU~ d.l <t, \,;::I.ng all
dala, analy::vd v J IIr•• cC-':,1cylnq [or both
st.atle, ~:l1llb tIc l r, Sl"t, b<tseUI.f',
abe!51 tv, t'r to' "[ on<J dynbM.lC CO-\·Ilcl.snts,
weight gatti, alt. l~., n h 'perqlyce::u.a
dose. S.:.m:1!H·O 1 id Alllson, one or t.wo
would be t.aJ.lPY to • .:11. 0:.1: datil and
pectom the co:-re· :l.IJ.yses. llkp we don't
have ccrrp.:en· dt i.e~ ... n:J." Did I ["cad
thar. correctly"

A. ,.ta '3 CvIC"<:t,
At...pp.sr.ntly, you'd had

SOllNt prObleJ:l.:J WI th "st.lltlsticillns, as
we've alre.sdy d l'C ... ed, because ut thllt
sequence of events hat Wt! talked itbout where
you wen':: t.o your or q~r"11 proposal or the
labeling cilonga in bruary ann the basis for
that propositI then, unu you came cut with a
much dl!£e!"enl ,sb, b,astii on what you
cefarrcd l &!5 0,; .1 (" error?

06 that weiqht:, ~5pt1: 100J.J.)', if 1n t8l:lpOnl
07 <lssoc1auon w~"11 t'hal w 1qht galn the patient
08 deveJ.op....d an Incr 0 in fa5ting g':'llCOSti and
09 lip.u! 1.",..15,"
10
11
12
13
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"n
18

"20
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don'l believe tha~ our
lnCOIllpetcmL or --
• 15 d process of 901n9
~.y:H's. pertona_nq them by

I y:;~ are cen:aln you get
"dling .Ii long coiu.-an of

A.
stotistlcianll ar
incon:petont. fh
throuqh Tept'lll~

flul l1pl0 p.opl. _
them correct. 11
f1q:JI'"CS.

9"1 un ~o say towards the
end oC Cha' pa--ag( h, "= wlll say that I
belle",. tit! 5hould ..v a tull tl:lle,
dedicollea, soph" ated, Jlldlt..5':1.cal
resource that doe o'hing but hyperglycemia,
no me.Lings, no -veys, zilch. until we have
completely t.orlul~ the daLII," Did I cead
that correctly:'

A. 'it. "5 CorrltCl.
At :! c1-d you coo;pletaly

torture the ~bta'l'

A. " II, and again. what I mean
by torturo the dol'. here, .n reference- to the
pacagrap!l <lbQ',. wh It was USl!!d in til

positJ.v' Gnll'.:t, .It \oj thoroughly analyzed
I:he d~t.l. Co: lnq o{ th ..a meel.nc, we had
th~ tw" In I v CJ at ~ 11' lntec"3ted in
WOek.1hq w.th u , 1 Or r'"aV!lZtonl
assilJllCd ~ul j t 1'; IUld I bE-I love, alt.houqh I
could llfl LI'", : ~oc r,J.t O.z:. Defiler took
stops to sce th.ll llrionlll :It,,tistical
resourc~:Io W~H~ oJo d

w 1 0 Incr.(I~ed [he time
COll'.m1ttr.enr of thl !lloc.rinologist that was
wockin9 with U:i Ot, .t)"o IlWttOCS.

Ar.;j the ddd.1tlondl
stoltlstical work t: you dId. at least your
underst"nding at lt, up until the tlme you
lefl the ?yprrl)l.l fI 'OCt In lo!l'.:fOc -. some
months later HI 20 ,wa~ that the Cont1nuous
analyses that the l.l1.s1de consultants had
asked tor sho,,-,ed t t olanzdpine does result.
1n a Stllt.1:\ticdlly .~nlticant mean increllses
in rdndO:ll glucose r atlve to placebo and
haloperldol; Isn't t~· correct?

A. A:u rt... t was my understanding
at the time ot wher those <.1nalysls Sr.O(X:i. I

do not know it ho .. re lhe [lnal analyses
o[ th():;e [j .. r~.

ke to d r. t yo_r
atten... p.. rdql-Jpn. ot your

"t. r&qdrd to the
lS~I.l,"" uf lClpalred

glucose "0 r6n 1 s dla~teS, the message
was cJ.e<lt. ilOr.' l Q t ~oo cUJ9lp.,sive about
deni.... , b,a:l1nq 1 I lI'h1zephreflla, or
cLnming no w rae otr.er agenrs ur,til we
ace sure o! :::h. t.... 'illd :H.'re th.ll W8 can
convince 1''"l)u1.t -:J oll:4Ce_iclLlns. W-L
wlrh Rol.u)In was tn. x ....r1e. Suund~ like
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.f' AmcL .. a:1 DUlbete.s
• ~t'l ... ' 1 ha

,\no 1.':'3 put out.

SOA 2nd Amended Pagelline DeSlgl"llltiOnS
as 01 March 3. 2008 • Charies Beasley

case No 3AN..()6.(I5630 CI
Page 2801 33

,\tOher.upon. Deposltion
h.t (s) 1 duly received,

gIld !'fade a Pdrt of the
J,

what, Dan" -- stt k.. that. "So\:nds exactly
Ijke wh<1l Da,,....os ... &<lyl.nq," D.1d I read
that CUrfp..;:tly

A

C

COlrOct.
... I ve ta 1 ked about that
[.. And when you said
.ike what Qun Casey wa.s

II Casey lold LU:y that
aqqcesfuve about denial,

phc"mia, or claiming: that
ft !.h(ln othet agents .

• aCjolin. I don':' recall,
speCiflCJllly, ""hi r Cclsey would h.Jve oade
Lhasa su~g~:>tl.on. 1.. us.

S .... , In fact. dt!:o;pite these
recolfi:l\Pn:Jut Ions b, ,our outside conscltants,
tn ract, "..hat L.u! dld, for yellc3 arter
this, was to ill."l ::1 • hat the rdts of
hypecg:lyclilmid anc Ii Ibotes with l.yprexa was
compac.lble to orb"r drl.lqs, correct.?

II r.1Cl, these were the
endocrinoloqJ.:' ... ,. nnsed lhe question:s in
October of 2000, rl. t wei C the adVisory board
to lho endccr1nclq) s~ce of tho company, the
Diabetes Cdre sid, -orcpct,.?

AT'. correct.
S· f-'/, [h~ Intonn.1tion

concern1nq :!ypr<>xa s brought to the
Indlo!pend'~r,~ .naCK:~ loq;: balled, that was nOt
on the Zl.'prexd te :Il, they' eft th,. 1ndividuals
that r",i "'l! 1 tile q ICOS that ~c. Suggs
dhcussec! with you n OCtober DC 2000. isn't
tnat ::J.9ht

A. • correct.

1.
17 A53U~

18 lIti.' .. ;., i 11.1 \01. 1 L-ct

1.
n
18
19
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n
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00318:01
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0'
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13 A. 1 d not hove :5peclfte
14 knowledge of the I rk8tlng materials chaL
15 were put toqellwr vur t.me £Ind have b~en

16 u.ged OVl'r tLm.', Hd C'-call -- I d.:.d review
11 one tnil! .. l m.nkt, Inq pJ.·c(' thill d,d pre.gent
18 the d.H,1 th.:l· WI' I ·!<l:!.red 1rl lur p.\ckage
19 ln~ert.
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by the American .t~t.l'I ~soc1at1on. Cure,
Care dnd CcnllJtzre Do you seQ that?

A. Y 5.
O. A: J you've already told this

jury that :hey'c ch l:lOre qual fled than
you to d15CU-SS Is UII!S concerning the
serioJ:lnesa or III oC ••r:ousnuss ot
dhlbc!tes. rl~nt

A nk :.hat. woule be the
90n8['dll held I I, yes.

SOA 2nd Amended Page,tLIne DeslgnebOns
.. rI MafctI 3. 2008 • a.tes BusIey

Case No JAN.G&.05630 CI
Page29r133

Q. 'J II testtfied under oath that
diabetes ta .. knoh'i' r hk facto. -- 1 mean,
Cltcu:so me -- obt=l'I1tr 1s u known r15k (actor
fOl diabetes, rignl

A. 1'11..l 's correce.
All n bet, you testified

that the welqht g". :ohal you saw 1n
Zyprex~ -- I thInk - you ClUJ correct tlll!,

bectlusa you'll pc: II' Jli!l it -- you
te:ni!je1 It..'ll 40 cor.: or p4tien:.s who
lolk" Z)'PH!Xll hollv. .111 1111')' :uQnJ.f.l,-dnt
weight 9<1.11 ••/1 ttl r: K nll s")

,\ A ~lly•• :ta.nk the best
repr{'se: tlll en It'. (rOlll tha HGAJ study.
I think llo Dc I J' Sent<lt1on 15, actually,
the comb.n.:lq of tb daL" vii ch ,""ould suggest
it's 56 perCoWL ot .nd1v.. :Juals.

. H y ~Ur.1CIII!I:t· slgnif.:.cant
weignt g.:11' wahl x tllOnths?

A. Pet ':;'<111y, Cl1nlcal~y

s.i.gn1!iC4tlt ,j 'illl 1 pe Cltnt or qreateL
\,: W!.. "'''I"ld PUt thel1l at an

Inctea:Utd risk cf eloF:lnq hy~rCJIYCitl8i4
ana dJ05U t ..... '

.. , it
might pu .. th.. at

C" S r
for can "et, is lt I

A. 'i • • t Lt.
An a pet'ple tell p@cple

don't s:loke bec", .. e U "'"r,t to doc-tease your
.risk fOr 1')09 nee, Correct?

,\. III to' COrrect.
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A.:.J I t you COnl;;1.nUe to :5lllOke
you 10('C8..1.1(' ,Olot r .. :l~ tor lU!ll) cancer.
c;orreCl ...

Ri Jht. Suc.h as heart disease

'ie" You' va gOt a new page

A. Yo ,lre at an ~r:cr@4:sed risk.
Fo It':.not--whenyou

go to U.f' uOClor, do '::hey try to adv1.se you
to 10cle.[,8) r :It fcr dlabeteJJ or
decceasl! ur • k rOt llabe':es1

Ob., the:; woeld clearly
~U9Q:e.3t that "Iou take- ~tep5 l.0 do t.hose
things that wouJ:j d. CrE-<1S8 your Clsk.

Al d you, Cllf:ttllinly, t.hen
would agree WI th .... that. Zyptexa causes
c11n.:.cal1y signif.l.Cllnt weight qatn which is a
riSk factor tor Oele.s, correct?

and stroke?
A.

here.

SOA 2nd Amended PageJlJne Designations
as 01 March 3, 2008 • Chaf1u Beasley

case No 3AN-06-OS63O CI
Page 300133

YOlo prol,;",bly. don't need [.0
read the page. Yo~ an )U5l tell us,
diabetes carri",:s wlth It the dsk o~ heart
disease dntl 51 roke, ktd.~.I·y dlsease, eye
compLc~tlons r_1 du.r; ulir.dness. d1.!betic
neu[Op.t'.hy, :.h,)" l.sll Clt leelir.9 tina
.senS.ftton n '/Our nphl-cy. ng:h:?

A Y It·s -- .Ctaal.lV, in
dlabeteS, It '.!l 'ISU' 1 j a p411n!ul s@nsdt.ion.

o 1:1 I h '''I:C"l~ daJll<lCjo and foot
COmpJ.lColL.lDr::!o, whi h r know [rOID eXpt!rience
can lead tD ,j'd:'lQrl!:'" and A:lIpl.Ot.ations, right?

A. Th .... '. ccrceet.
Sit r. cOIIlflhcatlcns.

Depressloll I' C.Il. ausa depress.10:'l In and
cf itsclt'l

A. It <1$ b"'~n 4SI'OClated ....ith
depr.~:t.on, toa.

Rigl~. 'u:st, JUSt so we're

1\. T ,ave aid l.hat there is a
st.tonq of,S~OI·_nt tOt., dnd I b(.1i~veo thD.t in
5008 patlen':I 'i'1-'1' X<l etm c-<lU!lC we1llht gain.
I've a150 U"·I r· hat weJqt:t 9a:n il'l 1lI
rJ 5k (dClOt l r d lJOtc

t, l'.~. l~ow, i'ou'vtilill~o

raker, -- ~ l)'1.>u rtoJ_ 1y -- t,t:' oS 1I0t. a
pra!erabh thtnq t ~nCrp."'~A ytour c .. sk !actor
tor dlaoollr.lI Iot/H'D '!ldbetl;ls 111 such a :severe
dhlease. 115 it not?

A. \1, 11, th.Juin, one doe~ not
want to illcrea!>u llny risk faetot that would
Pllt 0110 at -- at Incretund ri~k of dOy
dl:sotlge, lncludinq diabetes.

. ,,1 It.l. I\nd d14bfltes. we
know, and hyp"rQly omJ.a, itself, is it -- has
nWllerO'IS !t(!vere III 11(!dl comp11cllllons, does
it not.?

A. Th nl are 8 number of
comp!lcations th"'t Ire oS$oeiatf'd wi~h both
hyperglyce/d,. ,sod, more tmportantlv.
diabetes.
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", iO) and 1 w.1.1l now
It· tell tt.e ~ ... ty under

iH"d hyperqlycemu are
l' m\S

hi I your ""''"'cds. I'll
,t. ,,) lllq ~boul. arter
'al ty -l,):1ce,n~a t300ut the

y r C'a>J:>. (.t diabetes
t 'r pot.Ct,tla_ hel'llth

verr s~rl us
condIt_on C<.lr.• th
cl1rll..ea) I ser!
me@l [t.• :t::jll.la

ser10..St\ft

.... _1. t. W about when I :lay
you can Qt:l J"-Pu' Clon.:!, heart dlsed5e, loss
of vlsian, pen£:, [oil europa[hV. are you
t.e111ng th.l.S Juq: ·tlcH c!oc~m' t. meet the FDA
regu!allon dp.flnit n 1 senoc.s'

A. Tho:;e t}.:nQs that you Just
mentlon would Illee. the fDA criteria.

~ q.. t. Ar.d aren't all those
thing:, a'l reporte.... n trois docu:nr.nt. Beasley
~o. 1. "econd,\:"y • tal th.JL occur
fo11o"tlnq .- olt. ur o110wLng diubctes"

A (. .)ce r. yes, sir.

A.
recollectl 01 t1
was the w lqht ga_n.,

O~ knew thal In t I:
O~ read 1t. "·~I

06 the ll\('",,' illq, "w r
07 weiqhl gLn, r. ~

08 risk b..... 1 "'0
09 r!si<s."
10
11
12
13
1.
15
16
17
18

"20
21
22

OOJ48:0l all CornM...m cuin
02 both aqrc , .lnd y
OJ oath, t III J '"
001 S8~1)U

00393:01
02 loo~ .. :­
03 at YO\ll
04 to tho •
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18 , !llr, J don't think you
19 need 10 fUll l ',il' .. f.xr:.l.blt l.b3, but
20 1 t is r: 1 h I· • I hel. JU.:It .., .. tl'1P record
21 1~ etc... :, h15 f Ul ~rn"4J that YO<J wrote
22 on OClob!!r 10,. ,iollow1nq thiS i:l
23 No. l'I~J.
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-

tiS ';lrrect.
"n . .ll~ on rl"ed diets.
lNl model in t.esting

t 1 to j .Ilt.aite," correct?
A '!1I1 W5 c1l:lac~y my

undecstllncLnq ot I el :iieal stuuJes lit the
time. I don't 1'1.::.:.).1 tr.o:U! stud.1.es sit.ting
here today.

IS L you wou Id hdve t riftd to
be IIcci,l[alC whel, 't' Jll WI: "0 this a-Ir.ail?

A. 'tIll.
Q. 00':,)'1. "TI,,,t's concerned with

ani.mD.l!l and tll"t .h.nZl1l_~n8 is the WOtst
o((tindlOt otl'\or • hm, ~lo::.lVlne. They
advocl1te.:l l1 d_C lIl" n" t\I<1lketlng strategy t.han
we are tdk\nq.' D'~ I r .. ad that correctly?

A. ir.::!' '5 e rreCl.
:l AI' ha: '.01 lon9 w.,\y it took

IIlC to got r)-.itr hilt 1'01,1 we're !'aYHv~ Is
Zyprex.J, " ¢ppo to holt sQcond
gen... r"tl ..nt p y .. t1 suer. as sr,r~quel.

Ri=tpecw,l. ;..r 11n, .o~ n. l'ipto!x.s is the
worst ot [cn1 r ~ni tIe .lI'5Ue ot weight
qair."

you :r,ct.;g' ~ theit Ola3 a
.}t"' ct"
's lltI'C

~ tl'i 'I ~nd rstOOd t:hlS is
seen tli Ilor,paycr. nt)~QAl:s, ",", ..eh you told
Mr. SUqq5,.. r'li HJ!o- gs.n tn ind~ ... iduals
who ace no:. ,,(;1... hren.::: ,lnd psychotic,
corrti!c~7

A. W 1 • .It was the isaue with
their DUli f -., It:"" not: sure how they got
this u-¥ce::ssl' hat it Wei:> a ~ew

outliers. thiS W 11 11 luence he _an
ch~ng".

.. rath"r n.lv .. v e'" yOU were aey_n9 t:he
reasor. wet,ht. qaln wa$ oecLlcrin.,; wasn't
bccau"'.. pe FIe w re qertinq better on
.sch.zoph:er:i • : • s what you'reo sayinq
here, u;h' '?
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16 wcote in your e.. • Ex bH 14':13, 01.
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THIRD JUDICIAL DISTRICT AT A CHORAGE

THE SUPERIOR COURT FOR THE STATE OF ALASKA

)
)
)
)
) Case o. 3A -06-05630 CI
)
)
)
)

PLAINTIFF'S SECOND AMENDED PAGE/LINE DESIGNATIONS
AS OF MARCH 3. 2008

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

Plaintiff,

Defendant.

ELlLlLLYANDCOMPA Y,

v.

STATE OF ALASKA,

amends its deposition designations as follows:

START PAGE/LINE END PAGE/LINE
6:10 6:12
6:15 6:17
10:2 10:4
11 :6 11:25
12:15 12:17
14:2 14:20

15:20 16:4
16:7 17:1

17:23 18:19
19:1 20:22

20:24 22:22FELDMAN QRI.J\NSKY

& SAf'lDERS
»)LmEET

f-OURTll FLOOR
ANCIIOIlAOE,AK

99lO'
Ta: 907.1n.3~38
FAX: 907.276.0819

ROBIN WOJCIESZEK
DECEMBER 11, 2007

Plaintltrs ccond Amcndl.'d Page Lme Designations
As of Mar<:h 3. 2008 Robm WOJeieszek
Slate o/Alaska v. Eli Lilly and CumpaIJ.v

Case o. 3AN-%-5630 Cl
Page 1of4



FELDMAN ORLANSKY
& SANDERS
j()(JLSnu:n

FOuaTIt A..OOlt
ANCHOltAGE. AK-,

Tn.: 907.272.3538
FAX: 907.274.0819

23:4 23:8
24:2 26:9

28:13 28:15
28:17 30:23
31:20 31:23
33:24 37:8
37:16 38:13
38:22 38:23
48:1 48:13
48:15 48:22
55:24 56:8
56:11 56:12
56:16 56:21
56:23 57:22
58:1 62:17
73:1 73:8
73:10 73:21
74:25 75:22
78:25 80:3
81:3 81 :19

81:21 81:22
83:6 83:13

83:20 84:1
84:3 84:12
84:14 84:18
84:20 85:1
86:21 87:7
87:14 87:24
94:4 94:19

95:18 95:19
95:25 96:5
96:22 97:16
98:19 100:25
101:2 101:4

Case No. JAN.Q6-56JO CI
Page 2 of4

PIUlOlIlT's SI."Cond Amended Page Lme Designations
A of lan.:h 3. 2008 Robm WOJclcSI.ck
State oj AltaJw v. Hit Lilly tlml Compunv



DATED this~y of March, 2008.

FELDMAN ORLA SKY & SANDERS
Coullsel for Plaimiff

Coullsel for Plailltiff

FIBICH HAMPTON & LEEBRO
Kenneth T. Fibich
140 I McKinney, Suite 1800
Houston, Texas 77010
(713) 751-0025

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

BY~ _

Eric T. anders
AK Bar o. 7510085

RJCHARD 0 . PATRJCK,
WESTBROOK & BRJCKMAN, LLC
H. Blair Halm
Cluistiaan A. Marcum
David Suggs
P.O. Box 1007
Ml. Pleasal1l, C 29465
(843) 727-6500

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

FELDMAN ORlJr.NSKY

&'SANDERS
$OOLSnWrr

FOURTII FLOOfl;
AHCUOIlAGE, AK

99>01
1'F.L:907.2n.3SJ8
FAX: 907.274.0819

Plainutrs S<.."Cond Amended PagClLme Dcslgnalions
As of March 3, 200 Robm WOJcies.:ck
SIOIe oiA/mAo ", Eli Lilly and Company

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



Cenificale of ervice
I hereby cenify that a lrue and correct copy of Plaintiff's Second Amended PagelLiae
Designations as of March 3, 2008 - Robin Wojcieszek was served by messenger on:

Brewster H. Jamie on
Lane Powell LLC
30 I West Nonhem Lights Boulevard, Suile 30 I
Anchorage, Alaska 99503-2648

George Lehner
Captain Cook Hotel

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

:~~
Date ¢r=

FELDMAN ORUNSKY
& SANDERS
mLSt'1U:ET

FOVltnl flOOR
ANCIlOIlAOE"AK

••'Ill
Tn:9C17.272.3538
FAX: 907.274.0819

Plaintiff's Second Am('"Ildcd Page. Lme Deslgnalions
As or l'o'lurch 3. 200 Rohlll WOJclcsl.ck
Slate ofA/mila v, I:;ti Lilly curd COn/pam'

Case o. 3A -06-5630 Cl
Page 4 of 4



4. PAGE 11:0810 11:25 (RUNNING 00:01:1UI1)

10 Q Would you st.ate your full nalOe for the record.
11 please.
12 A Robin Pitts Wojc1eszek.

11111111111111111 IIIINIII

Did you have any job respon!l1bilit1es with Zyprexa
a (ter you came to Lilly?

A 'fos.
e Okay. And could you describe those for IDe?
A I beoan workinq on Zyprexa in April of 2003 as a

re9uletory acientist.
o And who did you report to?
A Greg Brophy.
Q And who reported to youl
A I don't have anyone reporting to me.
o How did you come to be dedqnated as the person to

testify on behalf of Lilly in th13 deposition?
A I was reaponsible for some of the supplementa.l

applications that. are referred to in this
communicat.ion or in t.his deposition. and I have
prilDary responsibility for interact.ions with FDA
regarding zyprexa and labeling changes.

Q Okay. And how long have you had that
responslbil1tyl
Since 2003.
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2.. PAGE 1:11 TO 1:17 (RUNHINGOO:OO:D7.111)

15 Q And what's your occupat.ion?
16 A I an a phaoucbt. and I work at &li Lilly'
17 Company 1n regulatory attairs.

3. PAGE 10:02 TO 10:04 (RUNNING 00:00:01.100)

02 Q Okay. And when did you begin working tor !:li
03 Lilly?
Cot A I began working for Lilly in August of 2002.

1. PAGE 6:10 TO 1:12 (RUNN1HO OO:OO:011S3)

FINAL 2 2t 01 '45 BEGMEIfTB BUIItNG lICI·..·Q2,I53)

t:!l Wojciesuk, RobiD <Vol. Oll- I21J In007

!l Wojcieszek

5. PAGE 12:15 TO 12.:t7 (RUNNING 00:00:01.,)3)

6. PAGE 14:02 TO 14:20 (RUNNING 00:01:19.317)

SOA 2nd""'- PogoIllne Dalgnotlona
8S of March 3, 2008· Robin Wqc:ieSZ_

caM No JAN..()6.Q5630 CI
Page 1 of 16

02 Q Okay. lA't's tirst talk about the first. item. in the
03 notice of deposition, which 13 regarding Lilly'S
04 responses to a letter freft FDA in March of 2001.
05 which was the subject of PlaintUf's Second Set of
06 Interrogatori.s and OOcument Requests to oefendants
07 in tbe Alaskan litigation. JU1d I'm going to hand
08 you -- I'll hand you ",h.at we'll bave ma.rked as
09 Plaintiff's Exhibit 2.

15 Q Okay. Are you also the prime person responsible
16 for ccmmunlcating witb FDA regarding Symbyax?
17 A Yes, I ...



7. PAGE 15:20 TO 18:04 (RUNNING 00:00:23.5001

a. PAGE 16:07 TO 17:01 (RUNNING 00:01:03.365)

was .seeking approval from FDA to Il'Il!Irket the
cambinatioo drug Symbyax for u.se in treatment
resistant depression or TRD; is that correct?
That' 3 correct.
Okay. And it indicates that these prior
submissions had occurred in September or 2006. in
November of 2006. December of 2006. and February of
2007; correct?
That's correct.
Okay. And 4tIl 1 correct that those submis3ions made
by Lilly to FDA included information fram clinical
studies ot the combination drug?
That's correct.
Okay. And among other things, that clinical data
included infot"lUtion regarding changes in the blood
glucose of patients who were exposed to the
cocnbination drug as compared to people who \feu
ju.st receiving placebo; is that correct?
That's correct.

Q Now. the letter from fl)A ukes reference to a
number of regulatory filings with FDA by Lilly
reqarding Symbyax; correct?
Correct.
And symbyax 15 a cOalbination drug containing both
Zyprexa and Prozac; correct?

A That's correct.
a Or. I guess. the Qaner1c terms would be containing

both olanzapine and fluoxetine; correct.?
A That' 5 correct.

Q Okay. And in those regulatory submissions, Lilly01
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10 (Plaintiff'.s ~ibit 2 was m.e.rked for
11 identification.)
12 0 And this appears to be a copy of .. fax or a letter.
13 It bears several dates on the front paqe. the
14 earliest in tlmo of which was March 28. 2001. and I
IS noticed that on the very last paqa there 15 an
16 electronic signature of Thomas Laughren at FDA
11 that's <!at.ed Karch 28, 2001. Do you see that?
18 A Yes. I do.
19 Q Was this letter faxed to you on Karch 28, 20071
20 A Yes. it was.

SOA 2nd""- PogWne Desognotiona
as of M.ch 3, 2008 • Robinw~

c... No 3AN-Q6.05630 CI
Page20f 16

o Okay. I want to Illake sure I unde.rstand. So t.hat
the .subnUs~lion' that occurred in the fall of 2006
to support. the additional indication tor
treatment resista.nt depression included data from
.studies that had been conducted in support of the
original Symbyax submission in 2002 u well as
other studies after that point, the. last of which
had been cc.pleted by the fall of 2005. Is that a
tair statement?

A That's. tair stat_nt, yes.
o Okay. And the earliest ot those studies th.at had

been done in .support ot the 2002 submi..ssion, I
presuee, would have been completed soaeti.me before
2002; is that correct?

9. PAGE 17:23 TO 18:19 (RUNNING 00:01:06.595)
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10. PAGE 11:01 TO 20:22 (RUNN8lIG 00:02:30.111)

11. PAGE 20:24 TO 22:22 (RUNNING 00:02:35.133)

24 A What they're asking for is regarding -- if you look
25 at the previous paraCiJreph. it's an e,.;tension of

Q Okay. So it'd be [air to say that the data that's
being reterenced here in t.his letter is the data
that was generatltd between, say. early 2002 and
2005 in that time frame; correct?

A Hajodty of the data, yes.
e Okay. Now, in order to approve Symbyax for use in

treatment resistant depres~lIion, FDA nellded to
approve the labeling tor the drug; correct?

A Correct.
Q Okay. And on the first page of the letter in -­

there' a a bolded heading that atates "Updated
Information on Risks of Weight Gain. Hyperglyc8JIJ.a,
and Hype.rl1pidellia." Do you see that?

A Yes. I do.
Q In the tiut paragraph right after that heading, it

states "A primary concern wit.h this application and
tho primary basis for our not taking a final action
is our view that we lack important safety
information needed to adequately update the
labeling with all relevnnt risk information.
In particular, we are concerned that the
labeling is deficient with regard to information
about weight g41n. hyperglycemia, and hyperl1pidenia
that is Issociated with ola.nzapine use, whether
taken alona or in combination wit.h fluoxetine. You
must fully eddress theee concerns betore we will be
able to take I final action on this application."
Do you see that language that I read?

A 'fes.
o And I read it correctly: correct.?
A 'fes, you did.
o And it was claar, was it not, that the concerns

about weight gain. hyperglycemia, and
hyperlipidemia that it's referring to in connection
with Symbya,.; had to deal with the Zyprexa portion
of the drug and not the Prozac portion; correct?

A Thot' S correct.
Q Okay. And, in fact, FDA has not requested any

change in the labeling of Prozac regarding weight
gain, hyperglycUli., and hyperlipidemia recently,
have they?

A Ho, they have not.
o Oltay. How, it I could direct your attention to tha

following page, in the first full paragraph on that.
page, FDA is talking about the data that they would
like to s.a prasented in the labell.ng;
correct?
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12 A That' s correct.
13 0 00 you know when it was tbat. they would have been

14 completed?
15 A I don't know the e,.;act dat.es. but, typically,
16 they're done about. s1,.; months prior to a
11 submis5ion.
18 Q So probably 2001 sometime?
19 A Sane of the. were, yes.
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what type of int"ormation that they would like to
.ee prior to !Mking any labeling change.

Q Ab, ohy. Good point. So the FDA is telling you
betore t.hey can approve a labeling change to allOli
for a further indication of ueaanent resistant
depression t.hey wanted to see the type of data t.hat
they're referring to in the tirat full paragraph
on page 2; correct.? Is that a fair
statement?

A That's -- that's a fair statement.
Q Okay.
A Yes.
Q And what they said in that paragraph wa,5 "Regard1ng

data displays, an overall strategy w111 be to
su.bqroup patients on the basis of r.heir st.ar.us at
~seline so that clinicians can better undersr.and
the risks associated with treatment of patients
falling into different risk categories.
For example, we note that your proposed
Symbyax label includes information only on
proport.ions of patients who are relatively normal
at baseline with regard to random blood glucose
Uess than 140 mill1graro:l per deciliter); i.e,
2.9 percent of such patients recaivin\i OFC had
on-t.reatment. levels greater than or equal to
ZOO 1I\l111grams per deciliter cOll1pared to .3 percent
of placebo-treated patients." Do you sea thar.
lanquage?
Yes, I do.
Now, when they talk about ore, that'" another way
of talking about Symbyax or the combination of
olanzapin8 and tluox.tine; i.lll that correct?
That's correct.
Okay. And was it your understanding t.hat blood
glucose levels Q'reater t.han or equal to
200 milll\irams per decilir.er Wll" regarded as
diagnostic for diabetes by the 1\lnl!Irican Diabetes
Association?

A Yes. Sued on the -- kind of t.he ADA quidelines,
t.hat·s correct..

Q So what the FDA was saying here was t.hilt the datll
that you had presented to them already indicat.ed
that Z.9 percent of the patients who had rand- -­
who had baseline random blood glucose of less than
140 wound up haVing- on-treatment levels g'%"eater
than or aqual to 200 canpared t.o .3 percent. of
placebo-treated patients, correct.?

12. PAGE 23:04 TO 23:08 (RUNNING 00:00:12.400)

04 A That -- that was an analysis included in the
OS application.
06 Q okay. And was that an analysis that had been done
07 by Lilly or by FDA?
08 A By Lilly.

13. PAGE 24:02TOZI:09 (RUNNtNGOO:D3:04.2f7)

02 Q This particular analysis, however, showed
03 essentially a tentold hig-her rate of patients going
04 frca. Dondia..betic levela of blood glucose r.o blood
OS glucose le."els oyer 200, correct?
06 A For this particular analysis?

gOA 2nd Amendedp~ Deslgnetions
as 01 March 3, 2008· Robin WClfCiI6Z_

C8H No JAN.Q6.0563O CI
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15. PAGE 28:17 TO 30:23 (RUNNING 00:02:33.334)

14. PAGE 28:13 TO 28:15 (RUNNING 00:00:01.1(0)

Q YU.
A Yes.
o Okay. And do you mo." who with.in Lilly did that

an"lysb, finding that tentold difference?
A That would have heen done with our statistical

group. with the Padical group doing an evaluation
of tho results.

o Okay. And I 'a presuming that at SOClle point. they
provided you in regulatory affairs with that data
or write-up of the data, which you then suJDitted
to FDA; correct?

A That'e correct.
Q Okay. They then 90 on to :lay in theLr letter, FDA

does, "However, we note that 46 percent of patlent.:iI
who were borderline to high at baseline (140 t.o
200l had such on-treatnent levels caapared to only
5 percent of placebo~tr.ated patientll." Do you .see
that?
Yes.
Okay. ~d it. was your understanding that they wer8
sayIng there that when you looked at the data that
Lilly had generated, it showed that those tolks who
had somewhat elevated levels of blood glucose in
the 140 to 200 range that when you looked at those
talks, about 46 percent of those people who were
exposed t.o the corabination drug went over 200 as
compared to only 5 percent of the placebo-treated
pat.ienta; correct?

A That'!l corrflct.
o Okay. And that, again, would -- presuming would

have been another analysis done by Lilly it!lcl!;
cort;ect?

A That'!l correct.
o Okay. So in both of these statements here about

what that data showed, FDA wu really talking about
what Lilly's own analysis had shown. And this was
not sCX\'le separate analysis t.hat FDA had done. Is
that a fair statement?

A That's a fair statement.
o Okay. Continuing down in the letter a couple of

lines, the FDA said, I believe, making reference to
that. latter analysis where the 46 percent of
patients had blood levels over 200 after treatJDent,
they go on to say "In addition, we were troubled
t.hat this Uiportant findin; was not included in
your proposed label." Do you see that?

A Yes.
o Okay. And do you know who it was t.hat made the

decision not to include that information in t.he
proposed label 1

A That's III decision that's llIllde -- it's act.ually a
very cross-functional group of individuals within
tlled1cal, regulatory, and global patient safecy.

13 Q Ah, okay. Okay. SO this analy:ds was done, you
141 believe, probably in the su:.er of 20061
15 A Yes.

17 that was in that 2002 to -- strike that. The

SOA 2nd AmendedP~ Designatlons
as of Man:tt 3. 2008· Robin Wo;aeuek
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analy.si" that was done in ebe suaaer at 2006, as
reterred to in this tirst full paragnph on page 2,
was an analysis of data that had bean actually
generated sC*)etiJae between 2002 and 2005. Fair

statement.1
That I .I correct.
Ouy. I'd Uke to direct your att.ention to the
third full paragraph on t.he second page of t.he
FtlA's letter, the one that starts oft "OUr oVWIrall
qoal. . . .. Do you see tMt?
Yes, I do.
It ..states "our overa~l 90al Is to i.lIIprove labeling
with regard to these findings so that clinicians
will be bet.ter infon.ed. on what the risks are lor
their patient.s. They cannot make reasonable
treatment decision.s unt.il they have such
information.
We do not feel that current labeling for
either Symbyax or zyprexa provides sufficient
infonution on these dsk", and we fully intend to
insure that these label" are enhanced with the best
available infoCllation to characteri1e these risks."
00 you see that language?
Yes, I do.
Now, are you aware that in the Zyprexa litigation,
not only in thi" case in Alaska, but in thousands
of other cases around the country, Lilly has been
Clssertinq t.hat it:! Zyprexa label was already
sufficient and adequate?
'tos.
But at least the -- and Lilly has never, to your
ltnoWledqa, adm.1tted that its labelinq was
inadequate, hes it?
Yes, that's correct.
Okay. But 1n this March 2007 letter, FDA told the
cOlnpany that it telt the Zyprexa labelinq was not
adequate/ correct?
That I s correct.
Okay. Now, atter receivinq this cOIlIllUJlication front
FOA in March of 2007 that it did not believe that
t.he Zyprexa. label was adequate, the cotnpany did not:
ch",nq8 the label in April, did it?
No. we did not.
Or May?
No.
Or June?
No.
Or July?
No.
Or I\uqust?
No.
Or Sept:e:aber?
No.
There was, finally, a label change in OCtober at'
2001, correct?
That's correct.

SOA 2nd Amondod _lleoigMlIons
as 01 Marc:h 3, 2008· Robin Wc;deu:ek

Case No. 3AN.Q5.0563O CI
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1•• PAGE 31:20 TO 31:23 (RUNNING 00:00:13.466)

20 Q Okay. The second tull paragraph on page 2 of t.he
21 FtlA let.ter ..kes reterence to a Ne... York TiaIII..s
22 article. Do you ne that?
23 A 'fa.s, I do.
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Q And I gather that FDA was -- was wanting to know
L1.11y'.5 response to the information that. WIlS
presented in this article; is that. correct?

A That's correct.
(PlaintH't',s Exhibit. 4 was marked ror

identification.)
Q 1'111 golng to hand you what we' 11 havl!! marked as

Plllintitt'3 Exhibit 4. eefore I do that, am I
correct that there were eSlIentially three part.s to
Lilly's response to FDA regarding the New York
Times article?

A Yes.
Q Okay. One was -- Part 1 was submitted in February

of 2007, fart. 2 wu .submitted in May of 2007, and
Part. 3 in June of 2007; correct?

A Part 3 was in JUly.
Q I'm sorry. J\lly 29 of 2007; correct?
A No. If I recall, it W4:l July 2.
Q Okay. Okay. I'm g01ng to hand you what I've

marked as plaintiff's Exhibit 4, and I realize this
i3 Part 2. But at lea3t in the way the documents
were presented to me, this is -- I have to refer to
parts in bere to try to track through the sequence.
Okay.
And for the record, Part 2 is a 77-page document
produced to the state bearinq the title "Regulatory
Response, Response to the FDA Query Regardinq the
New Yock Times Articles, Part 2" and bears the date
May 10, 2007. Did I describe that. accurately?

A Yu, you did.
o And wilre you involved in preparing this response

and t.hen su.bmittinq it to FDA?
Yes.
Okay. If I could direct your attention t.o page n,
they're numbered in t.he upper right.-hand corner,
there is on that page a copy of a letter frOlll FDA
to Lilly t.o the attent.ion of your boss, Gregory
Brophy, that. is dat.ed Janu;sry 12, 2007. Do you see
that?

A Yes.
o And 15 that the January 12 letter that was referred

to in the rnA's March 27 -- or March 28 letter?
A Yes, it is.
o Did we DIlIrk that as 2, Exhibit 21
A It's 2.
o And in the :Iecond para;raph of FDA's- January 12

letter, t.hey state "Recent articles in the New York
Times- reported on clinical trial data from
70 clinical triels on !yprexa that showed pathnts
taking Zyprexa experienced hi;h blood sugar levels
and weight ;lIin that may have differed from
intoz:mation l!:ii Lilly revealed publicly and to the
FDA." Did I read that correctly?

A Yos.
a And then if you can drop down to the las-t paragraph

on the pa;e, the FDA s-ays "By this- letter, we are
asking you to ensure that you are in compliance
with all applicable statutes and regulations, and
we further request that you subll.it to the agency
all data and information, inclucllng but not

SOA 2nd Amended Pagell.lne Designation,
as of March 3. 2008· Rotwt Wo;cieszett
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18. PAGE 37:1& TO 38:13 (RUNNING 00:01:12.966)
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limited to those referenced in the recant New York
Times articles that bear on the saCety ot typrexa.
In particular, '18 are interested in receiving
data and analyses bearing on these concerns about
weiCJht gain and hyperCJlycem.ia that have not already
been su1Xoitted to the agency.
Additionally, if you ora in possession of
other information not specifically required to be
submitted by statute or regulation, but that would
nevertheless be useful to FDA in evaluating the
satety of typrexa regarding these concerns ot
weight gain and hyperglyceaia, we request that you
please submit this inlorlUtion to u.s as well." Do
you see that lanquage?
Y• .s.
So, ba.sically, what they were -- they were aslting
for was tor Lilly to submit data and analyses about
weiqht gain and byperl)lycemia that had not already
been subraitted, and they were telling you to submit
any other information that would be useful to FDA
in analy:.in9 the satety of typrexa regardless of
whether such info.c:aation wu specifically required
to be submitted by statute or regulation; is that
correct?

A That's correct.

that. At any time atter receiving this letter in
January of 2001, did Lilly tell FDA, no, we are not
qoinCJ to comply with your request to subalt
in.fODll8tion bearinl) on this issue even it it's not
called tor by statute or regulation?

A What we did is we -- with receipt at t.his
letter in January of t.his yellr, shortly after
receipt, we had a teleconference wi th FDA to get. a
better understanding and clarit.y of wbat they would
like u.s to sublllit that we are not required eo
subnLit undur the regulations, so getting clarity
around that.

a Okay. But it's fair to say that Lilly never told
the FDA, no, it it's not called for by statute or
regulation, we're not giving it to you?

A Right. No.
a FDA -- pardon 1D8. Lilly never said that; correct?
A No.
o Okay. So FDA would have been under the impression

that: it you had information that bora on the safety
of Zyprexa, you were CJoing to provide it to them
even if it wasn't. specifically called for by
regulation or statute; correct?

19. PAGE 38:22 TO 38:23 (RUNNING 00:00:08.2331

22 A Post -- post. t.his letter we did cosrnlt and
23 responded to this request.

20. PAGE "':01 TO 48:13 (RUNNING 00:00:46.2321

00048:01
02
03
01
05

Suppose that then was a particular document that
was found. It was CCIne across. It tended to
indicate that Zyprull was probably causally related
to higher blood sugars.

Who within the telUll t.hat. was workinCJ on
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24. PAGE 56:16 TO 56:21 (RUNNING 00:00:17.4(2)

25. PAGE 56:23 TO 57:22 (RUNNING 00:01:11.7331
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I take it back. The third sentence .states "OUr
continuous anlllyse.s show that olanzllpine dQfls
rIlsult in statistically significant lll8&n increases
in randOCll glucose relative to placebo and
haloperidol." 00 you see that language?
Yes.
It also goes on to say about three lines up from
the bottOll. over on the tar riCJht-hand side, the
se.ntence starts off by saying -These changes are
accounted tor in part but not entirely by wdght
increas.. .. 00 you s" that language?
Yes.
This document ""liS not. included as part ot any
re.sponse to the flJA, ""as it?
No.

o Now I'm Q'oin; to hand you what' 05 been previously
marked as Plaintiff's E.xhibit 5565. For the
record, this i.s an e-mail chain. The most recent
of which in time was dated February 22, 2001, frem
Jaced Kerr to Mark Millikan, but I'tIl particularly
interested in the e-JlllIll ritjj'ht below that, which i.s
Crom Charles Beasley to Ralf Dittman with copies to
Alan Bceier, Patri:r.ia C4va%%oni, Hark Millikan,
Anna Thornton, and Gary Tollefson reg-ardin;
olanzapine and hyperglycemia. Have you ever .seen

2.
25

00056:01
02
03
O.
05
06
07

0'

11 0 Have you ever seen thh docUlllent before?
12 A No.

15 A He was -- there were some addit10nal physicians
16 that were involved in the review, but he
11 mad. -- had the oversight of kind of those
UI definit.ions.
19 0 He would have been the most senior person involved
20 in making that decision as to what was discrepant
21 and should be submitted versus what was not?
22 A That' 05 correct.

06 responding to FDA's request here, who on cbe t.eam
01 would have decided whether that. WIIS somet.hing to be
DB included or not in what. WIIS submitted to FDA?
09 A We had -- ultimately, Or. Charles Beasley waa
10 involved in detemiDln9 what. was deemed as
11 potentially discrepant.
12 0 You said he was involved. Was he the play caller
13 on that.?

23
2.
25

00057:01
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0'
09 A
10 0
11
12 A

16 0 Is the Charle.s M. Beasley, Jr., that is there
17 listed there as the author or the -- the e-mail on
18 the middle or the first page, is that the same
19 Charles Beasley that was on the -- responding to
20 the FDA's request for information?
21 A Yes.

21. PAGE 48:15 TO 4':22 (RUNMNG 00:00:21.738)

22. PAGE 55:24 TO 56:011 IRUNNING 00:00:4'.1&5)

23. PAGE 56:11 TO 56:12 (RUNNING 00:00:02.2241



26. PAGE 51:01 TO 62:17 (RUNNING 00:01:38.000)

o Direct.ing your att.ention in particular to the
e-lUil on the ncond poqlll, which is an e-JlUlil frOll
Charlu H. Beasley on March 15, 2001, t.o Andrea
Smith, Ernie Anand, Patricia Cavazzoni, HarQaret
Sowell, and Anna Thornton, the subject be1n;
"Olanzapine and Cardiovascular Risk."

It I could direct your at.tention to the third
line down in that e-mail that states "one thing
that we can 3ay definitively is that oIanzapine
causes weight qain, and tor approxiJ:lately
50 percent or patients in trials who rQmllined on
the d..ruq for IllOre than 1I1x l1IOnths, the UlOunt of
gain was greater than 10 pounds.

"Some plltitlnts in clinical trials gained as
much as SO-plUS pounds. Lacking empiriCGl data to
the contrary, it would be ludicrous to state that
such a patient does not at long-term increased
cardiac risk relative to prior to gaini09 that
weight, allpecially, it in temporal association with
that weig-ht gain the patient developed an increase
in fast.ing qluCOSQ and lipid levels." Do you see
t.hat languaqe?
Yes.
Thet .-mail was not submit.tod t.o FDA as part ot the
respon"e, was it?

A No, it was not.
a Okay. And have you ever seen this a-mail befora I

showed it to you today?
A No.
a Okay. By the way, the Zyprexa !ebeling, even

today, does not "tate that olan%apine causes weight
Qain, does it?

A No.
o Dr. Beasley said he could say that detinitively

back on March ot 2001; correct?
A Not understanding the overall contaxt ot what data

ho's reterrinq to or the 3ituation, I don't fe.l
COllllortable answerlnq that question.

o Ohy. I'm go1n9 to hand you what's been previously
raarhd as PlaintlU's Exhibit 1902. For the
record, this is a one-page document thet appears to
be a chart. I'll represent to you that the
database that was provided to us by Eli Lilly says
that this document is dated June 24, 2002.

And I'll also nprasant to you that the
database provided to us by Lilly says that it came
trom the liles or Michelle Sharp, and I believe
that Michelle Sharp was at least onca a colleaque
of yours in revulatory attairs; correct?

A That '5 correct.
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13 Q Wen you --
14 A It doesn I t look familiar.
IS 0 Were you aware that this docUlD8nt even tlxisted
16 befon I showed it to you today?
17 A No.
18 0 Okay. I'll going to hand you what's been previously
19 marked as Plaintift'3 Exhibit 6128. and t.his 13
20 another .-mail chain. And J'm part.icularly
21 concerned with thee-mail t.hat 13 on t.he second
22 poqe.
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bac)l; in 2002 she bad rltqulatory re5pot1Sibil1ty
tor zyprexa, did she not?
Ves.
Okay. And tbe title of this document i.s -ListinQ
of Treatment-Emergent Abnormal Lab Fineling-s in
Olanupine-Tr.ated Patienta, Placebo-Controlled
FID-MC-HGnJ, Studies 1 and 2 CClIIIbined." Do you s..
that?
Ves.
,\nd then there is a Ihting of various laboratory
findings, abnoraal laboratory finding", and do you
58e that there's a listinq tor qlucose, Don.f.stiog,

hi'ilh?
Ves.
And do you see that it indicates that the
percentage of olanupine patient" vho had high
glucose vas 2.2 percent, and t.hat the percentage
for placebo patient" WIS 0 percent?
Ves, I do.
And do you see that there are, to the right of
that, several -- several A3, t.he letter "5?
Ves.
Okay. And if you 100)1; down at ehe botton, Chere's
a little le'ilend as to what the letters IIl8Bn.

Uh-huh.
And it SIlYS, accordinq to this. that. the letter 11
means "Event probably causally related." Do you
see that?
Ves.
And this document was not submitted to FDA as part
of the rosponao in 2007, waa it?
No. I'm not -- no, it was not.
In fact, have you ever "een this document before I

showed it to you this morning'?
No, I have not.
Okay. I'ru 90in9 to hand you whet's been previoudy
marked as Plainti!t I s Exhibit 8666, which is
another a-mail chain. I'm concerned really only
with the -- the one on the first page, which 1s the
last one.

It. is dated June 27, 2002. It 1:1 frOJll
Dr. Simeon Israel Taylor to a nuraber of
individuals, and if I could direct your attention
to the le:lt two !Ientencel' in the first paraqraph
over tovards the right, do you !lee where the
sentanee .starts oft "however"? It's about t.wo
lines from the bottom.
Yes.
Okay. It states "However, I f ..l that we need to
deal with the acientitic facts, what.ever they are.
UItUlat8ly, I expect that a fair-minded scholarly
••aluation of the available data is likely to
:lupport several conclusions.

"No.1, typrexa, like other members at the
cla!ls, cau"es weight Qain.

"Tva. like other causes ot weight qain,
Eyprexa-induced weight. 9ain probably increases the
risk of diabetes." Do you see that lanquaqe?
Ye:l.
And this wa, noC provided to FDA in the rupon:le in
2001. Wa!! it?
I'IQ taking a Alnuee to --
Sure.



30. PAGE 711:25 TO 80:03 (RUNNING 00:01:21.000)

29. PAGE 74:25 TO 76:22 (RUNNING 00:01 :10.000)

And in the third para9raph they said "We have
reviewed the data that you have sutxaitted thus far
liS well as the available literature, and we would
like to request that you make the labeling changes:
listed below pertaining' to the effect. of olanzapine
and Sytnhyax on body weight, lipids, and glucose."
Do you see that language?

A Yas.
a Okay. So notwithstanding the: fact that Lilly bad

taken the position that the labellno did not need
to be changed and the FDA, after reviewing all of
the material that you had submitted thus far by
August 29, was of the view that, indeed, the
labeling did need to be changed; conect?

Po That '.5 correct. The one point that we were also
trying to get clarity is whllt data they were
referring that they had reviewed thus far.

Q Okay _ They go on to aey "life anticipate that
additional labelin9 changes will be necessary when
we have reviewed the results of the additional
analyse. that. we have requested." 00 you see that
lanqullge?

Po Ves.

o Okay. Referring back to the FDA's letter In that
same para9raph, FDA goes on to say "Given that
you're completing these analyses lind our review of
them will take SOGl8 time, we believe that it is in
the best interest ot the public health to make

SOA 2nd Amended PageII..N Designations
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14 A -- look through it. No.
15 Q Okay. Md, in fact, had you ever sean this
lEi document before 1 shewed it to you this morning?
11 A No.

27. PAGE 73:01 TO 73:08 (RUNNING 00:00:23.999)

00073:01 0 Do you recall that abOUt twO months after receiving
02 Pact 3 ot your submi:lsion --
03 A OkAy.
04 Q -- and alter having reviewed t.hat and all the prior
05 submissions t.hat Lilly made to the agency, the
06 aGency wrote to Lilly on August 28, 2001,
01 requosting that Lilly maka :substantial changes to
08 the Zyprexa labeling to protect the public health'?

10 A They sent us a cOl1llaunication on that date
11 requesting labeling change:l.
12 Q And they did that because they thought it was in
13 the best interut ot the public health; correct'?
14 A That wa:l IS statement made in that. particular
15 letter.
lEi lPlaintiff's Exhibit. 8 wu marked lor
11 ident1tication. J
18 0 Let me hand you what we'll have marked as
19 Plaintiff's Exhibit No.8. For the record,
20 Exhibit 8 is IS letter dated August 28, 2001, from
21 ThOlNlls Laughren to Ms. Wojcieszek. Did I pronounce

211. PAGE 73:10 TO 73:21 (RUNNING 00:00:54.700)



31. PAGE 81:03 TO 81:1' (RUNNING 00:01:07.411)

03 Oltay. And in the -- at the end of the tirst
Of paragraph it states "Olanzapine and clozapine
05 treatments have been associated with a greater
06 potential to induce hyperQlycemia tban other
07 atypical antipsychotics." 00 you see that?
08 Po Yes.
09 Q And what does the word "induce" mean?
10 A It ~oans that there's some sort of a kind ot
11 relationship ot olannpine and hyperglyceraia.
12 Q \If&ll, in fact, the word induce indicates that it I s
13 a causal relationship, does it not?
If A It could mean that.
IS Q In fact, the ordintllcy deUnition -- the ordinary
16 dictionary dcUnition ot the word induce definitely
11 indicates that it' s a causal relationshlp. If I
18 induce something, that means that I have brought --
19 brought about that result; correct?
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int-acinl labelinQ change!! now baaed on the data that
we already have available." 00 you see that
language?

A Yes.
o Okay. And then FDA. proceeds to layout the

language that they wen aU990atin9 with respect to
changes to the wording section; correct?

A Correct.
o Okay. But with the full cont8lDplation that these

changes might well only be interim and that there
may be additional chanqu that mayor tllay not CO!Ull
into play after you subalt all of your other data;
correct?

A That's correct,
a Okay. And the firat. section that they have changes

that they reque:st. havs to do with the hypecglycuda
and dlabetes mellitus section of ehe ",arnings ot
Zyprex8/ correct?

A Correct .
a Okay. And what they show there is by strike outs

and underlinin; the lanquag8 that they wilIlt
eliminated and the lan9uag8 they want t.o replace
it; correct?

Po Correct.

32. PAGE 81:21 TO 81:22 (RUNNING 00:00:08.900)

21 Q You may answer.
22 Po Again, it could be defined that way.

33. PAGE 13:08 TO 83:13 (RUNNING 00:00:30.<433)

06 Q Okay. And then FDA abo proposed that on the
01 following page a completely new section in the
08 warnings section regarding weight gain; correct?
09 A Correct.
10 Q Up until this point in time, Lilly had never
11 discussed we!'Jht 'Jain in the warning section of the
12 Zyprexa labeling; correct?
13 A At thia tae it was not in our current label;

34. PAGE 83:20 TO 84:01 (RUNNING OO:OO:20.l~'9)

20 Q okay. And then also in this letter the FDA was
SOA 2nd Amendedp~DesIgnations
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37. PAGE 84:20 TO 85:01 (RUNNING 00:00:27.467)

35. PAGE &4:03 TO 8-4:12 (RUNNING 00:00:42.577)

requesrinq '" ec:.pletely new section on -- in !:he
wa.ming: soction for Zyprexa regarding
hyperl1pidelftia: correct?
That' a correct.
Now, hyperl1pidemUi refers to hta in the blood;
correct?

A We provided our propo:Ja1 in re~ponse to their
request based on data that we had available
:short -- you know, during this time frame.
Your response to FDA was not, okay, we'll make
the -- we'll Nka the label change that you ''Ie
suggested; correct?

A Correct.

03 A It -- it refeu t.o, yes, t.hinr;Js such as
04 triglycerides. cholesterol, lipids. that' s correct.
05 Q That I II what hype.rllpldeaia 1ll8a.n8 18 elevated levels
06 of triqlycerides and choleaterol; correct?
01 A Correct.
08 Q Okay. And atter receiving this letter in which FDA
09 laid out the language it wanted to see in ch.
ID labeling, Lilly did not accept the language
11 requuted by FDA and instead sought to change the
12 language; correct?

20
21
22
23 Q

"25
00095: 01

141 A In respoM8 to this -- this coamunicat,lon, we
15 initiated discussions and proposah wit.h FDA
16 shortly aft.er receipt..
11 0 Lilly did not. accept. the 1lllntjJUDge t.hat was laid out
18 by FDA in their Augu:Jt 28, 2001. letter; correct?

21
22
23
2' A
25 Q

00094 :01

315. PAGE &4:14 TO 54:18 (RUNNING 00:00:11.831)

36. PAGE 86:21 TO 87:07 (RUNNING 00:01:240461)
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o Okay. If r could. I'll mark -- strike that. I'll
Nrk as the next exhibit Plaintiff's Exhibit 9. I
stuck it on my copy. And fOL t.he record, Exhibit 9
is a docUD1ent. entitled "FDA Briefing Document.. " In
the upper left-hand corner it says "Revised
Sept.ember 12, 2001."

A That's correct.
Q And WllS this actually sublllltted to FDA?
A It was -- the infoCll&t.ion included in this was

.-mailed to FDA --
o Okay.
A __ in preparation tor our lU!eting on SeptUlber 11.

39. PAGE 87:14 TO 81:24 (RUNNING 00:00:37.1001

14 Q And It. g01n9 to hand you what I'....eked a:J
15 Exhibit No. 10, but keep Exhibit 9 handy.
16 A Oltay.
11 Q A document which purports to be meetin9 -.inutes of
18 a ..eting between FDA and Lilly on september 11.
19 20011
20 A That's correct.
21 Q And did you prepare the ra!nute:J that au in
22 exhibit 101

SOA 2nd Amended PageI\ile Deslgnelions
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44. PAGE 98:19 TO 100:2:5 (RUNNING 00:03:01.648)

43. PAGE 96:22 TO 97:16 (RUNNING 00:01:13.8001

-

A We -- we did not include that in our proposal.
Q Okay. And, in fact, to this day, Lilly denies that

olanzapine can induce or ceuas hyperglycemia;
correct?

A We don' t fe.l that the -- that we have data to
support that particular statement FDA included.

o If I could have you look at Exhibit. 10, please,
which is the minutes of the September 11, 2001,
roeetin; Lilly had with FDA. And was thi5 meeting
at the FDA headquarters?
Yes, it was.
Would Dr. Thomas Leuqhren have been the leader of
the FDA sid.?
Yes.
Okay. And within the Lilly parUcipants, was there
one le.der?

A I facilitated the meeting, and Dr. Cory. \fas the
Jaedical lead. So the two of us co-facilitated the
discussion.

Q Okay. And the purpon of this meeting wlUl to
discuss Lilly'S re.spens. to FDA's August 28. 2001,
letter. And just 50, I guess, the record is clear,
the response that you're r.tecrinq to there would
have been what .,e had marked as Exhibit 9; is that
correct?
Yes.

19 Q Point 2 was -FDA's requested labeling reconmlU\d~

20 that all patients on olanzapine should be monitored
21 reqularly tor worsening ot glucose control. - And

SOA 2nd AmendedP~ Dulgnatlons
as of March 3. 2008· Robtn Wote-szek
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A Yes. In addition to my colleague, catherine Melfi,
from regulatory who was also in attendance.
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04 Q If I could direct your attention t.o the last two
05 sentences ot tlJe warning language that Lilly had
06 proposed after FDA's request, they start at the
07 very, very botten of the page, the last. three words
08 on the page "in contrast."
09 1r. Yeah.
10 Q Okay. They say "In contrast. the association
11 between atypical antipsychotic:! and glycemic
12 control appears to fall along. continuum, although
13 relevant r1.,1t estimates have been inconsistent.
14 Clozapine appears to have the greatest. association
IS while olanl.apine may have. slightly greater
16 usociation than quetiapine and risperidone and
17 greatar association than ziprasidone." Did I read
18 that correctly?
19 A Yn.

18 Q But you took about -- you took out any ceference to
19 Il1nguage that indicates a causal relationship?

41. PAGE 95:18 TO 1iI5:19 (RUNNING 00:00:08.133)

42. PAGE 95:25 TO t6:05 (RUNNING 00:00:19.900)



"5. PAOE101:02 TO 101:04 (RUNNING 00:00:01.133)

02 A It was -- t.hat· s ay understanding based on, you
03 know. t.he history. I w.s not: involved in that
04 particular issue.

that was ditterent from what had been before;
correct?

A That's correct.
o There bad been -- the labeling change t.hat was made

in 2003 had suggested that there be Danitaring of
glucose for patients who had diabetes or risk
tactors tor diabetes; correct?

A Correct.
o And here FDA was -- was recOlCID8ndinq that - that

all patients on olanzaplne should be IIIDnitored
regularly for worsening of glucose control
regardless of whether they had diabetes or risk
!cctors tor diabetes; correct?
That's correct.
Okay. And in the minutes here. it indicates that
-Lilly accepts the recClnllllended lIIOnJ.torinq: however,
Lilly believes that the recoaaendation .should cover
the class of atypical antipsychotic,,": correct?

A That's correct.
Q Okay. And as far as you know sitting here today,

you're not aware of any :Juch changoe to the other
labeling of at.ypical antipsychot.ics saying there
should be a lllOnitoring of every patient; correct?

A That.' s correct.
o Okay. And then in italics at the bottom of that

section you note what FDA's response was; correct?
A Right.
o And thet was that FDA 1s not convinced that all

patients on atypical antipsychotics require the
same level of monitoring, but does agree with
Lilly's assertion that all patlent:J should get
baseline qlucose measurements; correct?

A Correct.
Q Okay. And then Point J stated that "FDA's

requested labeling places olanzapine and clozapine
in the Sanle category in torms of a:Jsociation with
glucose dysre9ulation; however. Lilly asserted that
available data, including both Lilly clinical trial
data and the available literature, support a
differential association between clozapine and
olanzapine and reiterated the belief that the
association between antipsychotics and glucose
dysregulation appears to fall on a continuWll." Did
I read that correctly?

A Yes, you did.
o And then you nato there th8t FDA agreed there was a

continuum on which the atypicals fall in terms of
association with -- with glucoae dysrequ.1ation;
correct?

A Correct.
a By the way. with respect to t.he IaOnitor1ng of all

patients that FDA W4S insisting on here in 2001.
that had t.en requIred by the Japanese label in -­
as ot April ot 2002; correct?
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378 4-22

379 14-24

380 1-5

398 11-24

Case o. 3 .Q6-5630 Cl
Page 2 of6

-

Pretrial Disclosures Pursuantlo ARCP Rule 26(A)3(B)­
PageILine Designations as of March 3, 200 - Michael BandJck
Slate ofAlaska v. Eli Lilly and Company



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

399 1-5, 14-22

401 22-24

402 1-4

403 7-11,17-20

405 12-19

408 4-24

409 1-9
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463 12-16

464 6-16

470 10-24

471 1-16

472 10-14, 19-23

473 7-10

476 5-15

478 8-19

479 2-5,24

480 16,9-24

481 I

489 3-9,12-14
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492 I-II

493 3-12
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497 1-3
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Zypren-A1uka

IC:!I BaDdiel<. Mieba.1 !Vol. Oll- 0610912006

~ 022908

BANDtCK 17 SEGIIEHTS IRUNNIrtO OO:3I:2I.om

1. PAGE 41:12 TO 4e:2A (RUNNING 00:80:15.133)

12 Q. State your nAIM: tor tbe Court
13 &nd Jury. ple,se, sir.
14 A. My nUlli is Micha.l Edwin
15 Bandic:k.
16 Q. Mr. Bandlck. my name is Scott
17 Allen, I'm frolll Houston, Texas. I'm here to
18 take your deposition today, do you understand
19 that?
20 A. I do.
21 Q. You understand the cou.rt
22 reporter has sworn you in and you're under
23 oath?
2t A. I do.

Z. PAGE 54:05 TO 54:07 (RUNNING 00:00:01.700)

05 Q. When did you become employed
06 by E11 Lilly?
07 A. May of 1991.

J. PAGE 55:22 TO 56:10 (RUNNING 00:00:23.033)

22 O. And you're lit, your title's
23 described here undor Denice Torrea, who was
24 director ot global marketing, there are four

00056: 01 people 'Who reported directly to her; is that
02 correct?
03 A. Yes, it is.
04 Q. J\nd you were one of tho,:,e
05 four individuals?
06 A. Yes.
07 Q. And your title is lhted Mike
oe Bandlck. Director Marketplace Management; is
09 that correct?
10 A.

1111111111111111

4. PAGE 58:23 TO 57:03 (RUNNING 00:00:09.500)

23 Q. I've also seen docWMnu.
24 Hr. Bandick, that indicat.ed you were Brand

00057: 01 Manager for Zyprexa for Lilly?
02 A. I did have that role
03 previously.

5. PAGE 51:04 TO 5&:10 (RUNNING 00:00:22.933)

04 Q. What year were you Brand
05 Manager, years?
06 A. Part of 2000. part of 200l-
07 Q. Okay, when were you Direct.or
oe of Market.place Hona'ileaent for Zyprexa?
09 A. Froa the latter part of 2001
10 to the early part. of 2004.

G. PAGE 58:15 TO 58:23 (RUNNING 00:00:17.433)

15 You ,aid as Bnnd Manager !~DisdosUresP\nuwlIIOARCPR.26(A)3(B).
PegeILft DnigMtlOnS .. of Match 3. 2008· MIchHI a.dck

case No 3AN-06-05630 CI
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Zypr...-Alaska

16 200012001, your answer was scm.thing like: I
17 handled one seg.ent of Zyprexa' S Dark.t..
18 Right?
19 A. That's correct.
20 O. What seqment. did you hancUe?
21 A. The prirury care s.pent..
22 Q. That's the pcp s091llent?
23 A. It was also called PCP.

7. PAG£ '2:07 TO 12:11 (RUNNING 00:00:10.1171

01 Q. ~ext question: Did you
08 assist in writing dOCWUlnts that were
09 prepared for the sales torce to give to
10 physicians about Zyprexa?
11 A. Sometimes.

eo PAGE 115:23 TO 116:01 (RUNNING 00:00:12.517)

O. In your role and roles in the
aarketing or zyprexa, why would you want to
send audiences mess.90s about Zyprexa1

23
2.

00116:01

9. PAGE 118:02 TO 116:10 (RUNNING 00:00:21.733)

02 A. ~ I indicated earlier,
03 conveying it concept can be a very valuable
04 piece of ....hat we think thO:J8 audiences would
05 need to know. And I gue:.:. t.ho dirriculty I'm
06 having in an:.werino your question is the work
01 that we did was always in the context of a
08 particular situation. So without that
09 context it's hard for me to give you a very
10 :.atisfactory answer.

10. PAGE 127:09 TO 127:11 (RUNNING 00:00:10.387)

09 let me rephrase the question. Can you
10 de:.crlbe to the jury, please, sir, what
11 ruArkets did Eli Lilly market Zyprexa to?

11. PAGE 127:12 TO 127:16 (RUNNING 00:00:18.2331

12 A. Primarily, physicians who
13 could be either in psychiatry or other
H specialties. would you like •• to --
15 Is that a sathfactory answer
16 to you?

Pretnal~ Purlualnt k) AACP Ru6e 2t5(A)3(B).
Pagelline aes.gn.tlons IS of hUtch 3, 2008· MtchHt Bandick;

Case No 3AN.Q6.05630 CI
poge2

Thank you.
Now you said the doctors to

",he. you ..ark.t the products are
psychiatrista and pr1.Jnary car. physicians: is
that correct?

12. PAGE 130:1810 131:111 (RUNNING 00:00:157.000)

18 O. 'tou agree you shouldn't
19 withhold iJIlportant infooution from doctors
20 and patients about a drug product and in this
21 case in part.icular zyprex41
22 A. That's not. what I said.
23 O. Okay. wen, then I'll uk
24 you another question. 00 you agree you

00131: 01 shouldn't wit.hhold iJaportant information from
02 doctors and pat.ients about: Eyprexa?
03 A. Nithout a specific reference
Ot to what you aiqht mean by 1Jnportant
OS infoDDiJtion I'm not sure how to answer your
06 question.
01 O.
OB
09
10
11

CONFIDENTIAL



No.

12 A. Yes.
13 Q. tell the jury what priJDary
14 care physicians are?
15 A. Primary care physicians are
16 comprised at tataily practice. general
17 practice. and internal medicine. And they
18 see patients at all ages on a wide variety at
19 health issues.

13. PAGE 152:104 TO 152:204 (RUNNIMO 00:00:44.000)
H Q. Thank you. Did Lilly market
15 typrexa tor use in treating symptOlllS ot 1lIOOd?
Hi A. No.
11 Q. Did Lilly market andlor
18 prOlllOte l.yprexa Cor treatment ot s~toms of
19 anxiety?
20 A. Ho.
21 Q. Did Lilly market andlor
22 pror.ote Zyprllxa tor the treatJll,ent at symptoms
23 at depression?
24 A.

104. PAGE 153:05 TO 153:08 (RUNNING 00:00:09.0433)

05 Q. Did Lilly market and/or
06 promote typrexa for the treatJutmt of
01 behavioral disorders?
08 A. No.

15. PAGE 1M:004 TO 1M:11 (RUNNING 00:00:14.087)

04 Q. Did Lilly markc:t or promote
OS Zyprc:xa tor the treatment of irritability
06 symptoms?
07 A. No.
08 Q. Did Lilly market or promote
09 zyprexa tor thought disorders in nonpsychotic
10 patients?
11 A.. No.

18, PAGE 1604:20 TO 165:08 (RUNNING 00:00:043.2331

20 Do you alii tee t.hat. Lilly
21 cannot actively promote andlot market zyprexa
22 outside at the fDA approved indications on
23 the 1nbel?
24 A. Yes. I 6qcee t.hat. Lilly

00165:01 cannot promote zyprexa outside ot the
02 approved indication on its label. There are
03 opportunities to share data that might tall
04 outside ot that.
05 So when you said promote and
06 market, 1'11I dIviding the two. and I would say
01 it's true that Lilly would not: be prOlDOting
08 typrexa outside ot its approved lebel.

No.

Q. Okay. can Lilly under FDA
ugulll.t:ions or the GPP direct the zyprexa
sales torce to actively proceed. to a
physician's otUce on a routine sales call
and prOlllOte Zyp.texa tor the treatment of
SfC\ptoas?

A.

11. PAGE 189:01 TO 169:07 (RUNNING 00:00:21.000)

00169:01
02
OJ
O'
OS
OG
01

Pretne' DIsdoeutM~t lOARCP R1Aa 26(A)3(B)·
Page/lk'le Designations as 0' Mlirdl 3. 2008 • MichMI e.ndickcase No JAN..Q&-C5630 CI

page 3
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Zyprexa-AJuka

PretMI~ Pursuant 10 ARCP Rule 26(....)3(8).
PtgeI\.lfW DuigMboI\S as of Man::h 3. 2008 • MIchMl a.ndk:k

CaM No JAN.06-{)563O CI
page.

Not that I '. aware of.

And tell this journey any
ot.her indications besides schizophrenia and
bipolar mania that were ever added and
approved by the FDA for Zyprexa?

A. I don't recall the d&te, but
later, after Karch of 2000. t.here was a
broadening of the bipolar indication to
include ..inten.nc., bipolar lNIintenance.

Q. SO the thr•• FDA approved
indications for Zypr.xa since It's be:en on
the lUrket are schhophcenia, bipolar mania
and bipolar lDlUli...intenance, corr.ct.?

A. Bipolar ruintenance.
O. ouy. Any ot.hu indications

approved by t.he FDA ot.her t.han those you just
identified?

A.

11. PAGE 197:03 TO 197:15 (RUNNING 00:00:35.400)
03 o· one at t.he IIl4rketinq roles of
04 the zyprexa sales force was to ov.rc~
05 obstacles presented by t.he doctors when they
06 would ask questions about typrexa?
07 A. 'fMt's a phrase that is used
08 In sales trainlnq u a way to helP di reet a
09 sales representative in the context of a
10 call.11 Q. one of the roles of the
12 Zyprexa sales force in the are. of marketinq
13 wall to accurately respond to doctor' 5
14 questions concemin9 the risle. of Zyprexa?
15 A. That's correct..

1'. PAGE 200:24 TO Z01:08 (RUNNING 00:00:22.133)

24 to my question. Part of the tool or channels
00201: 01 of marketinq for zyprexa was Lilly ljIivlng

02 money to medical orqanlutions?
03 A. There were nt.dieal
04 associations that received that type of
05 funding, yes.
06 Q. As part 01 the marketing
07 activit.ies lor zypz:exa from Eli Lilly?
08 A. hs.

20. PAGE 201:24 TO 202:03 (RUNNING 00:00:13.413)

24 O. Tell the jury, pleue, those
00202:01 medical orgallluations or associations to whom

02 money was given as part of tho chllnnel or
03 t.ool in the marketinq of Zypeexa?

21. PAGE 202:G4 TO 202:11 (RUNNING OO:OO:16.500)

04 A. The only twO .luociations
05 that come to mind ael!!! the Aml!!!riC6l\
06 Psychiatric Associatlon and the betican
01 Diabetes Association.
08 O. How many lIli11ions of dollars
09 was given to those orqanh,ations over t.he
10 period of let' is uy 1995 to 2004 at t.he time
11 you left?

22. PAGE 202:14 TO 202:14 (RUNNING 00:00:01.100)

14 A. 1 don't have any id-a..

23. PAGE 214:13 TO 215:05 tRUNNIHG 00:00:42.933)

13

"IS
16
11,.
"20
21
22
'3
24

0021S: 01
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Zypre..-Abuka

Pnltrill DIsdoIures P\nuWlt tel ARCP Rule 2e(A)3(B) •
~ Deslgnalions .. cI MM:h 3, 2008· Iro4ic::heeI BancIidt

Case No. JAN.O&.058JO CI
p.1905

Q. For example, you cannot, you,
being the markedoq department, In order to
reach hir balance, you cannot OVBraXlPhasize
the benefits of zypraxa and underemphuize
the risk of typrexa?

19. PAGE 374:18 TO U4:20 (RUNNING 00:00:04.761)

18 O. By the WilY, did you .ttend
19 this conference?
20 A. YIIS, I did.

27. PAGE 372:23 TO 372:23 (RUNNING 00:00:00.833)

23 A. Yes, I do.

28. PAGE 373:07 TO 374:09 (RUNNING 00:01:09.0331

07 Q. It is II docwnent entitled the
DB "Consenllus Development Conterence on
09 Antipsychotic Drugs and Obesity and
10 Diabetes." And it I s publbhlld by the
11 A1l1erican Diabetes ~llociation, the American
12 psychiatric A:tsociatlon, the American
13 Association at Clinical &ndocrinolog:ists and
It the North Alnerican Asaocilltion tor the Study
15 of Obesity, in 2004; is that correct?
16 A.. It was pUblished in Diabetes
l' Care and those four auociat.ions are
1B associated with it.
19 Q. And you read thla in your
20 role at. Eli Li Uy beton you lett your
21 el1lPloyment, did you not?
22 A.. Yes, that's true.
23 Q. And jUllt tor the record,
24 reflected in this exhibit. this is II

00314:01 consensus development do~nt Involvlnq II
02 contennce that ",as held in November of 2003;
03 is that correct?
04 A. Yes, I believe it is.
OS Q. And individuals as reflected
06 in this doc~nt, ind.1vidua1!l fram Eli Lilly
01 rude a prellentlltiOR lit that conference,
OB correct?
09 A. thet is cornet.

26. PAGE 3211:11 TO 321:11 (RUNNING OO:OO:04.DOO)

11 A. That's Illy understanding of

26. PAGE 372:10 TO 312:13 (RUNNING 00:00;09.4331

10 Q. Hr. Bandick, I banded you at
11 the break what' 5 been marked as Bandick
12 Exhibit No.1. Do you recoljllOize this
13 document?

24. PAGE 327:14 TO 121:04 (RUNNING OO:OO:)4.117)

14 You've heard tile term "fair
15 and balanced" before have you not, in regard
16 to Dacket!n; docUJHtlt.s?
17 A. I'va h••rd tbe term "tair

18 balance."
19 Q. What does that. mean to you?
20 A. That there is an appropriate
21 balance bet.ween what would be consid8red
22 adventBIles or dhaetvantag8s, effiCAcy,
23 safety.
2.

00328:01
02
03
O.
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30. PAGE 375:21 TO 371:02 (RUNNING 00:00:13.133)

~ DiscburN~tmARCP Rule 26(A)3(B).
PagWllne DesJgnatlona .. of ~rd't 3. 2008· MidlaeI Bandick

Case No. 3AN-06-0563O CI
page 6

Zyprexa-AJaska

Yes.

Why were you selected toQ.

1\. Yes, it was.
O. Okay. I'm just going to have

you :skip over to Page 597 at Bandick Exhibit
No.7, the conslU\SUS statement, and you :see
question thrae?

A. Yes.
Q. The quB:stion is: "What is

the relationship between the use at these
drugs and the incidence ot obesity and
diabetes, question lUIrk." Did I read that
correctly?

A.

22
23 attend?
24 A. Many at the things that we

00316:01 did involved a collaboration between
02 marketing and medical.

31. PAGE 3111:11 TO 317:01 (RUNNING 00:00:31.017)

19 O. Okay. Now, this conterence
20 was convened to answer several questions, was
21 11:: not?
22
23
20

00311:01
02
03
04
O.
06
01
08
O.

32. PAGE 371:04 TO 3715:22 (RUNNING 00:00:31.500)

04 O. The tint beading. the bold
as hoadinq, obe:dty. do you see that?
06 A. Yes, I do.
07 O. It aays under there: "There
as is considerable evidence, particularly in
09 patient with schhophrenifl, that treatment
10 with the second general antipsychotics can
11 caU5e .. rapid increase in body weight in the
12 tint Cew months of therapy that llUly not
13 reach it plateau even after one year of
14 treatment. There is, however, considerable
15 vadability in weiqht qain among the various
16 second qaneration antipsychot..1cs." And it
l' references Table 2. Did I read that
18 correctly?
19 A. Yes.
20 O. And you .ue table two
21 underneath that statement?
22 A. Yes, I do.

33. PAGE 379:14 TO 310:05 (RUNNING 00:00:38.533)

14 O. According to table two, which
15 is directly in tront ot you, at a con.ference
16 you attended, what second ganeration
17 antipsychotlcs carried the largoaat risk at
18 walqht gain lind risk tor diabetes according
19 to Table 2?
20 A. According to thb panel,
21 cloz.aplne and olanzapine, Clon,r.il and
22 Zyprexa, had a higher relative risk tor
23 weiOht gain.
24 Q. And for diabetes?

00380:01 A. And to answer the other part
02 ot your qu••t.1on. according to this table
OJ they also identity cloupine and olanupLne
04 as hav1no a relatively hioher rbk tor
05 diabetes.



34. PAGE 3911:11 TO 39lf:05 (RUNNING 00:00:49.400)

And when did you torm that

I don't recall .
What year?
Probably, 2003 •

..
Q...

Q. Why don't you t.urn, now, sir,
to Page 598 in Bandick Exhibit No.7, which
is the consensus st.atement, and go to
quest.ion No.4. Do you see t.hat.?

A. Yes.
Q. The question No.4 reads:

Given the above risks, how should patients be
monitored for the development ot siqnificant.
weight gain dyslipidamia, and diabete!l, and
how should they be treated it diabet.es
develops, question mark."

Did I read t.hat correct.ly?
A. Yes.
Q. The answer says: "Given the

serious health dilks, patients taking SGAs
should receive appropriate baseline screening
and on901ng lIOn1toring." Did I read that
correctly?

A. Yes.

11
12
13
14
15

"17
18
19
20
21
22
23
2'

00399: 01
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35. PAGE 399:14 TO 399:22 (RUNNtNG 00:00:23.533)

14 Q. Do you agree with t.hat?
15 A. Based on my conversations
16 with Lilly clinicians I believe that would be
17 reasonable.
18 Q.
19 belief?
20
21
22

36. PAGE 401:22 TO 402:02 (RUNNING 00:00:09.533)

22 Q. I've handed you what I've
23 marked as 5andick Exhibit No.9, which I'll
24 represent. to you is il. 2005 POR reference on

00402:01 Zyprex4.
02 Do you have that in front of

37. PAGE 402:03 TO 402:04 (RUNNING 00:00:02.167)

03 you?
04 A. It appears that I do.

38. PAGE 403:07 TO 403:11 (RUNNING 00:00:14.500)

07 Q. Okay. Look at. the precaution
08 "ection which begina on the fourth page of
09 Bandick Exhibit. No.9.
10 Are you there with me?
11 A. I bftlieve 50.

U. PAGE 403:11 TO 403:20 (RUNNING 00:00:09.433)

17 O. And there's a section 1n the
18 precaution section entitled "Laboratory
19 Tests," isn't there?
20 A. Yes, there is.

Zyprexa.AJaska

40. PAGE 405:12 TO 405:19 (RUNNING 00:00:20.aoo)

12 Q. My s1.aaple question was: In
13 the precaution section of the label is th.re
14 any laboratory testing recOlllllended for
15 patients who ta.~. second generation
16 antipsychotics to have thelr fasting plag'IjJ
17 glucose monitored? ~trialDlsdoeuntSPursuanltoARCPRute26(A)3(B).

Page/ln DesIgnations .. of Ma~ 3. 2008· Michael Bandick
CaM No. JAN.06.05630 CI
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44. PAGE 415:14 TO 418:13 (RUNNING OO:01:11.467)

14 Q. What the Japanese Qovenment
15 did is t.hey put. a black box warninv on
16 r.yprexa in Japan, dido' t. they?
11 A. It was coaparable to what. in
19 the U.S. we would call a black box warninq. ~tt*~P\nUentIOARCPR.~A)3(B)·

PegeIl..Ww Deslgnelions. 01 Mard'l3, 2008· t.fIcheet e.ndidl
CaseNo~CI

pageB

Sir, let'. CJo to the .~ry
of the consensuS aut_nt, bhJbit 110. 1, 011
Page 600. Do you s" tb_ ~ry, sir?

A. Ye., J do.
g. J'. 9oi.DCJ to read 1t out loud

al tollows: "The 5GA8 are ot CJr..t ~t1t
to a wide variaty of people with payc:hiatriC
disorders. As with all druCJI, SGA8 are
alllocia~ed with undesirable dde etfect8·
One const.ellation of _dYerse affects is an
inc.teased dsk for obesit.y, diabetes, and
dy.lipid.ua ." Did I read that correctly?

IL Yes.
Q. I'. 90109 to skip down to the

nut para9raph, it says: "The•• thr..
adverse conditions are closely linked, and
their prevalence appears to differ dependinq
on the second generation antipsychotic used.
Clot.apine and olans.pine are ancciated with
the CJreatest we!9ht 9ain and highest
occurrence of diabetes and dysliplduda ...
Did I read that correctly?

A. That'S what it say' in tbis

document. o. Pta the Brand ManaQet and t.he
Director of Marketplace "anag_nt for
typeaxa in the years you bave indicated, do
you aqrelil with t.bat statUlent?

A. Lilly disaqr.ed with that

stateJll8nt.

Ot
o.
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08
09
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11
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42. PAGE 41 t:Ol TO 411:21 (RUNNING 00:00:41.117)

08 O. Do you have Exhibit No. 10 in
09 front of you?
10 A. I do.
11 O. "fou have s••n this docwnent
12 before, have you not?
13 A. I have.
14 Q. When did you see this
]5 document?
16 A. I tiut saw this docu:unt
11 when it was published in April 2002.
18 O. This document, it·" dated
19 April 2002. It's Exhibit No. 10.
20 Can you brietly describe fOI"

21 the jury what it is?

43. PAGE 411:22 TO .12:.02 (RUNNING 00:00:15.200)

22 A. This is t.he Enql1sh
23 translation of a Dear Health Ca.n
24 Professional letter that was distributed to

00412: 01 phy.icians in Japan follow!nq a l.~l chanqe
02 for zyprexa in JaJN.n.

18 A. Not uDdee laboeatoey ta.t. in
19 ~ha precaution sec~lon.

t •.•AOE <01:" TO_ ~_:212111
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45. PAGE 418:21 TO '19:22 (RUNNING 00:00:58.200)

21 O. The black box said, a.onq
22 other things, "00 not adlllinister to patients
2J with diabetes mellitus and those who have II

24 history of diabetu rtlQllitus.
00419:01 No.2. Durinq administrat.ion

02 of t.his product, ob"erve sufficiently with
03 such as n1ca"urernent ot blood glucose.
04 No. J. Explain SUfficiently
05 to the patient and fardly raembers.
06 And it goes on to say, -Opon
07 administration of this product, explain
08 sufficiently to the patient And fllJllily
09 members possible occurrence ot serious
10 adverse reactions, such as diabetic
11 ketoacidosis and diabetic coma, ot cetera.
12 Provide ljIuidance to them to see a physician
13 suspending administretion if such 3ymptoms 03
14 thiest, polydipsia, polyuria, or fcequent
15 urination. et cetera, appear."
16 Did I read that correctly?
11 A. Yes.
18 O. Did Lilly change it3 label
19 for Zypeexa in the Uoited State3 consistent
20 with what was required by Japan in April
21 of 20021
22 A. No, it did not.

4S. PAGE 421:17 TO 421:20 (RUNNING 00:00:13.033)

17 O. Did Lilly send doc ton in the
18 United States a 0811e Doctor !ete-r informing
19 them about tho equivalent of a black box
20 warning on the Japanese label in April 20021

47. PAGE 421:23 TO 422:01 (RUNNING 00:00:05.000)

23 A. I don't recall a Dear Health
24 Care Professional letter being distributed on

00422:01 that topic.

-48. PAGE 435:02 TO 435:04 (RUNNING 00:00:06.400)

02 O. Have you ever intormed the
OJ sales force of foreign regulatory action
04 concerning a. black box on antipsychotics?

Pretrial DisdoIures Purwant Ie ARCP Ruie 26(A)3(B)·
~ DesIgnations as 01 Matctl3. 2008 - Mic::t\Ml8rdick

case No. JAN.06-QS630 CI
page 9

sir?
A. Yes.

Zypraa·Alaska

Q. And what they "aid -- and let
me reod a portion of thi" exhibit -- it ,says:
"Emergency safety infooution regarding
diabetic ketoacidosis and diabetic COlU due
to increased blood glucose during
adndnistration of an antipsychotic agent,
Zyprexa tablets, olannpin.. Since the
marketing of t.hi" product in June 2001, nine
serious cases, parens, including two cases of
death, close parens, with hyperglycezUa,
diabetic ketoacidosis ond diabetic coma have
been reported for which cAusal relAtionship
with this product cannot. be denied, parens,
estimated number of patients treated with
this product 137, 000 as of the end of
December 2001."

Did I read t.hat correctly,

19
20
21
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23
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54. PAGE 450:22 TO 451:04 (RUNNING 00:00:18.733)

22 O. 'tou think the actions
23 concerning the black box label change, the
24 equi valent of a block box label ch&nge in

00451:01 Japan on Zyprexa, do you s_ any
02 inconsistency in your action concerning that
03 action in Japan versus what you did
04 concerning the Risperdal label in canada?

115. PAGE 451:07 TO 451:10 (RUNNING 00:00:07.700)

01 A. I s.e thea all very difhAnt
DB situations.
09 O. Do you see any inconsistency
10 in what you did, sir, Hr. Bendick?

$8. PAGE 451:13 TO 451:15 (RUNNING OO:OO:G5.300)

13 A. I can't evaluate the
14 consistency or inconsiatency, I "e. thea aa
IS different situations.

~ otIdoIures Pwsuant to ARCP R_ 26(A)3(B).
PageIlkll Oellgnalionl as of Match 3. 2008 • MichHt Batldlck

ca.. No 3AN-a6-05630 CI
_10

O. And it says: ·We would lite
to point out actual label changes such as the
recent. addition of a black box warning
pending to the Ri:5perdal label in CAnada. to

A. And the context for that
remark t.he first part of the sentence is
avoldinlJ speculation on potentiol label
chanqes, because we thought t.hat would be
inapproprIate. However, if there was U1
actual l~l change that that would be
something that would potentially be
appropriate. And u you pointed out under do
walll to llIhare infoz::mation selectively aa
appropriate. That does not represent a
proactive tell-every-custOlQ8r-you 've-got. If
it c4trle up that wu sClllUthinlJ that could be
ci ted as a fact.

12
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40. PAGE43S:1DT04H:iO (RUNNING 00:00:01.117)

10 IL I don't recall an eXlmple.

50. PA.GE 435:15 TO 435:111 (RUNNING 00:00:07.700)

15 O. Well. let me :,.. it I can
16 retresh your recoUec'tion. I'm go1n9 to hand
17 you what'" been IMrked as Bandlck Exhibit
18 No. 11. Provide it to your counael.

51. PAGE 436:15 TO 436:17 (RUNNING OO:OO:0I.7tMn

15 Q. Okay. Can you tell tho jury
16 the date of this e-ItlQU that you wrote?
17 '''' OCtober 18, 2002.

52. PAGE 438:23 TO 431:05 (RUNNING 00:00:111.000)

23 O. You sent this e-mail around
24 the world, in eaaence?

00439:01 A. That's true.
02 Q. And tho subject 1:5
OJ risperidone, which la Rlsperdal, Cerebral
04 Vascular Warning in Canada, right?
05 A. Yes.

53. PAGE 443:12 TO 444:04 (RUNNING 00:00:37.300)

CONADEHTIAl
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61. PAGE 461:17 TO 462:01 (RUNNING 00:00:15.000)

17 Q. Okay, sir, why don't you look
18 at your challenges section at youL memo
19 Exhibit 12, okay? Do you have it there in
20 front of you?
21 A. I do.
22 Q. Why don I t you read it out
23 loud to the jury, please.
24 THE WITNESS; The whole

00462: 01 518ction?

82. PAGE 462:03 TO 4152:111 (RUNNING 00:00:33.1331

A. Host PCPs curr-nUy pre$cr1be
III law volume of antipsychotic5 and IIlOOd
stabilizers.

o· can you read it very slowly
and distincely so the jury can heer you when
they hear the tape back.

A. Certainly.
O. Go ahead.
A. "Most PCPs currently

prescribe a low volume of antipsychotics and
mood stabil1urs. Many PCPs will refer
patient5 in nead af p5ychotropic t.reatment to
a specialist r"tber than treat that patient.
Key barriers to uptake include PCPs lack of
troioin; in this cat.egory, limited t1.ftle with
pat.ient5, and an aversion to perceived risk.
!oyprexa'" primary indication", 5chiz:ophreni~DitdosuresP\nuanltoARCP Rute 26(A.)3(B).

PIIgeI'tN Da:slgNtlont as of~ 3, 2008· Mid'IMI Bandick
Case No. 3AN-<J&.0563O CI
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57. PAGE 452:21 TO 452:22 (RUNNING 00:00:05.000)

21 O. Sir, you recoqnize thi.
22 document, Exhibit 12, do you not?

sa. PAGE 452:23 TO 453:08 (RUNNING 00:00:22.000)

23 A. Yes, 1 do.
24 Q. You wrote it?

00453:01 A. Yes, I did.
02 Q. When did you write it?
03 A. August of 2000.
04 Q. Okay. Sir, this dOCUlll8nt,
OS rend the title to the jury, please.
06 A. Zyprexa primary Care Strategy
07 and Implementation Overview.
OB Q. Why did you write this?

59. PAGE 453:09 TO 453:14 (RUNNING 00:00:18,967)

09 A. This was about one month into
10 my role as Brand Manager for Zyprexa in
11 priJllary care, and I believe this was a, an
12 overview for an internal audience, probably
13 other members of the Zyprexa Harketin; Team
14 and, perhaps, other internal audiences.

60. PAGE 457:24 TO 458:07 (RUNNING 00:00:21.0331

24 Q. I'll read the background.
00458:01 "Background: Following several months of

02 study by the Lilly OSA z,yprexa Brand ream the
OJ affiliate approved the reconmendation that
04 Lilly actively proaote Zyprex" to selected
05 current primary care prescriber targets. It

06 Did I read that correctly?
07 A. h •.

CONFIDENTIAL



Ye., that'. true.

A. That'.s correct.
O. Didn't you tell .. houn 8g0

there was no indication, approved indication,
tor Zyprexa for the treatment of thought
disorders?

A. That's correct.
O· Didn't you tell tU hours ago

that there was no approved indication tor
typrexa for the treatment ot behaviora.l
disorden?

A.

O· My only que.stion was: When
you prepared Exhibit No. 12, you wrou that
you intended to position Zyprexa a5 e "'a fe , .
proven solution in lDOOd, thought, and p~~=i~=-'~

Case No. 3AN-Q6...0583O 0
page 12

66. PAGE 470:10 TO 471:16 (RUNNING 00:01:02.300)

10 Q. Why don't you go down, after
11 challenges, which we just read, there' '" II
12 'egznent on position, right?
13 A. OJn-hW1l.
14 Q. Sir?
15 A. Yes, that's true.
16 Q. You underlined thi.s .sentence,
17 do you not, the tirst sentence under
18 posit.ion?
19 A. I did underline the tint
20 .sentence in that .section.
21 Q. And you .say this: "Po.sition:
22 typrexa. The lIafe, proven solution in 1aOOd,
23 thoUQiht, and behavioral dhorden."
24 Did I read that correctly?

0001:01 A. You did.
02 O. Oiein' t you tell .. hours ago
OJ in this depo.sition tMt there was no
04 indication tor Zyprexa for the treatment ot
05 mood?
0'
07
08
09
10
11
12
13

",.,.

63. PAGE .62:20 TO 482:23 (RUNNING 00:00:1....33)

20 and bipolar, are not viewed a.$ pcp treated
21 conditions .so there'.s not a specitic
22 indication tor Lilly rep.s to prCllllOte in the
23 pcp l18lJ)Jllent."

64. PAGE 463:12. TO ~3:1& (RUNN"O 00:00:14.267)

12 Q. Let's look at the flc.st part,
13 "Z!fpreXII'" pdmary indiClitiOns, achizophrenia
14 and bipolar." Aren't those the only
15 indications for Zyprexa lit that tlJu'?
16 A. Yes, that'a correct.

85. PAGE 464:06 TO 414:16 (RUNNING 00:00:26.333)

06 Q. Okay. Then I'Ill goin; to read
07 it like t.hat and we're going to continue.
08 Continuing: ZyprexlI' s only indications,
09 achizoph.renia and bipolar, aIe not viewed as
10 PCP treated conditions. so there's not a
11 specific indication tor Lilly rep:. to promote
12 in the PCP, prlmary care phY:lician aegmentl
13 is that correct?
H A. That's what's written there.
15 Q. You wrote it, didn't you?
16 A. Yes, I did.

87. PAGE 472:10 TO 472::14 (RUNNING 00:00:10.3157)

10
11
12
13
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71. PAGE 478:08 TO 478:19 (RUNNING 00:00:19.833)

DB Isn't one of the things this
09 document did is answer the question why you
10 were entering the primary care physicinn
11 IOnrket. you. being Lilly?
12 A. Yes. that 15 one of the
13 questions that it answers.
14 Q. You're right there on the
15 page I see. You're on Page 69, aren't you?
16 A. Yes. I am.
11 O. You helped prepare this
18 alide, didn't you?
H A. Yes. I beUeve I did.

72. PAGE 479:02 TO 479:05 (RUNNING 00:00:08.533)

02 Q. Oid you all get up -- did you
OJ all have a son; that was created for this
04 presentation?
05 A. ha.

73. PAGE 479:24 TO 480:06 (RUNNING 00:00:18.700)

24 O. Okay. Now I want to 90 back
00480: 01 to this question at Why Lilly entered the

02 primary care physician aarket, that's on
OJ Pa;e 69, and it says right bere, "Zyprexa.
04 primary care, Why are we enterin9 this
05 market. question mark?" Right?
06 A. Yes.

14 behavioral diaordera?

6B. PAGE 472:151 TO 472:23 (RUNNING 00:00:13.787)

19 A. As I indicated, a position
20 And a desIred position in a prelaunch
21 pla.nninq document, does not represent the
22 same as a verbatim to a sales organization or
23 a prOllOtlon to a customer.

69. PAGE 473:07 TO 473:10 (RUNNING 00:00:06.266)

01 Q. Sir. you've seen Exhibit
as No. 13. haven't you. Bandick?
09 A. Give mil a moment with it
10 please.

70. PAGE 476:05 TO 475:15 (RUNNING 00:00:2.5.100)

05 Q. Quit looking at the document
06 and ull me what the Viva Zyprexa launch
07 meeting was?
08 A. Viva Zyprexa launch nw:eting
09 referred to the initial launch in primary
10 care in OCtober of 2000.
11 Q. And that was a launch in
12 Orlando. Florida. right?
13 A. Yes. I believe so.
14 O. Did you speak at that launch?
15 A. Yes, I did.

74. PAGE 480:ot TO 481:01 (RUNNING 00:00:47.100)

09 tour. fiva bullet points down. Can you read
10 to the jury what you said as to why Lilly was
11 entering the pr1Jnary care Il'l4rket for Zypnxa?
12 A. One or several reasons on
13 this page reads: "Zyprexa' s: success is: PretrilJl Disckwtnt Pursuant to ARCP Ru.. 26(")3(8)-

~ Deslgn8tlona .. of Mwttt 3, 2008 - Mic:hH( BandicIt
C8se No. 3AN-06-0S630 CI

page 13
CONFIDENTIAL



A

Did r quote frOlll t.he lyrics
correctly?

A. You left out. couple of
lines in that stanza, but yes. p~=-':=::i~="S:

c..No.3AN-(l6..()583OCI

P8ge14

crucial to corporato performance. PCPs
represent last fIIi!ljor untapped :Iegment."

Q. Zyprex8's success is crucial
to corporate performance was one of th_
re.sons listed as to why Lilly was enterinv
thh market, right?

Sir?
.... The context for this docWll8nt

was that this was a sales 0l:q8n1:1.8t10n
audience end we were providinV a:otivation for
them to understand how they fit into the
bigger picture.

Zypr.xa-AI~,ka

14
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20
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00481:01

n. PAGE 493:03 TO 493:12 (RUNNING 00:00:2.2..534)

03 Q. Last, lyrics of the last
04 stanza: "Can't. rest now I've got t.o run, I'la
as gonna tell everyone, nU.9ht tell II doctor 50
06 tiDes, 9ive a perfect message on every shot,
01 keep Zyprexa at the top, Viva typreu, Viva
08 typrexa."
0'
10
11
12

75. PAGE 489:03 TO 4111:09 (RUNNING 00:00:16.9331

03 O. Sir, the Viva Eypr_xII song,
DC the first two lines: "The whole new purpose
05 gonoa set =y soul, set my soul on tire."
06 Old I read that correctly?
01 A. Ves.
DB O. There was. whole naw pu.rpose
09 for Zyprexa in the fall of 20007

76. PAGE 489:12 TO 489:14 (RUNNING 00:00:06.200)

12 A. I didn't write the lyric3 to
13 the song, I don't know what ebe lyricist had
14 in raind with "who1. new purpose.·

17. PAGE 491:10 TO 491:19 (RUNNING 00:00:11.100)

10 O. Let's 90 down to the third
11 versus: "Yeah, we're helpin9 patients, Viva
12 Zyprexa, many wonderful indications, Viva
13 Zyprexa. "
14 Did I read that correctly?
15 A. You did.
16 Q. Many wonderful indications.
17 There was only twO indications, weren't
18 there, sir?
19 A. That's correct.

78. PAGE 491:24 TO 492:11 (RUNNING 00:00:19.233)

24 O. SO there wasn't many
00492: 01 wonderful indications, were there, sir?

02 A. I assume this had roore to do
03 with gettin9 the right number of syllablt!s
04 into that line.
OS Q. You don't tMnlt it had
06 sOlMIt.hing to do with 1IlOOd, thought,
07 irritability and anxiety?
08 A. I'm quit.o certain tbe person
09 who wrote the lyrics to this song was not
10 aware of our strate9Y or our prOl1lOtional
11 message.

CONFIDENTIAL



81. PAGE 499:14 TO -499:18 (RUNNING 00:00:09.000)

14 O. Okay. Do you recall
15 marketing to Donne, Mark and Martha?
16 A. '(ou'd IIsked me that earlier
17 and I didn't know what you lHant then and I'm
18 still not sure what you mean.

O. Right. Let's 90 ahead to
patient profile nWnber on peqe 9, patient
profile No.2. Who'.s that?

A. This patient proUla 15
symbolized by the name Hark.

A. Oltay.
Q. Diabetes. What 1:1 a

position, sir? A position as used in
marketing?

A. well, in the context of this
document it would be sUn.11ar to nyinq our
point at view.

Q. Okay. And isn't: it, in
fact -- this document is a UW!Irketlng
document, is it: not?

A. This document: would have come
from a IMrket:ing source.

Q. Okay. OUr position would be
our point of view. "Our position: Diabetes
hyperCjllycenLia may appear in patients taUnCjl
antipsychotics and/or mood stabilizers
inclUding Eyprexa at co.onpa.rable rates with
the possible exception of Cloupine."

Did I read that correctly?
A. Yes.
Q. We saw earlier today the

consensus statement frOCl'l April 200.. say.s
that diabetes occur.s in a gr••ter rate in
Zyprexa than it does in the other second
Cjleneration antlpsychotlcs. correct?

A. That is the conclusion that
that group drew. PrelrialtMclosuresP'ursuanIIoARCPRule26(A)3(B)-

PagWl.iw QesGnaIKlnS as cI MaItil 3. 2008· MM::haeI Bandidl.
Case No 3AN-06-0563O CI
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80. PAGE 496:09 TO 497:03 (RUNNING 00:00:48.7001

09 Q. can you ~urn to Page 71 Ot"
10 the Primary Care 90183 Force Ruource Guide?
11 A. Yes.
12 O. Exhibit 11. Who's the
13 patient profUe No. 17
14 A. It uyl5 Donna is oil -.

IS Q. No. Who's the patient
16 profile No. 11 Who?
11 A. I'm not sure what you UllIan.
19 Q. The person'. n&nle, patiant
19 profile No. I, ....ho is that?
20 A. In this particular ca.sB the
21 patient profile ia symbolized by the name
22 Donna.
2J
24

00.97:01
02
03

82. PAGE 503:02 TO 504:12 (RUNNING 00:01:20.633)

02 Q. Sir, you rec09n1%e the
OJ Exhibit No. 16, ISl!luc Ham'98ment Planning on
04 Diabetes. Lilly Answers That Matter?
05 A. There are aspects of it that
06 are familiar. I'm not sure that I recall
01 this exact document.
08 Q. Okay. Why don't we go to
09 Page 2?
10
11
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What's txhibit 19, do Yll~~o.s:e.:=~~~t=-~
c.se Ilk). 3AN-06-05I53O CI
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A.

A. A3 with the lut document.
which was dated one day different.ly trOll this
one. I'n familiar with much at ebe content.,
I'.IlI not sura I recall t.he spec! fie document.

Q. Okay. This is the Issues
Management Piannino Weight Gain, Lilly
Answers That Matter. Our Position is on
Page 2. You following me?

A. Yes.
Q. Our poduon: Weight lOJain

can occur wLth Zyprfllxa as with other
antipsychotics and mood stabilizers. For
most patients this can be mAnaged allowIng
ChBDl co receive the OV8Nhelming benefits
Zyprexa offers. If

Did 1 read that. correct.ly?
Yes, you did.

8t. PAGE 5111:02 TO 516:03 (RUNNING 00:00:03..333)

02 Q.

85. PAGE 510:01 TO 510:18 (RUNNING 00:00:35.200)

00S10: 01 you?
02
03
O.
0'
06
07
08
09
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11
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88. PAGE 511:03 TO 511:11 (RUNNING 00:00:17.166)

OJ Q. Okay. What is the rationale
04 for t.he position as concained in this
05 exhlbit. --
06 A. It says -
07 Q. -- No. 151
08 A. In this docu....nt it. says:
09 "To rl.iniJaiu t.he liabilit.y at wei'ilht odn
10 whUe at. the !!Uune t.iIM increasing focus on
11 Zypre.xa' s superior efficacy. If

87. PAGE 518:1' TO 515:11 (RUNNING OO:00:05.5f7)

16 You all markeUd and sold
11 Zyprexa to t.he elderly tor d8lllantia, didn't
18 you?

88. PAGE 515:21 TO 515:24 (RUNNING 00:00:01.533)

21 A. No.
22 (Whereupon, Deposition
23 Exhibit.(s) 19 duly received, INIrk~

24 and IUIde a part ot the record. I

83. PAGE 506:01 TO 506:12 (RUNNING 00:00:28.800)

00506:01 Q. Okay. The nllSon for the
02 podt.ion that's reported in your marketing
03 docWl'lent. Exhibit 16 is as follows, follow
04 along with me: "Showing that diabet811 is a
OS COITIlIon occurrence for all antipsychotics and
06 not. just Zyprexa will help reduce the
07 perception that diabetes is linked to,
06 specifically, to Zyprexa, and in turn, will
09 help to eUnainau this risk froea t.he
10 risk/benefit equation."
11 Did I read that correctly?
12 A. Yes, you did.

84. PAGE 509:22 TO 509:24 (RUNNING 00:00:07.833)

22 Q. Issues Manag8lll8nt. Planning
23 Weight. Gain, Exhibit. IS, November 2001.
24 You' VII !I.en t.hat docwnent. betore, haven't.
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97. PAGE 521:21 TO 5Z2:09 (RUNNtNG 00:00:25.300)

94. PAGE 519:10 TO 519:10 (RUNNING 00:00:01.1'4)

10 A. l'Iot that I'm aware.

O. Didn't you market !yprex.a for
the treatment ot symptocs?

A. No.
Q. Why don't you 90 down to the

third section on this ~qe where it ..ys:
"zyprex& IntraMUscular, olanzapine for
injection." You follow me?

A. Yes.
Q. Read out loud what it says

ri9ht there?
A. '"First. and only psychouopi'Pretn.! DIsc:k:l&uteI Pursuant 10 ARCP RIM 26(")3(8).

indicated for the treatment of .gitatiOfJageA.... DeslgnetlOnS .. oIMan:h3.2008.MlchHlBandidt
Case No JAN-06-05630 Cl

page 17
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95. PAGE 519:17 TO 519:19 (RUNNING 00:00:09.233)

11 O. Why don't you turn to
19 Paqe 19. What's the title ot that peqe?
19 A. lmprove.s depre.ssi ve symptoms.

H. PAGE 521:13 TO 521:15 (RUNNING 00:00:07.100)

13 O. What's the title of Paqe 20?
14 A. !yprexa Safoly Stabilizes
15 Behavioral Symptocns.

03 recQ9nize that? My question is do you

90. PAGE 516:04 TO 516:09 (RUNNING 00:00:31.533)

04 recognize the docu."U8nt., sir?
O~ A. No, I don't.
06 Q. You don't? Why don't wtI just
01 turn to Page 7 ot this docw"'nt. okay?
08 Page ,. Are you with me?
09 A. Yes, I Am.

11. PAGE 516:24 TO 517:13 (RUNNING 00:00:34.900)

24 Q. And on P8ge 7 it says:
00511: 01 "typrexa IntraMuscular aI.nupin. Cor

02 injection. Safety In agitation associated
03 with dementia In 8 clinical trial."
at Old I read that correctly?
05 A. ns.
06 O. Then you ;0: "In patients up
07 to 97 years old, mean ag8 ot 11, favorable
08 adverse event protile, t.he most. conmon
09 troatment.-emecgent adverse event in dementia
10 patients was somnolence 4 percent versus
11 3 percent with placebo."
12 Did I read that correctly?
13 A. Yes.

92. PAGE 518:23 TO 518:2~ (RUNNING 00:00:04.866)

23 Isn't it trull Lilly l'lIDorketed
24 Zyprexa tor dementia patients?

93. PAGE 519:03 TO 519:07 (RUNNING 00:00:09.787)

03 A. No.
04 O. Okay. Well let mil ask you
05 another question, isn't it true Lilly
06 fIlArketed Zyprex.a tor dopressive symptOIfl5
01 related to dementia?

CONFIDENTIAL
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1 CLF' (RUNNING 00:27~.H3)

nllllllillJORDAN 8S SEGMENTS (RUNNING 00:27:2"'13)

1. PAGE 21:22 TO 22:02 (RUNNING 00:00:05.133)

22 Q. How are you thb JllOrning?
23 A. I'm fine.
24 Q. Can you tell the jury your

00022:01 name, pleoJ5e, de?
02 A. My n&nle'l:! Jack E. Jordan.

2. PAGE 29:20 TO 30:05 (RUNNING 00:00:22.293)

20 Q. Tell the jury what you mean
21 by "position your product?"
22 A. Podtionino is ultinlately how
23 you want your customers to think about your
24 product. So, for example. staying with the

00030:01 Ford truck analogy, it would be that if you
02 drive ehi15 truck you're tough, could be a
OJ position!n;. I'm Ford tough. That'15 part of
04 what: they're trying to have their CU15tomera
05 think about their product.

3. PAGE 31 :04 TO 31 :11 (RUNNING 00:00:1 a.oool

04; Q. Can you tell t.h. jury,
05 please. wbat you teach ..nd what you know
06 about how you !Jet your customers to think
01 what you want them to think?
08 A. Ulti.a:lauly. that !Jets into
09 the marketing raix, which is the next step.
10 And fllOst of that revolves around your
11 promotional activities.

4. PAGE 51:01 TO 59:20 (RUNNING 00:00:35..433)

09 O. You have an MBA?
09 A. It's called a Muter's of
10 Science aDd Management but it's an MBA
11 equivalent.
12 O. Right. And after you
13 completed your, t.he equivalent of a master's
14 in business at Purdue On!versity in 1988.
15 what did you do next?
16 A. I went to work tor Eli Lilly
11 and company.
19 O. And you worked tor Eli Lilly
19 from 1988 until when, air?
20 A. Ontil April of 2004.

~ 022908

lib Jordan, Jack E. <Vol. 01l- 1012612006

From lUy of 1998 until aboutA.
August of 2003.

O. w. will, ot cours., explore
H In some detail, but can you toll us as an
eueutive. as a Brand Leader for Eyprexa frca PI1ItrieIOlsdosur.s Putsuentk)ARCPRuia 26(A)3(B).
Hay of 1988 until August of 2003, un you PegeIlJne Design.ltionl as of Mard"l 3. 2008·.Md: JanSen

case No. 3AN-Q6-563Q CN

paga 1

5. PAGE 81:20 TO 62:12 (RUNNING 00:01:21.081)

20 O. You were the Brand Leader for
21 the dru9 Zyprexil tor Ell Lilly from when to
22 when?
2J
24

00062:01
02
03
O.

CONFIDENTIAL
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05 ten this jury in layman's ttlnM what it
06 means to be a brand leader in that position?
01 A. It'. really two areas of
08 responsibility: One was to be responsible
09 for the marketing strategy for the 0.5., and
10 the second area was to make sure there "'8.s
11 alignment across the organization around that
12 strategy.

6. PAGE '4:16 TO 14:17 (RUNNING 00:00:03.013)

16 Q. You were He. Bandlck I 5
11 superior. were you not1

7. PAGE 84:20 TO 14:22 (RUNNING 00:00:05.833)

20 A. When he V!IS the typrexa Brand
21 Manager for that year. year and-a-halt, he
22 did report to me, yes.

I. PAGE 102:11 TO 102:22 (RUNNING 00:00:16.433)

18 Now you, during this time
19 period from 199B to 2003, whue were you
20 physically located 1n your job -- here in
21 Indlanapolls?
22 A. 1 was, yes.

51. PAGE 113:011 TO 113:13 (RUNNING 00:00:27.417)

06 a. Thank you. Now from 1998 to
01 2003, you've told us your tith regarding
08 Zyprexa. Were you responsible for the
09 ru rketing or brand leadenhip of any other
10 Lilly products du.ring that time period?
11 A. During that time period, I
12 did have responsibility for ill period of tinle
13 for the symbyax, the Symbyax marketing team.

10. PAGE 113:24 TO 114:04 (RUNNING 00:00:12.267)

24 a. Symbyax for the jury, tell
00114:01 the jury what t.hat product was?

02 A. Syrbyax was and 13 ill

03 cClD'lbination of Zypre.xa-olanzapine, and
04 Prozac-f1uoxetine.

11. PAGE 136:07 TO 136:12 (RUNNING 00:00:14.267)

01 a. At its heighth, at its
08 heighth during t.he tae you lIere Brand Leader
09 and Harketing Director for typr.xa in the
10 United States, how many :lale" representatives
11 were involved in the prClftlOtion and
12 representation of Zyprexa?

12. PAGE 1315:15 TO 136:18 (RUNNING 00:00:04.200)

15 A. We had, approxiJutely, a
16 couple t..housand sdes reps.

13. PAGE 136:22 TO 137:07 (RUNNING oo:oo:1• .ae7)

22 a. Okay. And the sales
23 division -- wtlS there ditterent sales forces
24 in Ell Lilly?

00131:01 A. Yes.
02 Q. Siqma Sales Force?
03 A. Yes.
04 Q. The -- and, at course, we
05 know, and you would agree and teU this jury,



14. PAGE 137:10 TO 1)1:01 (RUNNING 00:00:35.800)

CONFIDENTIAL

Prtitri81 Oisdosures Pursuant toARCP Rwe 26(A)3(8)­
PIIg6tilB Designations as 01 March 3. 2008 - Jack Jordan

case No 3AN-06-563Q CN

page 3

A. They were the launch sales
force for primary C4.re, yes.

Q. Then you bave .. Neuroscience
Sales Force; 1s tbat correct?

A. Yes.
Q. And that's a separate sales

force trOfll the Sigma Sales Force; is it not?
A. Yes.
Q. And they were, the

Neuroscience Sales Force had job
responsibilities for promotion and detailing
of Zypre:u, do they not?

A. That was part of their
responsibility, yes.

O. Then you had a Long-Tern care
Sales Force, did you not?

A. We did, yes.
Q. And that WIlS a separate sales

force from thl! Sigma sales Force and the
Neuroscience Sales Force, correct?

A. Yes.

A. OUr CO had highlighted, I
believe, it was four or five products that
wen going to bit the priority during those
years.

10
11
12
13
14
15
16
11
I.
19
20
21
22
23
2<

00138:01
02
03
O.
05
06

06 the Sigma Sales Force promoted Zypre.xa,
01 correct?

1$. PAGE 163:D9TO 163:22 (RUNNING 00:00:31.033)

09 O. Sir, can you testify whether
10 or not, in your opinion as the Marketing
11 Director and Brand Leader tor z.yprexa, as to
12 whether or not Zyprexa was the single most
13 important product for Eli Lilly frol1l at leut
14 the fall of 2000 until the time you left in
15 2003?
16
11I.
19
20 Q. Did any product take a
21 priority over Zyprexa?
22 A. Not that I know of.

16. PAGE 164:115 TO 164:19 (RUNNING 00:00:10.4157)

15 O. Zyprexa was the biggest
16 profit maker for Eli Lilly from at least the
17 tall ot 2000 until the tiDIe you left; 1s that
18 correct?
19 A.. Yes.

17. PAGE 186:21 TO 188:22 (RUNNING 00:00:03.233)

21 O. You' re accompanied here today
22 by JD4ny lawyers, are you not?

18. PAGE 187:01 TO 1157:02 (RUNNING 00:00:02.000)

00167: 01 A. There are a lot ot lawyers in
02 the room, yes.

19. PAGE 187:10 TO 1157:20 (RUNNING 00:00:26.1001

10 O. Okay. I have count.c1 to your
11 rillht, Mr. Gold, Mr. Fahey, Ms. Grsenbel:g.
12 Hr. Dins..ore, and Ms. Seabrook. Five lawyers
13 lined up along the table to your right; is
14 that correct?



Zyprexs-AJaska

24. PAGE 209:15 TO 20':20 (RUNNING 00;00:10.266)

15 O. I ....an. Eli Lilly's medical
16 dopartJIent or sales rep.:! are not entitled to
17 call the doctor's office or 90 to the
18 doctor'. office and affimatively dJscuss
19 off-label usn. are they?
20 A. No.

22. PAGE 175:24 TO 176:14 (RUNNING 00:00:25.900)

24 What other lawyers did you
00116:01 mtet with besides Hr. Gold, Mr. Fahey,

02 Ms. Greenberq. Ms. Seabrook, and Nina
03 Gussed, until the time you left Eli Lilly
04 until today?
05 A. George - I don't know hi3
06 lut name.
07 Q. Lehner? Hr. Lehner? He was
08 back here earlier and tben he left?
09 A. Yeah.
10 O. Sir?
11 A. Ye.:!.
12 Q. And he' 5 from Pepper Hamilton
13 and Eli Lilly'.:! lawyers. correct?
14 A. That'.:! my understanding, ye.:!.

23. PAGE 189:17 TO 190:02 (RUNNING 00:00:22.200)

Q. Can you .arket a product --
can you promote a product off-label?

A. No .
O. Why can't you pronote e

product off-label?
.... The regulatory environment in

the U.S. i:5 that you need to do :studies, and
get theta approved by the FDA, and then your
promotion need.s to be conaiatent with the
label that' s granted by the FD....

11
10..
20
2l
22
2J
24

00190:01
02

15 A. That' s correct. There are
16 !ive lined Up. yeah.
11 Q. Have you met or had
18 interaction -- these are all lawyers either
19 for yourself or for Eli Lilly, are they not?
20 A. I think 50. yeah.

20. PAGE 168:14 TO 168:17 (RUNNING 00:00:00.400)

14 Q. Tell the jury how you know
15 the"e individuals?
16 A. I met them in preparin9 for
17 today.

21. PAGE 174:24 TO 175:10 (RUNNING 00:00:20.300)

24 Q. Let's auUJll8 then you left
00175:01 the company, and you told us you left the

02 company in 2004. What lawyers have you met
03 with concerninq zyprexa between the tille you
04 left the company in 200' until today. besides
05 Mr. Gold. Mr. Fahey. Ms. Greenber9 and
06 Ms. Seabrook?
07 A. Nina Gu.:!.:!ack.
08 O. And what law fira b she
09 with?
10 A. She's with Pepper HAmilton.
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Q. So you did instruct. your
sales representatives to ;0 t.o the doctors
I!Ind discuss symptoms and not d.ia~noses first;
is that correct?

A. Within the context of the
sales process, describing the patient up
front, we would talk about syn'lPt0rt\5 and then
get 1nto indications when we shared the data
of the studies. yes.

24
00244:01

02
03
O'
OS

0'
01
OB

30. PAGE 246:09 TO 246:13 (RUNNING 00:00:10.967)

09 g. My questIon is: You at Eli
10 Lilly knew there was not a speci!ic
11 indicat.ion in the primary care physician
12 market to pronate to primary care pbydcians.
13 You knew that, did you not?

31. PAGE 248:15 TO 247:04 (RUNNING 00:00:30.787)

16 A. No. The patients were in the
17 primary care physician's olfice, it wu tbey
19 were not dlagnos1no those patients.
19 Q. SO Eli Lilly when it,
20 accordino to you, when it marketed r.yprex6 to
21 priaary care physiciaM was tryin9 just to
22 help the doctors do a better job ot
23 diagnosing their patiants?
24 A. The research that we had, it

00241:01 was tllkin; them, seven, eight, nine years to
02 diagnose their patients in the pru..ry care
03 otfica so, yes, we did 90 there to help them
04 with the diagnosis.

25. PAGE 223:13 TO 223:17 (RUNNING 00:00:12.3157)

13 Let. lie, betore I do that., let
14 me uk this: The on-label indication of
15 schizophrenia is a diagnosis, is it not?
16 schb.ophrenia is a diagnosis?
11 A. It is, yes.

26. PAGE 223:22 TO 223:U (RUNNING 00:00:07.100)

22 g. Okay. Bipolar mania is a
23 diagnosis, 18 it not?
24 A. Yes, it 15, yes.

27. PAGE 236:04 TO 236:07 (RUNNING 00:00:01.133)

04 Q. Yes, :lI1r. Just 50 the record
05 is clear, Zyprexa wa.s never indicated for
06 b1polar disorder, was it., sir?
07 A. No, it wasn't.. No.

28. PAGE 237:24 TO 231:015 (RUNNING 00:00:20.2171

24 Now, did the FDA ever approve
00238:01 Zyprexa as a mood stabilizer?

02 A. Did they over approve it as a
03 mood stabilher? No.
04 a. Did Lilly ever promote
05 Zyprexa u it mood stabilizer?
06 A. Yes.

29. PAGE 243:24 TO 244:08 (RUNNING 00:00:20.200)

32. PAGE 296:17 TO 296:24 (RUNNING 00:00:11.8&7)

17 a. My question is -- My question



There IUqht or there might
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Q. Okay. Continue reading the
answer to the question "what if t.he doctor
says I don't see those types of patients7"

A. "Need to focus on sympt.oms
and patient. types of Martha, David, and
Christine. Even if the doctor does not have
diagnosis, be should treat anyway. He needs
to treat. the sY1llPt.oms until a pat.ient. can see
a psychiatrist. Ask h1Jrl if he uses drugs
like Haldol or risptlridal, and typrexlI has
le3", side effects than either of them."

19 is, sir, it would be wrong to encourag_
19 doctors and t.o drive a depression story on
20 Zyprexa unrelated to schizophrenia or bipolar
21 mania, correct?
22 A. It it's a prolllOtional
2] activity you can't promote for a depressive
H symptom outside of the core indications.

33. PAGE 297:16 TO 297:20 (RUNNING 00:00:03.427)

19 MR. ALLEN: Sir, I'. going to
19 hand you what I s been IMrked as
20 ExhibIt No. S.

34. PAGE 301:20 TO 302:02 (RUNNING 00:00:12.467)

20 O. Thank you, sir.
21 This e-lNlil concerned a
22 conference call ot December the 9th, 2000,
23 did it not? "Hi Crew, wanted to give you a
24 sUII'fI\4ry of the Zyprexa conterence call that

00302:01 was held today." Right?
02 A. Yes.

35. PAGE 306:01 TO 306:07 (RUNNING OO:OO:Hi.333)

00306: 01 Q. Now in this quest.ion and
02 answer document it says "What if the doctor
03 says," thls is quo:stion No. 8 followinq
04 question seven, "what if the doctor says I
as don't soo tho"e types of ~tients?" 00 you
06 see that question?
01 A. I do.

36. PAGE 3(11:18 TO J09;21 (RUNNING 00:00:59.600)

18 Q. Okay, qo ahead. The docUlH!nt
19 says: "The doctor's thinking that he does
20 not see schizophrenic or bipolar patients."
21 Continue with reading the
22 document, please, sir.
23 A. "But he probably does see
24 patients with symptoms of behavior, IIlOOd, and

00309: 01 thought disturbances."
02 Q. Or thought disorders --
03 dhturbances, right?
04 A. Yes.
05 Q. Is there a difference between
06 schizophrenic and bipolar pati.ents and
01 patients with behavior, lIlOod, or thought
08 disturbances?
09 A.
10 not be.
11
12
13
14
1S

"17,.
19
20
21

Zyprexa-A1aska

37. PAGE 311:15 TO 318:23 (RUNNING 00:00:1'.766)

15 Q. My only question, there',s
16 only one question on this table, Mr. Jordan:
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I did.A.

A. I do.
Q. Were you intimately involved

In that Launch?
A. The penon that reported to

mil, Hike Bandick, was responsible tor the
launch, yes.

Q. And so he had to report. to
you, so you had to approve his work, right?

A. Yeah. I had a g:ood feel on
what wa,s 90ing on, yes.

Q. You did not only have a good
t.el, you appeared at the launch, itsalt, and
spoke to the audience In Orlando, Florid.,
correct?

O. PAGE 347:12 TO m:04 (RUNNING 00:00:21.133)

12 O. Thill WBS -- by the tiaw of
13 the launch of Zypreu Y••r X was upon you,
14 correct, by that time?
1!l A. It was, yes.
16 Q. YOU bad lost your patent
11 protection on Prozac, right?

17 It would be wrong of Eli Lilly to train its
18 sales representativlI!I:l to tell doctors t.o go
19 ahead and prescribe Zyprexa without !l

20 diagnosis of schizophrenia or bipolar ..niB.
21 That would be wrong7
22 A. Anything that would be
23 outside the label would be inappropriate.

n. PAGE 33t:0I TO 331:11 (RUNNING .:00:11.100)

06 a. Wasn't t.hought. mood -- and
01 my question, bact to my original question,
08 was l.yprexa ever indicated for thou9ht, mood,
09 or behavioral disorders?
10 A. Those aren't indications, 3D,
11 obvIously, not.

Zypnu-AJasb

42. PAGE 344:16 TO 345:09 (RUNNING 00:00:32.400)

16 Q. Sir, do you reraalllber the
17 priaery care physician launch in OCtober ot
18 2000?

"20
21
22
2J
2.

00343:01
02
OJ
O.
05
06
07
DBO.

31. PAGE 342:01 TO 342:01 (RUNNING IMt:OO:G3.133)

DB Q. Sir, do you recognize Exhibit
09 No. 8 as coming frOal your files?

40. PAGE 342:11 10342:15 (RUNNING 00:00:07.500)

11 A. I don't know if it did or
12 didn't. My handwrIting'S there, so.
13 Q. Yes, sir. That is your
14. handwriting at the battDlll, correct?
15 A. It is.

41. PAGE 343:02 TO 343:08 (RUNNING 00:00:13.287)

02 Q. Okay. It says: ·zyprua is
03 an agent of choice to help patients with
04 debilitating thought, mood, and belulvioral
05 disorders achieve the highest level of
06 long-term functioning.· Did I read that
07 cornctly?
OS A. You did.

CONFIDENTIAL
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ZYPrella-A!uka

And it had a song lIuzrounding

It did, ye3.

-

Q. I apologize. Maybe you could
help the jury, just holp the jury and tell
the jury what a strategy and implementat.ion
overvlew is?

A. In t.he context or this
document, it was a document that. as I read it
Hike Bandick put it. together, tJlust have been
in the job tor a month, maybe a little
longer, just kind ot his thoughts about where
things were going to go.

0, Mike Bandick. in tact, is the
Brand Manager tor Zyprexa in August ot 2000,
waa he not?

A. For primary care, yes, he

Q.
it, right?

A.

O. And Zyprexa was being
launched into primary care, ri9ht?

A. It wa3, ye3,
O. That'3 -- the Viva Zyprexa

launch i3 synonymous with the pric:lery care
physician launch; one in the same, right?

A. Yeah. That was the these at
the pr.iJllary care launch was Viva Zyprexa,
yea.

16
17

"19
20
21
22
23
24

00364: 01
02
03
0<O.
o.
07
06
09
10
11
12
13
14
1>,.
17
16

i: ~: ~~uh::~.Y:~iCi~t1n9 9ennic
20 competition, correct?
21 A. We were.
22 O. You knew you wou.ld have
23 decreased revenues in Prozac, right?
24 A. We did.

00348:01 Q. Prozac was your No.1 se1lin9
02 1DU1tibillion dollar blockbuster 85 ot that
03 time, right?
04 A. It wea.

44. PAGE 355:20 TO 35&:02 (RUNNJNG 00:00:1'.700)

20 O. Ian't it true your entire
21 company waa geared up around the Viva Zyprexa
22 prizury care phyaician launch? Isn't. it.

~: t.rue, air;. It ...aa an opportunity that we
00356: 01 certainly were excited about helping that

02 patient group and increase revenues, yes.

45. PAGE 382:20 TO 383:03 (RUNNING 00:00:16.734)

20 You have read Exhibit No. 11,
21 is that true?
22 A. I have, yea.
23 Q. It'a a document that was
24 represented came from your files. It's

00363:01 entitled Zyprexa Primary Care Strategy and
02 Implementation Overview; ia that correct?
03 A. It is, yes.

46. PAGE 363:16 TO 364:16 (RUNNING 00:00:56,300)

47. PAGE 366:f9 TO 361:23 (RUNNING 00:00:11.366)

19 O. Right. And Eli Lilly vi...,.d
20 the potent.ial IIlark_t tor Zyprexa 1n the
21 primary care market a3 a huge IUrket, right?

CONFIDENTIAL



A.

Zyprna-AJuka

Q. Then going down under
position it saya, "quote, Mntal disorders,
close QUotes, is intent.ionally broad and
vague providing htitude to fraae the
cUscu.ssion around symptoms and behaviors
rather t.han specitic indications."

Did I read that correctly?
You did.

50. PAGE 373:22 TO 375:07 IRUNNING 00:01:20.7001

22 C. Okay, sir. Anyhow, the
23 position, tell the jury again if you haven't
24 already, can you explain to the jury what II

00)14:01 poaition is with regard to a medical product
02 such as Zypr8Xa? What a pol!lition is?
03 A. A position is, ultimately,
04 how you want your cusrOlller5 to think about
O~ your product.
06 Q. Right. And the position
01 listed 1n this document 1s "the safe, proven,
09 solution tor mood, thouoht, lind behavioral
09 d1sorders," 15 that correct?
10 A. That's how Hike wrote it in
11 this document, yes.
12 O. The very next sentence says,
13 begins, "We will II!IIlphasire safety to address
14 the barriers to adopt.ion." Did I read that
1~ correctly?
16 A. You did.
11 Q. And when you say "will
19 eaphash.e safety," that ..ans we, in
19 posit.loning tbe product tor our custoeers,
20 inciudino the doctou, will emphadUI to thea
21 that this product 18 safe, riOht1
22 A. As written in t.his doc~nt.

23 yu.
24

00375:01
02
OJ
O'
05
O'
07

22 A. No. It ••ys this cuatoellr
23 QI:OUP b huge.

"8. PAGE 361:05 TO 311:14 (RUM8NG 00:00:24.300)

OS O. Right. Was one of the
06 challenqo:s Ihted for launcbing in the
0'1 pr1Jury cue physician raarket is it listed &.
08 follows: "r.yprexa's priaary indicat.ions,
09 schizophrenia and bipolar. are not vieYed as:
10 PCP-treated condi tlorus. So there' 5 not a
11 sp8cit'ic indication for Lilly repre:sentatives
12 t.o prc.ote in the pcp =arket."
13 Did I read thet correctly?
14 A. You read chAIt correctly.

4'. PAGE "1:02 TO 311:11 (RUNNINO OO:DO:2IM7)

02 Q. He said, quote/unquote,
03 there',s not. specific indication for Lilly
04 representative. to promote in the pcp
OS !5egment, didn't he, air1
06 A. He W&:s relatively new on the
01 job. And consistent with what I said earlier
08 is the patients, our res•• rch showed that the
09 patients were in the pri.mllry care physician's
10 office, they just. weren't being identitied
11 and treated.

CONFIOENTIAL

Pr.maI~ Pursuant to ARCP R. 26(A)J(B).
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Zyprexa-Alaska

PretnaI DIscbsures~t to ARCP RuM; 26(A)3(8).
PagWL.ne DnlgnabQns 81 of March 3, 2008 • Jack..lot'OM

c.sa No 3AN.Q6.5630 eN

page 10

A. It does, yes.
Q. SllI1es Rep and District

Manager Toplino Reaction to pcp Launch,
December 2000, Zohllr Pont, Lilly, Answers
That Matter; is that correct.?

A. YU.

51. PAGE 318:07 TO 311:23 (RUNNING 00:00:31.111)

01 Q. Now atter tho launch at
08 7.yprexa into the primary care market, you, in
09 the marketing as t.he brand leader didn't ju:st
10 leave t.hing:s to chance, you wanted t.o see if
11 t.he proPflr m8:s:sage wa:s get.ting out to the
12 doctors, didn't you?
13 A. We did do message recall,

i; yes. Q. And you wanted t.o :see whether
16 or not your campa.iqn had been :succe:ssful and
11 doctors were re:sponcUng to your ..ssage;
18 isn't t.hat true?
19 A. Wit.h all our segment:s we did
20 do me:s:sage recall, ye:s.
21 O. Who is tohar Poret?
22 A. She was a market. research
23 as:sociate.

52. PAGE 389:06 TO 389:20 (RUNN"G 00:00:33.23.)

06 HR. ALLEN: Sir, I'll hand
01 you what's been marked as Jordan
08 Exhibit No. 13.
09 MR. GOLD: Thank you, dr.
10 QUESTIONS BY' MR. ALLEN:
11 Q. This 1:1 entitled Qualitative
12 Telephone Focus Groups, Sales Rep and OM ­
13 OM stands tor district managers, doesn't it,
14 sir?
15

"11

""20

153. PAGE 396:07 TO 397:01 (RUNNING 00:01:0ll.O87)

07 Q. O( the Sales Rep and District
OB Manager Toplina Reaction to the Primary care
09 Phy:sician Launch. Can you nad for the jury
10 out loud the first bullet point under
11 Reconnendation:s?
12 A. Now, I'm going to 1I55ume this
13 is a :11.mmary, given, you haven't given it to
14 me, oC the tirst part. of the detail piece
15 where they tellr about symptom end then go on
16 to dlagnosis as part ot the lDeasage which is
17 what. I saw trained. So in that context:
18 "Continue focusing on patient sy-.ptCllllOlogy
19 and having PCPs identify specific patients
20 rather than on pat.ient diaqnoais .•
21 Q. Let's see it I can read this
22 III little slower for the jury. tbe tirst
23 bullet poine under Recc..endation:s on the
24 last page ot Exhibit 13 reads as tallows:

00391: 01 "Continue focusing on patient. s.v-;>tOlll4tology
02 lind having primary care physicians identify
03 specifiC patients rather than on patient
04 diagnoses. .. Did I read that correctly7
05 A. You're readin;'s correct but
06 I don't know, I don't know that. it's
01 represented correctly without seein;
08 everything.

CONFIDENTIAl



Zypru.a-Abska

54. PAGE 413:06 TO 413:08 (RUNNING 00:00:05.200)

06 Q. Denna. You remember Donna,
07 do you Dot, sir?
08 A. I do, yu.

55. PAGE 421:05 TO 421:13 (RUNNING 00:00:18.767)

05 Q. Now, ~lir, let's go to
06 Exhibit 15. Are you there with Donna?
07 A. On P4!;JI!I 4, yes.
08 Q. Yes, sir. We have a circle
09 next. to Donna t.hat says "anxiety,
10 irrit.abilit.y, lIlOod swings, and disrupted
11 sleep," riqht.?
12 A. Yes. Those are wbat.'s
13 identified.

Sfi. PAGE 422:16 TO 423:06 (RUNNING 00:00:36.534)

16 Q. And now we go to the page on
17 Donna. It says, "Donna. Single mom In her
18 mid-30lll, pnsentlll in drab clot.hing and :lIlil8m5
19 ill at ease. Quote, I reel llIO anxious and
20 irritable letely, close quotes. Her hhltory
21 is: Reports she has been sleeping more than
22 usual, has trouble concentrating at work and
23 at heme. Several appoinonents earlier she
24 was talkative, elated, and reported litt.le

00423: 01 need tor sleep."
02 Next bullet point: "You have
03 treatod her with various Il'Iedications
04 including ant.idepressa.nts."
05 Did I read that correctly?
06 1L You did.

57. PAGE 436:14 TO 431:22 (RUNNING 00:00:21.100)

14 O. Are you at. the page Zyprexa
15 Primary Care Vidon and Strategy?
16 A. I am. 7l?
17 O. Yes. And the vision tor the
18 pcp launch WUI "expand Zyprexa' s tlIarket by
19 rede!inlng how primu:y care physicians treat
20 mood, thought, and behavioral dbturbances."
21 Did I read that. correctly?
22 A. You did.

58. PAGE 437:20 TO 438:07 (RUNNING 00:00:30.000)

20 O. And, in tact, Zyprexa,
21 Pa;e 72, Strategic Intent says: "Zyprexa clln
22 and will beCQlll8 an everyday agent in primary
23 care, .. correct.?
24 A. Give.n that antidepressantlll

004J8:01 are one ot the mo.st frequently u.sed products
02 by pciaary care physicians, and it you think
OJ about potentially up to a third actually have
04 bipolar disorder. there WllS the oppoctunity
05 that doct.ors would write it every day.
06 primary care physicians would write it ."ery
07 day, yes.

59. PAGE 455:06 TO 458:10 (RUNNING 00:02:13.933)

06 O. You' re taail1ar w1th the 2001
07 marketing plan, aren't you?
08 A. I Ala, yes.
09 O. Okay. You signed the letter

CONFIDENTIAL

PrWiaI Dtsdoaum Putsu.tt 10 ARCP Rule 26(A)3(8).
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60. PAGE 4511:14 TO 45':21 (RUNNING 00:00:20..434)

14 Q. Yea. And the hi;h level
15 poaition of the podtion on diabetu is at
16 follows, I'll reading: Quote, "Oiabetea lD&y
11 occur in patienta takinlJ antipllychotics
18 and/or MOd su,bilbers. Zyprell:e end other
t' agents have a cOlllpllrable rate of diabetes."
20 Did I read that conectly?
21 A. You cUd, ye•.

61. PAGE 461:12 TO 4&2:10 (RUNNING 00:00:51.333)

12 Q. Right. I've handed you
13 £ll:hibit 22. It's Issues ManageJ1.ent Planning
14 Diabetes.
IS You've seen t:hh: docu:nent PretnII 0esc:60swes Pl.nuent 10 ARCP R..- 26(A)3(B).

PIlge/Une Deslgnllions as of Ma1dl3, 200B • Jadt Jordan
Case No JAN.06.5630 Cfy

""90 12

"Dear Zyprell:a Tean:nates, Last
year, you often heard me slly "2000 is the
critical year." Now that 2000 is cOGlplete,
we can be proud that we delivered outstandinQ'
resulta in the critical year -- all caps the,
ell:clamat.ion point.s. We had many successes,
not the least of which was that we fulfilled
our promia. by selling $1.7 billion of
Zypeexa. We launched into new IllI1rkets,
launched a new indication, launched new
formulations, forQ'ed new relationships with a
broader range of custOlllera, iJqproved our
internal aliqnment, and re-established the
Zyprexll Teall as truly incredible. Thanks for
the outstandin; pertooaance in 2000.
Exclamation point.

The "blank" patent
expiration" -- that would be tho Proz.ac
expiration, wouldn't it?

A. I'm assuming.
Q. "The Prozac pat.ent expiration

presents" Lilly with even greater challenges
than anticipated and provides new
opport.unities tor the Zyprexa team. Oddly
enooqh, 2000 may be, all caps, the critical
year. But 2001 15 different. -- it's not just
critical -- it's a chance to do the
extraOrdinary. Yea, w. face challenqes. We
have to deliver over $400 nrlllion of
increJll8ntel not sales in the S8J'll8 year that
ZeldoK is launching, and our current
cODlpetitors will continue to challenge us."

Did I read that correctly?
A. You did, yes.
Q. The title ot the or the theme

of t.he 2001 .... rketing plan was L1.mi tlesa,
ian't that true? Li.m.i.tlesa?

A. It W4S, yes.
Q. That' s how you posit.ioned

your urketin; plan for the yeer 2001?
A. It was the position for what

I would hope that people would hove a year ot
t.op level perfonaance, yeah.

A. I did, yes.
Q. I will read your lettar,

portions into the record. Turn to yOUI
letter.

Zypr...-A1.....

attached to the 2001 ..rketin; plan, did you
not?
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&:1. PAGE 464:18 TO 465:06 (RUNNING 00:00:35.833)

18 O. And the rationale tor the
19 position as stated in Exhibit 22 Is "sbowinq
20 that. diabetes is a cormnon occurrence tor all
21 antipsychotics and not just Zyprexa will help
22 reduce the perception that diabetes 1:!1
23 linked. specifically, to zyprexa. aod in
H turn, will help to eliminate thb rbk t:rOlll

00465:01 the risk/benefit equation." Isn't that what
02 it says?
03 A. It does say that, yes.
04 Q. Yes. And so wasn't Ell Lilly
as trying to reduce the pet:c8ption that diabetes
06 la, specifically, linked to zyprex.a?

Zypreu-Alalka

before, have you not, sir1
A. I don't know.
O. Do you see on tile second page

"Diabetes. OUr Position?" The second page,
"Diabetes. OUr position?"

A.. Yes.
Q. And doesn't it say just 11ke

the 2001 ClArketin; plan, ·our position is
stated a5 "Oiabetes sla:Jb hyp8rqlycuda may
occur In patients taking antipsychotics
andlor mood stabilizers, including typuxa.
at. Cocp&rable ratU with the possible
exception of Clozapine... Doesn't it say
that?

A. It dcas.
Q. And Lsn' t that. consistent

with the stated position on diabetes all!
contained in the 2001 marketing plan?

A. Yes.

"11
IS
19
20
21
22
23

"00462:01
02
03
O.
05
06
01
08
0'
10

63. PAGE 465:08 TO 465:19 (RUNNING 00:OO:36.400)

08 A. AlOIain, as our medical t:olks
09 did extensive analysis. we aaw diabetes as an
10 issue in this pathnt population because ot:
11 iea incidence. And as they reviewed tho data
12 it WilS conpareble across product15.
13 The concern was if the
14 confusion in the marketplace made choo5ing a
15 product just on one sp4tcific attribute and
16 not see tbe entire. all the daea for all the
11 molecules, we ware concerned tbat physicians
18 .ught make an inappropriate choice for that
19 specific patient.

14. PAGE 490:22 TO 490:24 (RUNNING 00:00:06.134)

22 O. What is Project BAD? Do you
23 relHlllber Project BAD?
24 11.. I do, yes.

e5. PAGE 492.:11 TO 493:23 (RUNNING 00:01:13.1331

18 Q. Okay, sir. Exhibit 2S is
19 Project BAD. August the 2nd. 2002. Defining
20 Success. Do you s.e that. sir, Defining
21 Success, the second category?
22 11.. Yes. I do.
23 Q. The third bullat point undar
24 Defining Success of Project BAD, can you read

0049):01 that out loud to the jury, pleue?
02 A. It says, "Reduce negilt.ive

CONFIDENTIAL

PreIMI~ P'ur'slant 10 ARCP Rule 26(")3(8)·
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CaM Cllp(.) Detlilled Report
Salu!'d.y...,ch 01. 2001. 2:":23 PM

Zyprexa-Alaska

03 impAct of diabete.s iuue on the Zyprexa
04 business ...
05 Q. Yes, sir. Now, did you or
06 did you not, in marketing, try to reduce the
01 negative iJDpact the issue of diabeteS was
08 having on the typrexa business?
09 A. Insofar as customers were --
10 there was a lot of contusion in the
11 urketplace and we felt like it we could
12 clear \lP that conf\ls1on through good data, ."e
13 thought it would have a positive Ulpact on
14 the business, yes.
15 Q. What was the contusion?
16 A. A lot of - I shouldn't
11 say __ we were he.ring from the Jrlllrketplace
18 through mrket research that they were
19 hearing that zyprexa was causing diabetes.
20 Even went so far as some custDmlilrs saying
21 they heard that z.yprexa was going to be
22 pulled from the IIArket. because of a diabetes
23 issue.

TOTAL: 1 CLIP FROM 1 OEPOSmON (RUNNING 00:27:28.593)
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The Honorable Mark Rindncr
Judge of the Superior Coun

Case No. 3AN-06-05630 CI

Plaintiff,

Defendant.

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THlRDJUDICIAL DISTRICT AT ANCHORAGE

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

Preclude Testimony or Argument that Zyprexa's Labeling "Wamed" of Diabetes.

Ilyperglycemia or Weight Gain, defendant Lilly's Opposition, as well as applicable law:

IT IS HEREBY ORDJRED thl~rrsmotion is DENIED.

ORDERED this L day of ,2008.

k14J6

ELI LILLY AND COMPANY,

v.

,_ .... _ :3 3-05 • ...,
of1fM ""'_1M11otd to.-hof tt.tfollowtng8S
rhelreddteMetof~

Sand.. ,:> .]Onll~""on



vs.

THIRD JUDICIAL DISTRICT AT ANCHORAGE

Case No. 3AN-06-5630 CIDefendant.

Plaintiff,

IN THE SUPERIOR COURT FOR THE STATE OF AlASKA

Eli Lilly's Motion Requesting Confidential Protections of Regulatory

ELI LILLY AND COMPANY,

Communications Not Subject to Public Disclosure is denied. The Court

finds that the public's right of access to the Court, particularly in a case

involving the State, and the First Amendment considerations involved

outweigh the interest Lilly seeks to protect. This is particularly true where,

as in the case, Lilly seeks not just to keep confidential records filed with

the Court, but to prevent the public and the media from attending trial

when such records are being discussed. The cases cited by Lilly in support

of its motion generally involve the protection of records filed with the

Court, rather than the public or media's right to attend trial. The public

right of access to trials is well established and inherent in the nature of our

democratic form of government. Globe Newspaper Co. v. Superior Court,

3AN-06-5630 CI Page 1 of 2
SOA v. Eli Ully
Order Re: Confidential Protections



457 U.s. 596, 604-05 (1982). Lilly has failed to demonstrate an overriding

interest sufficient to overcome the public interest in public court

proceedings.

DATED at Anchorage, Alaska, this 3'" day of March 2008.

MARK RINDNER
Superior Court Judge

I certify that on March J, ZOOS a copy
was maIled to:
E. sanders f2..,,-v- B. Jamieson

Administrative Assistant

3AN-06-5630 CI Page 2 of 2
SOA v. Eli UI/y
Order Re: Confidential Protections



IF such evidence is introduced the Court will deal with objections to such

Case No. 3AN-06-5630 CI

MARK RlNDNER
SuperlorCourtJudge

B. Jamieson

Defendant.

THIRD JUDICIAL DISTRICT AT ANCHORAGE

IN THE SUPERIOR COURT FOR THE STATE OF AI../lSKA

DATED at Anchorage, Alaska, this 3<11 day of March 2008.

Plaintiff,

vs.

The State has requested clarification of this Court's Orders Excluding

introduce such evidence for the limited purpose of demonstrating Lilly's

motivation to act in the manner that is the subject of this litigation. Such

Evidence of Other Drugs Manufactured by Defendant and Defendant's Profits,

Net Worth and the Price of Zyprexa. The motion is granted. The State may

evidence may not be introduced for any other purpose.

EU ULLY AND COMPANY,

evidence at trial. If Lilly wishes, it may draft and request an instruction be given

to the jury explaining the limited purpose for which such evidence may be

considered.

I certify that on March 3, ZOO8 a copy
was mailed to:
E. sanders c.,
AdmlnistratNe Assistant

STATE OF ALASKA,



Defendant.

Case o. 3AN-06-05630 CI

Plaintiff,

Zyprexa Label In Effect on 0911612003 - Large Font

Zyprexa Label In Effecl on 04/1212000 - Large Font

Zyprexa Label In Effecl on 01/14 _004 - Large Font

Zyprexa Label In Effect on 10/0211996 - Large Font

EL-2953-A

Defendant Eli Lilly and Company ("Lilly") hereby files its supplemental exhibit

EL-2937-A

DEFE DANT ELI LILLY AND COMPANY'S SUPPLEMENTAL EXHIBIT LIST

EL-2954-A

EL-2945-A

list to the Joint Exhibit List filed by the State. These supplemental exhibits, listed below, are

mcrely larger font versions of thc Zyprexa warning label. Lilly has previously designated

number to identify the larger font version. Lilly has served these exhibits on Plaintiff on

reference, Lilly has kept the same number for the exhibit but has added an "A"to the cxhibit

March 3. 2008.

smaller font versions of these exhibits and they appear on the Joint Exhibit List. For ease of



Page 2 of!

DATED this 3rd day of March, 2008.

PEPPER HAMlLTO LLP
ina 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 r DeC< ndanl

Oefendant Eli LiII) and Com pan) 's upplcmcntal Exhibit Lisl
Slafe ofAluska ,\ £); Lilly and Compony (Cast No. JAN-06-OS6JO el)



On February 29, 2008, the tate of Alaska filed its Submission of Exhibits to be

RESPO'SETOSTATE'
BM1SSIO OF EXJUBIT TO BE

PRE-ADMITTED FOR USE
DURI G OPE ING STATEMENT

Plaintiff,

Defendant.

v.

~
IN THE SUPERJOR COURT FOR THE STATE OF ALASKA

O
~<'

C.
THIRD JUDICIAL DI TRJCT AT ANCHORAGE C}.:t:. <.-.

6l-:f ~ l':>"

.' -? '"
Case No. 3A -06-5630 ~= b &~~

The following chan lists the State's seven newly-identified "pre-admit" exhibits.

Set fonh below are I) Lilly's objections to the scven documents the State has just

A. Objections to exhibits recenlly added to the State's pre-admit list

Pre-admitted for use During Opening talcments. In response defendant Eli Lilly and Company

Before-Trial Admission of the State's HPre-Admit" List.

("Lilly") submits this shon response to supplement its previously filed Motion to Rule on

to u e in its opening statement, but whose inadmissibility has already been determined by the

added to its Pre-Admit list and 2) the identity of the exhibits that the State has indicated it intends

Court's rulings on Lilly's motions in/imine.

order. The second column of Exhibit "An delineates each of the bases for Lilly's objections to

The first column. titled '·Trialx#." is a list afthe State's "pre-admit" list, sorted in numerical

filing.

each document. The tate submitted copies of these documents to the Court in its February 29



ot Relevant (Alaska R. Evid. 40 I, 402) to Labeling Claims: internal sales
representative training material.
Prejudicial, Confusing, Waste oFTime (Alaska R. Evid. 403)

Not Relevant (Alaska R. Evid. 401, 402) to Labeling Claims: internal
document regarding proposed actions,
M.I.L. regarding Foreign Regulatory Actions
Prejudicial, Confusing, Waste oFTime (Alaska R. Evid. 403)

3238 Not Relevant (Alaska R. Evid. 40 I, 402) to Labeling Claims: internal
marketing plan
Prejudicial, Confusing, Waste of Time (Alaska R. Evid. 403)

ubsequent Remedial Measures (Alaska R. Evid. 407)
Foundation (Alaska R. Evid. 90 I)

3278 Subsequent Remedial Measures (Alaska R. Evid. 407)

10003 Hearsay; agree 10 admit - notice

10035 M.I.L. regarding Profits and Price
ot Relevant (Alaska R. Evid. 401, 402) to Labeling Claims: internal

communication related to potential line extensions
Prejudicial, Confusing, Waste of Time (Alaska R. Evid. 403)

10153 Hearsay; agree to admit - notice

O. Documents whose admissibility has already been decided by the
Court's "'fotion in Limine rulings

On February 22, 2008, the Court granted several of Lilly's Motions in Limine

excluding evidence relating to various discrete topics. orne of the documents the tate has

advised it intends to use in its opening statement are covered by these ruJings. The documents

whose inadmissibility has already been detennined by the Motiolls in Limine rulings are set forth

-2-



-3-

Attorneys for Defendant

PEPPER HAMILTON LLP
Nina M. Gussack, admitted pro hac vice
George A. Lehner, admiued pro hac vice
John F. Brenner, admiued pro hac vice
3000 Two Logan quare
Philadelphia, PA 19103-2799
(215) 981-4618

DATED this 3rd day of March, 2008.

has highlighted the portions it intends to use in its opening statement.

below. The State has previously submitted these documents to the Court, and represented that it

Trialx# Motion in Limine
3924 Covered bv MOlion in Limine rulin" re"ardin" orofits and orice.
5846 Covered bv MOlion in Limine ruli;;; reoardin2 orofits and oriee.
6215 Covered bv MOlion in Limine ruli;;; rcoardin2 orofits and orice.
7822 Covered bv MOlion in Limille ruli;;; rcoardin2 orofits and orice.
8584 Covered bv MOlion in Limille ruJi"" re2ardin2 orofits and orice.
10061 Covered bYMOlion in Limine ruliJ12 r"2ardin2 orofits and orice.
10035 Covered by-Molion ill Limine rulin2 rcoardin2 orofits and orice.
320 Covered bv MOlion in Limine rulin2 reoardioo adverse events.
1169 Covered by Motion in Limine ruling regarding promotional activity

outside of Alaska.



eL forth below are I) Lilly's objections 10 the seven documents Lhe tale has just

The following chart lists the Stale's seven newly-identified "pre-admi~' exhibits.

Before-Trial Admission of the State's uPrc-Admit" List.

RESPONSE TO STATE'
SUBMISSION OF EXHIBIT TO BE

PRE-ADl\UTTED FOR E
DURING OPENING STATE 1ENT

Case
Plaintiff,

Defendant.

v.

On February 29, 2008, the State of Alaska filed its Submission of Exhibits to be

A. Objections to exhibits recently added to the State's pre-admit Ust

filing,

each document. The State submitted copies of these documents to the Court in its February 29

order. The second column of Exhibit "An delineates each of the bases for Lilly's objections to

The first column, titled "Tria1x#,r1 is a list of the tate's "pre-admit" list, sorted in numerical

to use in its opening statement, but whose inadmissibility has already been determined by the

Court's rulings on Lilly's mo/ions in limine.

added 10 its Pre-Admit list and 2) Ihe idenlity of the exhibits that the Stale has indicated it intends

Pre-admitted for usc During Opening Statements, In response defendant Eli Lilly and Company

("Lilly'') submits this short response to supplement its previously filed Motion to Rule on



excluding evidence relating to various discrete topics. Some of the documents the State has

advised it intends to use in its opening statement are covered by these rulings. The docwnents

-

Hearsay; agree to admit - notice

M.l.L. regarding Profits and Price
Not Relevant (Alaska R. Evid. 40 I, 402) to Labeling Claims: internal
communication related to potential line extensions
Prejudicial, Confusing, Waste of Time (Alaska R. Evid. 403)

01 Relevant (Alaska R. Evid. 40 I, 402) to Labeling Claims: internal
marketing plan
Prejudicial, Confusing, Waste ofTime (Alaska R. Evid. 403)
Subsequent Remedial Measures (Alaska R. Evid. 407)
Foundation (Alaska R. Evid. 901)

Subsequent Remedial Measures (Alaska R. Evid. 407)

Not Relevant (Alaska R. Evid. 401,402) to Labeling Claims: internal
document regarding proposed actions,
M.I.L. regarding Foreign Regulatory Actions
Prejudicial, Confusing, Waste ofTime (Alaska R. Evid. 403)

ot Relevant (Alaska R. Evid. 40 I, 402) to Labeling Claims: internal sales
representative training material.
Prejudicial, Confusing, Waste ofTime (Alaska R. Evid. 403)

On February 22, 2008, the Court granted several of Lilly's MOlions in Limine

-2-

B. Documents whose admissibility bas already been decided by the
Court's Jl1otion in Limine rulings

10035

10 153 Hearsay; agree to admit- notice

10003

3278

3238

2133

whose inadmissibility has already been d t rmined by the Motions in Limine rulings are set forth

6



-

Attorneys for Defendant

-3-

PEPPER HAMILTOI LLP
ina M. Gussack, admitted pro hac vice

George A. Lehner, admitted pro hac vice
John F. Brenner, admitted pro hac vice
3000 Two Logan Square
Pbiladelpbia, PA 19103-2799
(215)981-4618

Covered by Motion in Limine ruling regarding promotional activity
outside of Alaska.

Covered b Motion in Limine rulin rice.
Covered b Motion in Limine rulin re ardin adverse events.

Covered b MOlion in Limine rulin rice.
Covered b Motion in Limine rulio rice.
Covered b Motion in Limine rutin rice.
Covered b Motion in Limifle rulin rice.
Covered b Motion in Limine rutin rice.
Covered b Motion in Limine rulin rice.
Motion in Limine

DATED this 3rt! day of Marcb, 2008.

\169

10035
320

10061
8584
7822
6215
5846
3924
Tria1x#

z,w. The State bas previously submitted tbese documents to tbe Court, and represented that it

has highlighted the portions it intends to use in its opening statement.



ELI LILLY A DCOMPANY.

THIRD JUDICIAL DISTRICT ATA~ePENCOO
) Date:~
) Clerk' MLA
) .~

)
) Case o. 3 -06-05630 CI
)
)
)
)
)

Defendant

Plaintiff.

'n IE SUPERIOR COURT FOR THE STATE OF ALA KA

v.

STATE OF ALA KA.

ourt explained what it wa looking for in a hearing on February 27. indicating the

At the February 22, 2008 statu eonferenee in this matter. the Court indieated it

THE STATE OF ALA

wanted a short statement of the ease from eaeh of the partie which infonned the jury

whal the case was about The Court stressed that this was "not oral argument" and that

that the statement is not intended to provide either party an ''unfair advantage:" The

\\hat it was looking for was something "brief' and "neutral:" The Court further stressed

tatement should be delivered "in more neutral terms than you might in opening

statement and in a hort. concise fashion:') The Court admonished the parties to "avoid a

, Exhibit A. Transcript of Pretrial Hearing before the Honorable Mark Rindner. February
22,2008. 13-14.
'Id.. 14.

, Exhibit S, Transcript of Pretrial Hearing before the Honorable Mark Rindner. February
27.2008. 27.

A



more objectionable:" Finally, the Coun stressed that it did nOl want the panies'

tatements "to go too far in terms of advocacy of \\ hat is supposed to happen in your

openings tatements:"

On March 1. 2008, the State received Eli Lilly and Company's Statement of the

Case. The statement submilled by Lilly is contrary to the Coun's request in that it is

lengthy, argumentative and clearly goes too far in terms ofadvocacy, potentially re ulting

in an unfair advantage to Lilly before the jury is even impaneled, From the outset. the

statement is argumentative and filled with hyperbole, Moreover, Lilly's statement

presents arguments on mailers which may not even be pre ented to the jury as evidence,

For example, the first paragraph states that Zyprexa can prevent patients from

experiencing "a living hell that most people cannot imagine:-6 Lilly goes on in the

statement to assert that in certain situations ;'someone from inside the office of the

Anomey General will ask a judge in this building" to order the administration of Zyprexa

against a patient's wil1.7

Instead of explaining in a shon, concise fashion what the case i about so that

questions ean be asked in oir dire to determine bias of pOlential jurors, Lilly allempts to

• !d.
• !d., 28,
• Exhibit C, Eli Lilly and Company's tatement of the Case.
7 !d.



cast aspersion on the State's actions and in doing so misrepresents what the evidence in

lhis case will ullimately show. While the Coun wanled the panies to avoid an opening

statement, Lilly goes even funher, turning its slatement of the case into a closing

argument based on material which may not be available for such argumenl at the close of

lhe evidence. This is not what the Coun direcled the panies to provide for a brief

explanation of the case prior to jury selection.

For the foregoing reasons. the State objects to Lilly's Statement of the Case.

""lr.l
Re peclfully submined this ~day of March, 2008.

FELDMAN. ORLANSKY & SANDERS

Counsel for Plaintiff

BY tJ? At
Eric T. anders
Alaska Bar o. 7510085
500 L Street

uite 400
Anchorage, AK 9950 I
(907) 272-3538

GARRETSO & TEELE
Manhew L. Garretson
Joseph W. teele
5664 South Green treet

all Lake Cily. Lff 84123
(80 I)266-0999
Coun el for Plaintiff

RICHARD 0 . PATRICK. WE TBROOK
& BRICKMAN. LLC



H. Blair Hahn
Christiaan A. Marcum
P.O. Box 1007
Ml. Pleasant, SC 29465
(843) 727-6500
Counsel for Plaintiff

CERTIFIC TE OF SERVICE

Plaintiff. Iale of Alaska. hereby certifies that it hIlS caused to be served upon the indivk!ua) listed below a
copy of Memorandum in Support of Plaintiff's MOlion to Compel via hand delivcl') on Mllfth _r_~,_' 2008.

Eric T. Sa ers
Feldman, OrJans"-'Y & Sanders
500 L Street, Suite 400
Anchorage. AK 9950 I
(907) 272-3538

COUNSEL FOR PLAINTIFF

Defendant's Counsel

Brewster Jamieson
Lane Powell
301 West Northern Lights Bh'd. SiC 301
Anchorage. AK 99503-2648

Daled: Man:h.] r.:! .2008
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Fr:bruaJy 22. 2008

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

OF ALASKA,

Plaintiff,

ELI LILLY AND COMPANY,

Defendant.

Case No. 3AN-06-05630 CI

PRETRIAL HEARING
BEFORE THE HONORABLE MARK RINDNER

February 22, 2008

orthem Lights Realtime & Reporting, Inc
(907) 337·2221

Page I



February 22, 2008

Page 13

emergency so I can get an idea of what jurors

2 aren't able to sit through a three-week trial

3 without it becoming a hardship or emergency as

4 that's defined. And I usually don't rule on

5 those immediately. I just ask people to identify

6 themselves and let you explore that further

7 during the course -- at some point, during the

8 proceedings and during the introduction to the

9 jurors, the jurors need to be described what the

nature of the case is so that they can answer

11 questions down the road as to, you know, is there

12 something about this kind of case that's going to

13 make them not able to serve on a jury?

14 I used to do that by trying to do a

15 very vanilla short thing that I would read, but

16 I've tried to switch that to give you each sort

17 of a minute or two minutes to describe your case

18 because we found it engages the jurors a little

19 bit more if you can describe your case in a

20 way -- I don't want a lot of argument. This is

21 not oral argument. But I want you to be able to

22 tell them that, basically, this is a case about a

23 drug that's being manufactured and what the

24 claims are, and something about it just without

25 getting into a lot of detail so they know what

onhem Lights Realtime & Reponing, Inc
(907)337·2221



February 22, 2008

Page 14

1 the case is about. So if you each want to

2 prepare something that's short that will just be

3 a brief -- neutral is what I'm looking for

4 description of the case that I can see and make

5 sure that everybody's comfortable and nobody

6 thinks somebody is getting some unfair advantage

7 at that point, just so that the jurors can be

8 told this is what the case is about and this is

9 why we're going to ask you to spend time with us

10 for the next three weeks that hopefully will

11 excite them about that rather than discourage

12 them from that.

13 MR. JAMIESON: Your Honor, would

14 you envision that that's -- we submit you a

15 blurb, submit them a blurb, you would look it

16 over--

17 THE COURT: Right. Make sure

18 everybody is okay with that. And that will then

19 be the blurb that will -- when I go through what

20 I do with the panel when they first come in

21 MR. JAMIESON: Would you be reading

22 that to the jury or would

23 THE COURT: Well, I can do it

24 either way. I don't care. Again, part of what

25 I'm trying to do here and why I've sort of

orthem Lights Realtime & Reponing, Inc
(907) 337-2221
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Pebruary 28. 2008

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

STATE OF ALASKA,

Plaintiff,

vs.

ELI LILLY AND COMPANY,

Defendant.

Case No. 3AN-06-05630 CI

PRETRIAL HEARING
BEFORE THE HONORABLE MARK RINDNER

February 27, 2008

Nonhem Lights Realtime & Reponing. Inc
(907) 337·2221

Page 1



February 28, 2008

Page 27

1 and ask them to answer whether they have a mental

2 infirmity. There's a list of questions that do

3 that.

4 But at some point in that thing I'm

5 going to ask each of you to describe what the

6 case is about so that later on when they're being

7 voir dired they can indicate whether or not they

8 have any problems with sitting on this kind of a

9 case. And in order for that to happen, they need

to know what the case is about and I, quite

11 frankly, think it's more engaging for them if you

12 in more neutral terms than you might in opening

13 statement and in a short, concise fashion, just

14 give them some idea of that. And I'm going to

15 let each of you do that. I'm looking for -- I

16 would avoid a lot of adjectives and adverbs in

17 your description because those will end up making

18 it more objectionable. But that's what I'm

19 looking for.

20 So I want to make sure somebody

21 doesn't think that somebody else is way

22 overstepping the lines. Again, there will be an

23 indication to the jury that this is, you know,

24 your description of what the case is about.

25 You'll hear more about it in opening statements

althem Lights Realtime & Reponing. Inc
(907) 337-2221



February 28. 2008

Page 28

1 and that this isn't evidence and there will be

2 the panel is fine, they're going to be told that

3 lawyers' arguments and statements aren't

4 evidence, and they'll get told that more -- they

5 may get told that more than once. But -- so

6 that's -- that's what that -- that's what that

7 statement's about.

8 And I suspect I'd rather have a

9 record made and have everybody make sure that to

10 have at least me decide that I don't think it's

11 going too far. The idea is I don't want it to go

12 too far in terms of advocacy of what is supposed

13 to happen in your openings statements.

14 And so the sooner you get those to

15 me, we'll be able to take that up and make a

16 record.

17 Let me talk about the juror

18 questionnaire. Lilly has filed a proposed jury

19 questionnaire. The State, basically, doesn't

20 think a jury questionnaire is necessary and

21 thinks that this one is intrusive and

22 objectionable, and, I guess the words are

23 offensive and invasive. And what -- and it was

24 indicated in argument yesterday, I forget by whom

25 for the State, that if I decide we're going to

Nonhem Lights Realtime & Reporting, Inc
(907) 337-2221
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ELI LILLY AND COMPANY'S STATEME T OF THE CASE

You are here because the State of Alaska sued our ctient, Eli Lilly and Company,

a pharmaceutical company. Lilly discovered Zyprexa, and it has sold this medication across the

world for almost a dozen years. For the seriously mentally ill, it can restore life where,

untrealed, patients would experience a living hell that most people cannot even imagine. Since

1996, doctors in Alaska in private practice; doctors employed by hospitals; and doctors

employed hy the State at API bave prescribed Zyprexa. In that time, the State of Alaska bas,

tbrough its Medicaid program, paid for thousands of prescriptions for this medication. The

medicine is so effective that wben the State mental hospital here in Anchorage has a psychotic

patient wbo needs the medication, hut refuses to take it, someone from inside the office oftbe

AllomeyOeneral of the State of Alaska will ask a judge in this building for permission to give

tbis medicine to the patient against tbe patient's will.

Although to this day, tbe State continues to pay for the medication; and although

10 this day, the State bas never told doctors nOI 10 prescribe it; and although to this day, the State

bas nol restricted bow or wben doctors may prescribe Zyprexa, it claims that Lilly deceived the

tate about Zyprexa's side effects. You will have to resolve - either in favor of the State (if it

proves its case), or in favor of Lilly (if the State fails to prove its case). The State claims that

Lilly failed to adequately warn the State of Alaska and physicians in Alaska of these alleged side

effects ofZyprexa.

Doctors, employees of the State, Lilly employees and expert witnesses will tell

you bow the federnl government regulates the sale of medications across the country, and you

wilileam bow the Medicaid program here regulates the availahility ofmedications. Then, Judge

Rindner will ask you to decide the issues bere. When he explains the law to you, he will tell you

193561046 vi



Lhatthe State cannot win this case unless it fulfills its responsibility to prove the troth of its

claims to you. If it does not, then Judge Rindner will tell you to find in favor of Lilly.

-2-
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1 CUP (RUHN_ 00:37:l3.1li)

Zyprexa-Alaska new

108 SEGMENTS (RUNNING 00:37:53.868)ESKI3B08

1. PAGE 8:22 TO 9:15 (RUNNING 00:00:35.737)

22 JOEY L. ESKI.
23 having been sworn, testified as follows:
24 EXAMINATION
25 Q (BY MR. ALLEN) Good morning.

00009: 01 A Good morning.
02 Q How are you today?
03 A 1 ' m fine. How are you?
04 Q Fine.
05 Can you tell the jury your name,
06
07
08
09
10
11
12
13
14
15

Eski. Joey L. <Vol. 01) - 03/0212008

2. PAGE 10:08 TO 10:11 (RUNNING 00:00:09.878)

08 Q Yes. Tell the jury, please, the contact
09 that you have either had personally or
10 coordinated for Eli Lilly in the contacts for the
11 State of Alaska, please.

3. PAGE 10:15 TO 10:23 (RUNNING 00:00:30.051)

15 A Of any sort. Okay. I I ve had minimal
16 contact with the director of Medicaid, State
17 Medicaid, Dave Campana, over the last ten-year
18 span. You know, interactions as far as
19 introducing myself so he has a contact with
20 Lilly. That's my main interaction __
21 interactions with him. I've infrequently called
22 on him before we had public health people that
23 came up here and did that.

4. PAGE 12:18 TO 12:22 (RUNNING 00:00:11.834)

18 0 You told us about your contact with
19 Hr. Campana. Can you tell the jury the remaining
20 contacts you've had with the State of Alaska or
21 the representatives of the State of Alaska
22 involving your duties at Eli Lilly?

5. PAGE 13:03 TO 13:08 (RUNNING 00:00:14.650)

03 A Okay. My primary responsibility would
04 have been for Alaska Psychiatric Institution,
05 which is our State hospital lor the entire State.
06 And I would work with the medical director and
07 all the physicians and the phaonacy in that
08 facility. Other--

page 1
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Zyprexa-Alaska new

6. PAGE 25:10 TO 25:17 (RUNNING 00:00:18.000)

10 What I was trying to get back to,
11 let me explain to you about a deposition.
12 A Sure.
13 0 And you' re doing great. You're doing
14 fantastic. And I'm sure, like I said, if you
15 have any problems, let me know and I'll try to
16 help you out. Okay?
11 A Okay.

7. PAGE 27:02 TO 27:18 (RUNNING 00:00:37.000)

02 Q The other thing you' re going to have to
03 do and. again, it's just a little bit different
04 than talking infonnally, is you're going to have
05 to give yes or no answers or whatever explanation
06 you feel is necessary, other than um-hms or
07 uh-huhs. And a couple of times you 've done
08 that--
09 A Sure.
10 0 -- which is normal. That' 5 normal
11 conversation. But you're just going to have to
12 give yeses or no 's.
13 Do you understand that?
14 A I do.
15 0 And I hope you don't think it's rude
16 that. if I hear you say uh-hm or uh-huh. I will
17 ask you if that. was a yes or a no. Okay?
18 A That's fine. It's probably my nerves.

8. PAGE 29:20 TO 29:23 (RUNNING 00:00:05.841)

20 How long have you worked for Eli
21 Lilly?
22 A This is my tenth year of service with
23 Eli Lilly.

9. PAGE 36:03 TO 36:05 (RUNNING 00:00:04.098)

03 Q And you moved up here to Alaska in '97
04 or' 98. in that period?
05 A Yes.

10. PAGE 36:11 TO 36:13 (RUNNING 00:00:06.912)

11 Q Okay. And what were you -- what was
12 your job when you were hired in September of '98?
13 A Sales representative in neuroscience.

11. PAGE 40:23TO 41 :12 (RUNNING 00:00:23.000)

23 0 Would Ms. Cramer also detail the same
24 doctors as you did?
25 A Exactly same doctors.

00041:01 Q And you all would make different visits
02 at different imes?
03 A That's correct. We had what we call a
04 routing. yes.
05 0 And you both promoted Zyprexa?
06 A We did.
07 0 And chat was your job as a sales rep, to
08 promote Zyprexa. right?
09 A That's part of it. yes.
10 Q What was the other part?
11 A To be a resource to the physicians. a
12 face for Eli Lilly.

page 2
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12. PAGE <2:23 TO <3:10 (RUNNING 00:00:35.090)

23 Q (BY MR. ALLEN) Okay. When you walk in,
24 you have detail pieces in hand, do you noe?
25 A Not always.

00043:01 0 Okay. Not alway.s. You often have
02 detail pieces in hand?
03 A Probably not as much as you think I do.
04 I mean, it's not -- it depends where I'm going,
05 what physician I'm seeing.
06 Q Okay.
O? A A detail piece is something that I use
08 as a guide. If someone has 8 question and .
09 there' 5 an answer to their question in my datal.l
10 piece, then I'll pull it out and use it.

13. PAGE 44:19 TO 44:23 (RUNNING 00:00:13.200)

19 So when new detail pieces come out
20 or changes are made to detail pieces, Ell Lilly
21 doesn't just leave it to you to try to figure it
22 out. They provide you with training materials
23 about how to talk about that detail piece. right?

1<. PAGE <5:01 TO 45:01 (RUNNING 00:00:02.060)

00045:01 A Sure.

It's a guide. It's a guide. an idea.
Right. They're called resource guides?
Sometimes.
Or they're called implementation guides?
Uh-huh.
I.s that a ye.s?
Ye.s.

15. PAGE <5:02 TO <5:12 (RUNNING 00:00:18.283)

02 0 (BY HR. ALLEN) And they give you
03 written material that instructs you a.s how
04 suppo.sed to .speak about that detail piece,
05 correct?
06 A
01 Q
08 A
09 Q
10 A
11 Q
12 A

you're

A

.section
you see

A

(BY MR. ALLEN) Now. we go under the
definitions. You see the definition of a call
note?

A I do.
o It's a busines.s record documented wi thin

a call system that accurately reflects all
a.spects of a sales call.

Did I read that correctly?
You did. Yes, you did.
In the Information and Procedures

I want to read you to -- the goal. Do
the goal of a sales call?

Ye.s.
This is Eli Lilly's word.s, not SCOtt

16. PAGE 50:02 TO 50:09 (RUNNING 00:00:17.611)

02 0 Ma'am, I've handed you what'.s been
03 marked 8S Exhibit 1. This i.s -- do you recognize
04 this as LillyUSA Sales -- Sales Good Promotional
05 Practice. Definition of a Sales Call and Call
06 Notes, Eli Lilly and Company, February, 2001?
07 A Uh-huh.
08 Q Have you seen thi.s before?
09 A I have.

17. PAGE 52:1< TO 53:11 (RUNNING 00:00:47.523)

14
15
16
11
18
19
20
21
22
23
2.
25

00053:01
02
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Now, you understand -- I'm sure you
do -- that the Medicaid system picks up the bill
for Medicaid patients here in Alaska, right?

Zyprexa-Ala5ka new

03 Allen 's: The goal of a sales call is to
04 appropriately influence a health care
05 professional using the approved Lilly product
06 information to allow him or her to choose the
07 best therapy for his or her patients and
08 ultirtlately to increase the sales of Lilly's
09 products.
10 Did I read that correctly?
11 A You did.

18. PAGE 56:13 TO 56:19 (RUNNING 00:00:12.429)

13 Q I apologize. It was previou.sly marked
14 as Noesge.s Exhibi t No.8. I'll hand one to you
15 and one to your counsel. I appreciate your
16 attention to that matter. This is also a Lilly
11 Good Promotional Practices document.
18 Do you see that?
19 A I do.

19. PAGE 51:13 TO 51:24 (RUNNING 00:00:30.201)

13 Q All right. Off-label information. I'm
14 going to read the definition given to you: Any
15 information about a Lilly product that is not
16 contained in or is not consistent with the
17 package insert labeling approved by the FOil..
19 Examples include, but are not limited to,
19 indications, dosage forms, dosing schedules,
20 combination therapy and safety information.
21 Do you see that?
22 A Uh-huh.
23 Q Is that a yes?
24 A That is a yes.

20. PAGE 59:02 TO 59:01 (RUNNING 00:00:15.812)

02 Q So whatever information you gave to the
03 health care professionals concerning the safety
04 profile and side effect information on Zypre.xa
05 was within the label, correct?
06 A Yes. I would have given whatever was
07 available to me at the time.

21. PAGE 61:01 TO 61:03 (RUNNING 00:00:03.553)

00067: 01 Q Do you remember the Alaska State Action
02 Team?
03 A I do, uh-huh.

22. PAGE 11:01 TO 11:11 (RUNNING 00:00:23.911)

07 This Alaska State Action Team __
08 1\ Uh-huh.
09 Q -- what was its goal in regard to
10 Zyprexa?
11 A The Alaska State Action Team is:n't
12 specific to Zyprexa.
13 0 Okay. Tell us what its: goal is, please.
14 A Its goal is open access for mental
15 health drugs, and they may -- they might work
16 with other divisions, but I don't -- I'm not
17 involved with that.

23. PAGE 11:23 TO 72:09 (RUNNING 00:00:30.542)

23
24
25
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25. PAGE 75,04 TO 75,07 (RUNNING 00'00'09.245)

04 Q Well, you had a concern or your bosses
05 had a concern about the State prior authorization
06 pending State legislation, did t.hey not?
07 A I don't remember.

Zyprexa-AJaska new

A Sure.
Q And you understand that. the St.ate

obviously has an interest in trying to do that
economically as possible; you understand that?

A I do.
o And you understand that t.here have been

proposals at times to restrict the sale and
distribution of certain drugs in order to change
the formulary; do you understand that?

00072,01
02
03
04
05
06
07
08
09

24. PAGE 72,14 TO 72,20 (RUNNING 00,00,15.783)

14 A The State of Alaska proposed a preferred
15 drug list. which is not a restriction --
16 Q That' s right.
1"1 A -- and so physicians, no matter mental
18 health or what type of physician they are, they
19 can always write on a prescription "medically
20 nece~J3ary." if it's a preferred drug list.

26. PAGE 75,11 TO 75:17 (RUNNING 00,00,10.555)

11 0 Exhibit 3.
12 A Sure.
13 0 There's an e-mail that you wrot.e in
14 April of 2003. Do you t.hat.?
15 A Uh-huh.
16 0 Is that yes?
17 A Yes, yeah.

27. PAGE 76,06 TO 76,08 (RUNNING 00,00,06.209)

06 Q Where do these people work?
07 A The ones that I can identify are
oa psychiatrists.

28. PAGE n,05 TO n:19 (RUNNING 00,00,39.717)

05 0 Okay. Well, you're sending -- what are
06 you sending them?
07 A I am sending them -- I did not prepare
08 the.se docu-'1'lent.s, so the attachments are not mine.
09 I'm sending them letters that they can look at
10 as -- I think they were just like ideas of what
11 to write.
12 Q What to write who?
13 A To their -- Frank Murkowski or Joel
14 Gilbertson.
15 0 Right. Your e-mail and your carbon copy
16 to Jeff Hattori -- who 1s Mr. Hattori?
17 A Jeffrey Hattori is one of the public
18 health representatives, but he's actually -- his
19 focus is advocacy.

29. PAGE 81:16 TO 81,18 (RUNNING 00,00:06.000)

16 Q And this is signed Joey Eski, Eli Lilly
17 and Company, right?
19 A That's right.

30. PAGE 82,13 TO 83:02 (RUNNING 00:00,34.494)

13 Yes. And then you list four of the
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3'. PAGE 83:05 TO 83:'1 (RUNNING 00:00:22.969)

as A You know, we never asked them to do it
06 for Lilly specifically. I mean, just open access
07 in general. 50--

08 Q (BY MR. ALLEN) You were -- you were --
09 A -- no prior authorization for anything.
10 Nothing.
11 0 Nothing?
12 A For mental health drugs.
13 0 So you were trying to stop prior
14 authorization for mental healt.h drugs?
15 A Yes.
16 0 That would include Zyprexa?
17 A It includes Zyprexa.

32. PAGE 84:02 TO 84:'8 (RUNNING 00:00:42.'43)

02 0 Yes, ma'am. I'm going to hand you what
03 I've marked as Exhibit 4. And by the way, I
04 don' t have time today to go over all of them, but
05 there's many of these in the files with your name
06 on it.
07 A Sure.
08 0 This is a -- at t.he top it says, Alaska
09 State Action Team, ASAT, Meeting Minutes, March
10 of 2004. Have you ever been t.o, first of all, an
11 Alaska State Action Team Meeting?
12 A They're by phone.
13 0 Okay. Your attendance right there. It
14 says Joey Eski, Neuro Institutional Sales, Eli
15 Lilly, right?
16 A Right.
17 0 Tell me -- we see ASAT Meeting Minutes.
18 Objectives: Full HH Medication Carve-out.

33. PAGE 85:0' TO 85:'0 (RUNNING 00:00:24.908)

00085:01 A I do see that.
02 0 Tell us -- tell the jury what that
03 means.
04 A A full mental health carve-out?
05 0 Yes, ma'am.
06 A Would be -- I believe my understanding
07 of it is to have mental healt.h drugs
08 legislatively carved out by using a House Bill or
09 Senate Bill instead ot having it reviewed by the
10 preferred drug list P&T committee.

14
15
16
17
18
19
20
21
22
23
24
25

00083: 01
02

Zypress-Alasks new

doctors besides the attached letters. You list
some names that include the governor -- the then
governor's name, Governor Murkowski, Joel
Gilbertson at the Department of Heal th , Human
Services.

A Uh-huh.
o Representative John Harris of the Alaska

legislature, Representative Bill W~lliams,

Senator Lyda Green, Senator Gary W,1.!ken; is that
correct?

A That' s correct.
o You wanted -- so you were having these

doctors try to assist Eli Lilly in a lobbying
campaign for Eli Lilly, right?

34. PAGE 85:23 TO 86:1. (RUNNING 00:00:24.511)

23 0 You were trying to get no restrictions
24 on any mental health drugs, according to you,
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2.5 including but. not limited to Zyprexa, correct?
00086: 01 A Right.

02 Q And you, in fact, were iovelved in a
03 team that. was looking to try to get legislation
04 passed in t:his state on that mat.ter, right?
05 A I was a participant in the team.
06 0 Yes. So we see now you have sent
07 letters to doctors and gave them lists of elected
08 representatives, right?
09 A Uh-huh.
10 0 Is that a yes?
11 A Yes.

3S. PAGE 86:16 TO 66:18 (RUNNING 00:00:11.787)

16 Q Do you think any of this activity
17 involves the desire to make money by Eli Lilly?
18 A We are a business. It is a business.

36. PAGE 68:06 TO 86:13 (RUNNING 00:00:11.143)

06 Q Now, you also had a lobbyist that you
07 all hired to help you with this open access,
08 correct?
09 A That's correct.
10 Q Do you know the lobbyist' s name?
11 A I do.
12 0 Tell the lobbyist's name, please.
13 A Sam Kito.

37. PAGE 89:06 TO 69:11 (RUNNING 00:00:07.134)

08 0 (BY MR. ALLEN) Right. And then we've
09 got the PR finn. You all have a PR firm also, do
10 you not?
11 A Yes, it is.

38. PAGE 90:16 TO 90:24 (RUNNING 00:00:24.177)

16 Q Thank you. Now, under Action St.eps
17 there's five arrows, and I'm just going to read
18 the fifth arrow. It says: Kevin slash Joey
19 slash Jeffrey. I guess Joey is you, Mrs. Eski?
20 A I would assume t.hat.
21 Q Work t.o have speakers and advocat.es at.
22 P&T meeting to defend MH meds. Can you explain
23 P&T?
24 A Pharmacy and therapeutics.

39. PAGE 92:14 TO 92:23 (RUNNING 00:00:30.756)

14 Q And speakers and advocates, what kind of
15 speakers and advocat.es were you trying to obtain
16 and for what purpose?
17 A To t.he best of my reCOllection, it would
18 have been for this -- we would welcome anyone in
19 mental health that has very strong feelings about
20 open access and open t.reatment for patients. So
21 it could be a psychiatrist. It could be a
22 clinic.un. It could be a nurse. Anybody who
23 interacts with the patients.

40. PAGE 93:05 TO 93:06 (RUNNING 00:00:04.024)

05 Q I'm sorry. And the P&T committees are
06 located where? At the hospitals?

41. PAGE 93:11 TO 93:15 (RUNNING 00:00:11.227)

11 A This is -- it started out at the office
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12 of the State Medicaid.
13 Q Excuse me. The State Medicaid office.
14 A And, then -- now they a re in the
15 Frontier Building.

2. PAGE 97:21 TO 98:24 (RUNNING 00:01 :06.580)

21
22
23
24
25

00098: 01
02
03
04
05
06
07
08
09
10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
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Q Yes, ma'am. I'm going to hand you
what's marked as Exhibit No.5. 1 have one for
you and one for your counsel.

A Okay.
o Alaska State Action Team Meeting

Minutes, teleconference call in May of 2003.
I'll go down to Advocacy Update. Do you see
that?

A I do.
Q And it says: Through the efforts of

Frank Dorr, Jon Hett and Joey Eski. Who are Hr.
Dorr and Hr. Hett?

A frank Dorr is a district sales manager
for Eli Lilly, and John Hett was a past district
sales manager for Ell Lilly.

Q It says, through the efforts of those
individuals. including you, nine physicians were
secured via Dr. Verner Stillner to ~upport mental
health meds by writing letters or testifying.
Dr. Stillner has secured and sent off five
letter~ and Joey -- that' ~ you -- and Mary Beth
are securing more. Jeffrey will work with Joey
and Amy to get the 1etter~ to the governor and
co-chairs of the Finance Committee in the House
and Senate, along with the comrn..i~~ioner of the
Department of Human Services. We mu~t continue
to get letters, three exclamation points.

Did I read that correctly?
A You read it correctly.

43. PAGE 99:09 TO 99:14 (RUNNING 00:00:13.381)

09 Q Ma'am, it also indicates that you were
10 involved in getting physicians to write letters
11 and te~tify and to get letters to the governor
12 and to the legislature and to the Department of
13 Human Services, right?
14 A It looks that way.

44. PAGE 103:19 TO 104:07 (RUNNING 00:00:44.306)

19 Q Okay. ma'am,. Let'~ go to the next page
20 of this document, the Legislative Battle Plan.
21 Did you all have a legi~lative battle plan there
22 at the Alaska State Action Team?
23 A Tha' s not my -- that' s what I would
24 consider it. but that's what t.hey call it. And.
25 I mean. my -- I mean, that's what it says.

00104:01 Q Tha'~ what it says. Then. under it.
02 three bullet points down it says -- you ""ere
03 involved in this battle plan. It says: Jeffrey.
04 Joey. Mary Beth and Kevin will continue to get
05 letters from. quote, thought leaders. closed
06 quote. and send out ASAP.
07 Did I read that correctly?

45. PAGE 104:10 TO 104:10 (RUNNING 00:00:01.238)

10 A 'tou read it correctly.
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Did I read that correctly?
A Sorry, I' m --
Q You see the -- it's right there. The

subject. It says re: Urgent -- itls all capital
letters. Urgent, need letters, please read,
three exclamation points, Alaska State Action.
Isn't it right t.here?

A Uh-huh.
Q Is t.hat a yes?
A Yes.

Zyprexa-Alaska new

46. PAGE 104:14 TO 104:16 (RUNNING 00:00:06.002)

14 Q And you were involved in the process of
15 trying to influence che Alaska State legi:;:lature,
16 were you not?

47. PAGE 104:19TO 104:20 (RUNNING 00:00:02.125)

19 A I don't know how to answer your
20 question. 1 1 m sorry.

48. PAGE 107:04 TO 107:11 (RUNNING 00:00:19.620)

04 Let me see -- what was your goal in
05 the mental health carve-out? Tell me again.
06 A To not have those drugs reviewed.
01 Q By whom?
08 A By State Medicaid P&T.
09 0 And the State Medicaid P&T would be the
10 committees that would review the safety
11 infonnation concerning the drug, right?

49. PAGE 107:14 TO 107:23 (RUNNING 00:00:28.853)

14 A You know, P&T looks at a number of
15 things. Safety is just one of them.
16 0 (BY MR. ALLEN) Right. And you were
17 trying to get mental health drugs, including
18 Zyprexa, exempted from the review by the P&T,
19 correct?
20 A Trying to get them exempted. We were
21 trying to have open access to all meds, so that
22 it wouldn't need to go through the review
23 process.

50. PAGE 112:24 TO 113:14 (RUNNING 00:00:45.579)

24 Q (BY MR. ALLEN) Okay. Exhibit 6.
25 Subject line is all caps, Urgent, three

00113:01 exclamation points. All caps, Need letters now,
02 three exclamation poin s. All caps, Please read,
03 colon, Alaska State Action Team Meeting from Joey
04 Eski.
05
06
07
08
09
10
11
12
13
14

51. PAGE 115:22 TO 116:11 (RUNNING 00:00:38.000)

22 (BY MR. ALLEN) Well, let' 05 see what it
23 says. Let's go back to t.hat e-mail, second page.
24 You there with me?
25 A I am.

00116: 01 Q The time is now to fully engage our
02 battle plan to get a mental health carve-out.
03 Please identify all advocates, including
04 physicians, to engage in this battle. I have
05 attached sample letters belo..... Please secure
06 letters on letterhe d and have sent to hose
07 addressed.
08 It's all caps. Also fax copies of
09 letters to Sam Kito' s office. That':5 the

page 9



Zyprel8-Alaska new

10 lobbyist, right?
11 A Yes.

52. PAGE 116:21 TO 117:02 (RUNNING 00:00:11.000)

21 0 Says: Nate is in Alaska right now and
22 needs the letters. Continuing, all caps and
23 balded, legislative session is ending very soon
24 and acting quickly. Thanks for your help,
25 exclamation point.

00117: 01 Did I read that correctly?
02 A Yes.

53. PAGE 117:21 TO 117:24 (RUNNING 00:00:07.4041)

21 0 Okay. So you were involved in the
22 legislative battle plan to try to carve out
23 mental health drugs from P&T review, were you
24 not?

5<1. PAGE 116:02 TO 116:03 (RUNNING 00:00:02.000)

02 A Yes, I was part of the State Alaska
03 Team.

55. PAGE 119:07 TO 119:12 (RUNNING 00:00:17.120)

07 0 Well. let me hand you just Exhibit No.
08 7. One for you and one for your counsel.
09 This is the Hattori Public Affairs
10 Liaison Monthly Report in April and May of 2004.
11 Do you see that?
12 A I do.

56. PAGE 120:03 TO 120:16 (RUNNING 00:00:36.599)

03 0 Let me just read ....hat it says into the
04 record, and I'll helve some questions for you.
05 Working with PR - that's public relations
06 firm -- to implement PR efforts for Lilly and
07 general mental health prescription drug issues,
08 including supporting media efforts ....ith product
09 launches. issues including hyperglycemia and
10 diabetes, importat.ion. utilization. dissemination
11 of, quote, library. closed quotes, materials.
12 preparation to disCU53 new Medicare bill
13 implications, and promote Lilly answers and other
14 efforts.
15 00 you see t.hat?
16 A I just read it ....ith you, yes.

57. PAGE 122:17 TO 122:19 (RUNNING 00:00:08.597)

17 0 Back in April and Hay of 2004, were
18 there issues involving hyperglycemia and diabetes
19 surrounding Zyprexa?

58. PAGE 122:22 TO 123:09 (RUNNING 00:00:49.689)

22
23
24
25

00123:01
02
03
04
05
06
01

A I don I t know what you mean by issues. I
mean, are you -- can you be more specific or not?
I mean, there was a lot of things. There were
media. There were, you k.now, phy3icians. There
were all kinds of other cOttmunications from
Lilly. I mean, there were a number of things. I
don I t know exactly what you I re asking me, though.
I mean -- am I answering? Is that what you're
looking for? Yes or not? I'm asking for
clarification. You said ask you for help, so __

Ye h. Were there concerns about
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08 diabetes and hyperglycemia surrounding Zyprexa in
09 April and May of 2004?

59. PAGE 123:12 TO 123:14 (RUNNING 00:00:14.099)

12 A There was lots of uncertainty around
13 atypicals and diabetes and hyperglycemia and -­
14 certainly.

60. PAGE 123:18 TO 123:22 (RUNNING 00:00:08.540)

18 0 My question is particularly directed at
19 Zyprexa. Were there concerns
20 A Sure.
21 Q -- or issues -- sure is the answer?
22 A Yes, yes.

61. PAGE 132:18 TO 132:21 (RUNNING 00:00:17.000)

18 Don't you remember giving doctors
19 the comparable rates message in handouts? You
20 remember that, don't you?
21 A Vaguely, yes.

62. PAGE 146:01 TO 146:05 (RUNNING 00:00:12.458)

00146:01 0 Okay. Does it all bring it back to you
02 that there for -- at least during the time period
03 we've identified in these brief excerpts of
04 notes, from 2001 through 2003, you were involved
05 in the comparable rates message?

63. PAGE 146:08 TO 146:08 (RUNNING 00:00:04.907)

08 A Around diabetes, ye.s.

64. PAGE 150:16 TO 151:01 (RUNNING 00:00:18.377)

16 0 well, ma'am, I'm going to hand you
17 Exhibit 10. Maybe this will help clear up the
18 confusion. You recognize this, don't you?
19 A I do recognize this, yes.
20 0 Doesn't it say comparable rates of
21 diabetes and hyperglycemia among psychotropic.s?
22 A It does.
23 0 And isn' t this something that you gave
24 to doctors?
25 A I can' t remember if we left it with

00151:01 doctors or not.

65. PAGE 152:24 TO 153:15 (RUNNING 00:00:35.349)

24 0 They have Lilly -- this is a Lilly
25 document, isn't it?

00153: 01 A It is, yes.
02 0 And let me read wha t Lilly said. It has
03 a number up there, I, doesn't it, the number 1.
04 Do you see it?
05 A Uh-huh.
06 0 Is that a yes?
01 A Yes.
08 Q Comparable rates of diabetes and
09 hyperglycemia among psychotropics. Patients
10 treated with Zyprexa had rates of diabetes and
11 hyperglycemia comparable to those 1n patients
12 treated wit.h Risperidone, haloperidol and
13 divalproex sodium in clinical trials.
14 Did I read that correctly?
15 A Yes.
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PAGE 150:22 TO 155:04 (RUNNING 00:00:40.117)

22 Q Let's see. Exhibit 11, maybe it will
23 help you see if you can recall the message. .
24 Exhibit No. 11, you see that? Do you recognl.ze
25 this document, ma'am? By the way, it's poorly

00155:01 stapled together. I need to -- it's upside down.
02 A I remember the concept. 1 don' t know
03 tha t I remember the document per S8 as it' 5
04 presented here.

67. PAGE 155:24 TO 156:07 (RUNNING 00:00:16.609)

24 Q Okay. So if you look at the third page
25 of this document: How do the medications you use

00156: 01 compare? Rates of diabetes were comparable for
02 commonly-prescribed psychotropics during
03 longer-tam clinical trials.
04 Do you see t.hat.?
05 A Uh-huh.
06 Q Ma'am?
01 A I do see that, yes.

66. PAGE 156:06 TO 166:10 (RUNNING 00:00:15.995)

06 Q So you do agree that currently you must
07 tell physicians and health care providers that
08 Zyprexa carries a higher rate of hyperglycemia
09 than Seroquel or Risperdal or Abilify or Geodon?
10 A Of hyperglycemia, yes.

69. PAGE 166,04 TO 168:06 IRUNNINO 00:00:13.039)

04 0 (BY MR. ALLEN) When did they first tell
0.5 you, being Eli Lilly, your superiors, that they
06 knew that the risk of hyperglycemia in regard to
07 second-generation antipsychotics fell on a
08 continuum? When did they first tell you that?

70. PAGE 166:11 TO 166:14 (RUNNING 00:00:09.046)

11 A Same label change.
12 0 (BY MR. ALLEN) When was that?
13 A I think it was October of '07, but I
14 can't remember exactly.

71. PAGE 168:17 TO 169:11 (RUNNING 00:00:57.439)

17
18
19
20
21
22
23
2'
25

00169,01
02
03
O.
05
06
01
08
09
10
11

o Okay. So the first time they told you
there was a continuum end the first time they
told you that Zyprexa had a higher rate of
hyperglycemia was in OCtober of 2007?

A That is the first time I'd ever seen
the t wording.

o And prior to that time, you were told
that there was comparable rates, correct?

A Of?
o Of what?
A I'm asking you. Comparable rates of

what?
o Well. what were you told there were

comparable rates of?
A We were told that there were comparable

rates. I mean, of diabetes, but specifically -- I
mean, it says it here for hyperglycemia. but I'm
not sure. I need to think about what your
question is. I'm sorry. Say it again. Prior to
2001 --
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PAGE 169:15 TO 169:24 (RUNNING 00:00:33.131)

15 A What was I told there were comparable
16 rates of. prior to 2007. Diabetes, and I guess
17 we thought there were comparable rates of
18 hyperglycemia, given the older data, so --
19 Q (BY MR. ALLEN) So prior to OCtober of
20 2007, Eli Lilly informed you that there was .
21 comparable rates of diabetes and hyperglycem.la
22 between Zyprexa and the other second-generation
23 antipsychotics?
24 A Yes. I mean --

13. PAGE 181:11 TO 188:06 (RUNNING 00:00:51.165)

11 question. Doctors who you detailed on Zyprexa,
18 they were interested in the risk of Zyprexa. were
19 they not?
20 A They are interested in everything about
21 Zyprexa. all of the available data. So if you're
22 asking me specifically to this, they're
23 interested in everything about the drug. They
24 need to know everything to make their decision.
25 Q Why do they need to know everything?

00188:01 A Because they need to look at their
02 patient and look at the patient profile and look
03 at the risk factors of a patient to decide what
04 is going to work for them or what, you know, they
OS think might be not an appropriate choice for
06 them, so --

14. PAGE 189:13 TO 189:23 (RUNNING 00:00:18.000)

13 A So that they can customize their
14 decision to the patient.
15 Q (BY MR. ALLEN) It's in order to make an
16 informed choice, correct?
17 A Yes.
18 Q Ma'am?
19 A Uh-huh, yes.
20 Q And why do you want them to make an
21 informed choice?
22 A So that they have a better outcome for
23 their patient.

15. PAGE 210:20 TO 210:24 (RUNNING 00:00:14.140)

20 Tell the jury the difference between a
21 warning and an adverse reaction.
22 A Typically it's the rate of incidence, as
23 I understand it, and a likelihood of the
24 occurrence.

16. PAGE 211:04 TO 211:05 (RUNNING 00:00:04.103)

04 Q A warning is a more severe rate of
05 incidence and a more likelihood; is that correct?

11. PAGE 211:01 TO 212:03 (RUNNING 00:00:24.033)

07 A As I -- as I understand.
08 (BY MR. ALLEN) As you understand?
09 A Uh-huh.
10 Q Is that a yes?
11 A Yes, as I understand.
12 0 And how long have you had that
13 understanding as a sales representative for Eli
14 Lilly?
15 A The entire ime I've worked for the
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Yes.
Ma 'am?
Yes.

company.
Q Since 1998. right?
A Uh-huh.
o Is that a yes?
A Yes.
o So you have clearly understood that

there was a d~st:lnction 1.0 that label and you
were trained that there was a distinction in the
label between a warning and an adverse reaction,
true?

A
o
A

Zypreu-Alaska Dew

16
17
18
19
20
21
22
23
24
25

00212,01
02
03

78. PAGE 212,08 TO 212,19 (RUNNING 00:00,23.499)

08 Q Yes. The difference between a warning
09 and the adverse reaction -- the difference was
10 the severity and the frequency of the rate of the
11 side effect; is that right?
12 A Yes.
13 Q Thank you. And that was consistent with
14 your training?
15 A Yes.
16 0 And if anybody had asked you that, not
17 just me up until today, from 1998 to 2008, that's
18 what you'd testify or say?
19 A Yes.

79. PAGE 218:oa TO 219,1)4 (RUNNING 00,00,41.096)

06 Q (BY MR. ALLEN) Do you see in Exhibit
07 13, which is the 2007 label --
09 A Yes.
09 Q -- it says -- itts in the warning
10 section, which you've told us the difference,
11 right?
12 A Right.
13 Q This is the first time it's ever
14 appeared in the warning section, correct?
15 A Yes, the hyperlipidemia. yes.
16 0 It says, Undesirable alterations in
17 lipid.--
18 A I'm behind you. I'm sorry.
19 0 Yes, ma'am. It's on page 9.
20 apologize.
21 A Okay.
22 Q It says, Undesirable alterations in
23 lipids have been observed with olanzapine use.
24 Did I read that correctly?
25 A Yes.

00219:01 0 What is undesirable about these
02 alterations in lipids that have been observed
03 wi th olanzapine use?
04 A I can't answer that. I don't know.

80. PAGE 219:10 TO 220:02 (RUNNING 00,00:34.076)

10 Q Yes, ma'am. And you've told us within
11 the first 30 minutes of this deposition or
12 thereabouts that part of your job was to, as
13 reflected in the policies, was to detail within
14 the label on the risk of the product, correct?
15 A Uh-huh.
16 Is that yes?
17 A Yes.
18 Q And you're .supposed to receive materials
19 and information to train you 0 do that, to
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20 answer questions accurately, correct?
21 A Yes.
22 Q And what does the sentence in the 2007
23 OCtober label change where it says, Undesirable
24 alterations in lipids have been observed with
25 olanzapine use -- what does the undesirable

00220:01 portion of that mean?
02 A I don't know.

81. PAGE 226:07 TO 226:11 (RUNNING 00:00:12.165)

07 Q (BY MR. ALLEN) well. did you ever pass
08 on to doctors prior to October of 2007 that
09 undesirable alterations in lipids have been
10 observed with olanzapine use?
11 A No.

82. PAGE 227:05 TO 227:18 (RUNNING 00:00:23.000)

05 Q And what you' re telling us is:
06 Mr. Allen, I want you to clearly understand, I as
07 a sales representative will focus on the details
08 in the warning and I'll pass that along to the
09 doctors?
10 A Yes.
11 Q And then that way the doctors can make a
12 better infonned choice?
13 A Uh-huh.
14 0 Is that yes?
IS A Yes.
16 0 And the patients can get better
17 information?
18 A Yes.

83. PAGE 243:17 TO 243:22 (RUNNING 00:00:17.667)

17 stUdy. I'll just ask you this question: Did you
18 know back in 1995 that Eli Lilly knew that there
19 was a statistically significant elevation in
20 cholesterol on the high side when Zyprexa was
21 compared to haloperidol? Did you know that?
22 A No.

84. PAGE 243:24 TO 244:05 (RUNNING 00:00:14.052)

24 Q (BY MR. ALLEN) Ma'am?
25 A No.

00244 :01 0 Did anybody ever tell you in a clinical
02 trial that Eli Lilly was in charge of that
03 Zyprexa was shown back in the mid-' 90s to have
04 increased levels of cholesterol over and above
05 that of haloperidol?

85. PAGE 244:07 TO 244:07 (RUNNING 00:00:02.366)

01 A No, I don't have that information.

86. PAGE 247:12 TO 247:19 (RUNNING 00:00:17.074)

12 0 Was weight gain in the warning section
13 of the label right away?
14 A No.
15 0 Was it in the warning section of the
16 label before October of 2007?
17 A As a warning?
18 Q That' s what I asked.
19 A No.
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Did I read that correctly?

Yes.A

was looking for. I've marked as Exhibit 16 the
2003 POR reference, adverse reactions, and I'm
going to highlight it for you so we can find it
together. I think 1 have one for your counsel.
I do. I think I gave away my last one, so you' re
going to have to share it with your counsel.

Exhibit 16, adverse reaction
section. Do you see that?

A I do.
o Do you see -- the adver.se reaction

.section on page 4, right?
A Uh-huh.
Q I.s that a yes?
A Ye.s.
Q Do you see the highlighted language tha t

says, It is important to emphasize that although
the events occurred during treatment with
olanzapine, they were not necessarily caused by
it. The entire label should be read to gain a
complete understanding of the safety profile of
olanzaplne. Is that true?

A Doe.s it .say that? Yes.

A Ye.s.
Q Frequent, under digestive .system, is

flatulence. That's gas, is it not?
A I believe so.
o Increased salivation and thirst.

Did I read that correctly?

12
13
14
15
16
17
18
19
20
21
22
23
2'
25

00250: 01
02
03
0'
05
06
07
08

88. PAGE 256:01 TO 256:19 (RUNNING 00:00:33.000)

00256:01 0 Okay. You see a listing of other
02 adverse events observed during clinical trial?
03 A Yes.
04 0 And do you see body as a whole?
05 A Yes.
06 0 Let me just read body as a whole~

07 Frequent. dental pain and flu syndrane.
08 Did I read that correctly?
09 A Yes.
10 Q Frequent, under cardiovascular systems,
11 hypotension.
12
13
14
15
16
17
18
19

87. PAGE 249:12 TO 250:08 (RUNNING 00:00:54.013)

89. PAGE 258:12 TO 259:04 (RUNNING 00:00:41.823)

12 0 Okay. Are all those frequent adverse
13 reactions to Zyprexa?
14 A Are they all related to Zyprexa?
15 Q Yes, rna' am.
16 A I can't say.
11 0 Why can't you say?
19 A Because of the nature of the reporting
19 in a clinical trial.
20 Tell me about that. Explain that to me.
21 I don't under.stand what you're .saying.
22 A As I understand it, the participant.s in
23 the clinical trial are required to report every
24 single thing that. happens to them. and then it
25 should be reported, and whether it makes .sense to

00259:01 be attributed to the drug or not. it's .st.ill
02 reported.
03 And itls stuck in the adverse reaction
04 section; is that right?
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90. PAGE 258:07 TO 258:07 (RUNNING 00:00:05.05)

07 A well, this is the other adverse events.

91. PAGE 259:12 TO 259:19 (RUNNING 00:00:22.515)

12 Q So what you I re saying is. based on what
13 you've been trained. anything chat happened at
14 clinical trial the patient is supposed to report
IS and it's put in the other adverse events section.
16 right?
11 A Anything -- I mean, they also look at
18 the occurrence of it versus placebo or the
19 control group or whatever.

92. PAGE 263:07 TO 264:19 (RUNNING 00:00:55.000)

07 Q Okay. Well, letts go down to just
08 digestive -- excuse me - infrequent under
09 digestive system includes fecal impaction. And
10 you said you just don't know about that either,
11 do you?
12 A No, I don't.
13 0 Okay. Let's go down to hemic and
14 lymphatic system. Infrequent is listed anemia.
15 00 you see that?
16 A Yes.
17 Q How is that related to Zyprexa?
18 A I don't know.
19 Q Well. let's go down to musculoskeletal
20 system. It says infrequent, arthritis. How is
21 that related to Zyprexa?
22 A I do not know.
23 Q Is it related to Zyprexa? Arthritis.
24 A I don't know.
25 Q Is the abdomen being enlarged related to

00264: 01 Zyprexa?
02 A I can't say.
03 0 Is atrial fibrillation related to
04 Zyprexa?
05 A I do not know.
06 0 Well, all those are infrequent reactions
01 under the other adverse reactions, right?
08 A Yes.
09 0 Well, I found another one. Look at the
10 endocrine system. Do you see it?
11 A I do.
12 0 Diabetes mellitus.
13 A Uh-huh.
14 0 Doesn't it say infrequent?
15 A Uh-huh.
16 0 Ma'am?
11 A Yes, it says infrequent.
18 0 Is that related to Zyprexa?
19 A I have no -- I don't know.

93. PAGE 266:14 TO 266:15 (RUNNING 00:00:05.060)

14 0 The other adverse events section is not
15 a warning to anybody, is it?

94. PAGE 266:17 TO 267:14 (RUNNING 00:00:05.475)

11 A I can't answer that. I mean, to me,
18 yes.
19 Q (BY MR. ALLEN) Oh.
20 A I mean, it's not a warning, it's a
21 sorry.
22 0 It's not a warning, it's a what?
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Yes.
Okay. Can you hand that back to me,
I'm looking for a particular sentence.

Zyprexa-Ala ka Dew

23 A It's an awareness.
24 0 Okay. It's not a warning; it.'s an
25 awareness, right?

00267:01 A Uh-huh.
02 Q Is that a yes?
03 A Yes.
04 0 Okay. Because you're not warning -- you
05 dido' t go around warning doctors of dental pain,
06 did you?
07 A No, I d1.d not.
08 0 Okay. You dum' t go around warning them
09 of increased salivation and gas, did you?
10 A No, I did not.
11 0 Okay. And they're listed in there -- in
12 the other adverse events section more frequently
13 than diabetes. right?
14 A Yes.

95. PAGE 270:17 TO 270:19 IRUNNING 00:00:03.655)

11 Q If the warning is different, as you've
18 told us, that's significant, isn't it?
19 A Uh-huh.

96. PAGE 270:21 TO 271:14 (RUNNING 00:00:36.262)

21 Q (BY MR. ALLEN) Is that yes? Is that
22 yes?
23 A If the warning is different --
24 0 It's significant, isn't it.?
25 A I mean, we're going to communicate it.

002"11:01 I want them to know that it changed.
02 0 Right. You said it's an agenda if it
03 changes, right?
04 A I said that it's -- we're directed to do
05 that, yes.
06 Q Yeah. You have a warning change that
07 just occurred within the last five months on
09 weight gain, right?
09 A The whole label changed, yes.
10 0 And the weight gain was inclUded for the
11 first time ever in the warning section, right?
12 A Uh-huh.
13 Q Is that yes?
14 A Yes.

97. PAGE 272:15 TO 272:16 (RUNNING 00:00:03.098)

15 Q So it's a big difference when
16 something's in the warning section, right?

98. PAGE 272:18 TO 272:24 (RUNNING 00:00:13.574)

19 A It's a big difference in terms of
19 that we go and proactively alert people, yes.
20 Q (BY MR. ALLEN) Yeah. You go alert
21 people, right?
22 A Uh-huh.
23 0 Is that a yes?
24 A Yes.

99. PAGE 276:20 TO 277:06 (RUNNING 00:00:42.991)

20 And in the warning section there's a
21 whole warning on tardive dyskinesia, is there
22 not?
23 A
24
25 please?
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So just so ehe record's clear, Zyprexa
indicated for bipolar depression, is it?

No, it is not. Zyprexa -- olanzapine is

And in the warning section in the 2003 PDR
concerning tardive dyskinesia it states, Whether
antipsychotic drug product5 differ in their
potential to cause tardive dyskinesia is unknown.

Do you see that?

12 Q
13 is not
14 A
15 not.
16 Q Is it indicated for children?
17 A No, it is not indicated for children.
18 Q Why did I see in your call notes that
19 you went and saw a child psychiatrist?
20 A There I s a lot of child psychiatrists in
21 the community that service children, adolescents
22 and adults.

00277,01
02
03
04
05
06 A Yes.

100. PAGE 281,04 TO 281:08 (RUNNING 00:00:09.150)

04 Q Just so the record is clear, since the
05 very dawn of Zyprexa being on. the mar~et, . it has
06 always carried a risk of tard.1.ve dyskl.nes.la, has
0'7 it not?
08 A Ye5.

101. PAGE 284:12 TO 284:22 (RUNNING 00:00:21.41l8)

102. PAGE 285:15 TO 285:25 (RUNNING 00:00:27.757)

15 0 Does the label support any superior
16 efficacy of Zyprexa over the first-generation
17 antipsychot.ics?
18 A I would have to look t.hrough.
19 0 Yes, ma'am. well, go ahead and look
20 through. Take your time. We'll go off the
21 record and then we'll -- the question on the
22 table is whether or not the label that is current
23 supports superior efficacy of Zyprexa over the
24 first-generation antipsychotics. And we'll go
25 off the record and let you look.

103. PAGE 287:08 TO 287:12 (RUNNING 00,00:12.469)

08 0 Okay. In the label, as we sit here
09 today, is there any data or information in the
10 label that supports the fact that Zyprexa is
11 superior to any first-generation antipsychotic?
12 A In the package insert, no.

104. PAGE 288:04 TO 288:09 (RUNNING 00:00:12.142)

04 0 Okay. Now, next question: Is there
05 anything within the label, as we sit here today,
06 that. supports the fact that Zyprexa is superior
01 in efficacy to any second-generation
08 antipsychot.ic?
09 A No.

105. PAGE 301:13 TO 301:22 (RUNNING 00:00:21.404)

13 0 Is there anything in the current label
14 that supports superior safety profile of
15 Zyprexa over any other antipsychotic, other than
16 Clozari1?
11 A Just in this label?
18 Yes, ma'am.
19 A No.
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(BY MR. ALLEN) Yes, ma'am.
No.
Thece's not, is there? Ma'am?
No.

Yes.
What other products?
Prozac and Strattera.
When did you quit detailing Prozac?
The year when it went off patent.

20 0 Okay. So in the label there':5 no
21 superior efficacy and there I s no superior safety,
22 correct?

107. PAGE 304:06 TO 304:22 (RUNNING 00:00:41.000)

06 Q Okay. Now, not only is there an
01 increased risk of hyperlipidemia and
08 hyperglycemia in the Zyprexa label, there's an
09 increased risk of weight qain in the warning
10 section of the current label, correct?
11 A Yes.
12 Q I'm trying to figure out what in the
13 label of Zyprexa gives it an advantage over any
14 other antipsychotic in safety or efficacy. Is
15 there anything in the label that you can find?
16 MR. BRENNER: Objection.
17 A In the label? In this -- in the package
18 insert?
19 Q
20 A
21 Q
22 A

106. PAGE 301:25 TO 301:25 (RUNNING 00:00:01.243)

25 A Yes.

108. PAGE 362:19 TO 363:02 (RUNNING 00:00:18.422)

19 Q In the last ten yeses since you started
20 working as a detail representative, have you ever
21 detailed any other products besides Zyprexa and
22 Symbyax?
23 A
24 Q
25 A

00363: 01 Q
02 A

TOTAL: 1 CLIP FROM 1 DEPOSITION (RUNNING 00:37:53.868)
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MOTIO TO PRECLUDE
TESTIMONY OF JOEY ESKI

FROM TRIAL. PHASE ONE OR
PROTECTIVE ORDER

REGARDI G HER
TRIAL. TESTIMONY

Plaintiff,

Defendant.

v.

I"lte;
D 'CII\'

<9te. O,o~I\'

<X~-':~'JCOUIN THE SUPERIOR COURT FOR TIlE STATE OF ~ O€ 'It1-
THIRD JUDICIAL DISTRICT AT ANCHOIVGE~

Case No. 3A -06-5630 CI

ELI L1LL Y AND COMPA Y,

J. Thejury in phase one of trial will decide one issue: whether Zyprexa's

labcl appropriately warned prescribing physicians. The Court confirmed this during the

Fcbruary 28, 2008, hearing when it explained, '"[t]he jury is going to be instructed on the UTPA ,

.. based on evidence of the product labels, which I left in, and the jury is going to be instructed

on common-law warning claims . .. . those claims are in . ,,1

2. Despite the Court's summary judgment ruling, the tate of Alaska ("'the

State") has subpoenaed Eli Lilly and Company ("Lilly") sale representative Joey Eski for tria!.'

Ms. Eski's tcstimony, which revolved around her federally regulated, and UTPCPA exempted.

promotional acti, ity, i irrelcvant to the remaining issue during phase one of tria!.

I IIr'g t ran 13:211014:5, Feb. 28.2008

'See Subpoena to Joe) !'ski. Feb. 29,2008 (bh. A).



3. To the cxtenl that the Stale claims that Lilly overpromoted Zyprexa-a

claim thatthc tate has not made to date and has not proffered in its proposed jury instruclions­

Alaska couns have not adopted overpromotion as relevant 10 a failure-Io-warn cause of aClion.>

4. Evcn if the Coun concludes that overpromotion should be considered. Ihe

issuc is typically rooted in negligence cau es of action,' a claim that Ihe Slale has dismissed.

5. Even if the Coun allows the State to pursue overpromotion. lhe issue is

relevant only to phase two oflrial. Couns throughoulthe country Ihat have considered Ihe

question ofoverpromotion have found that the cenlral inquiry 10 an overpromolion allegalion is

whether promotional activity caused a physician to prescribe a medication when. in light of an

adequale product label, the physician otherwise would not have prescribed.s Thus the critical

testimony in resolving an overpromotion allegation lies not with the sales representalive, but

with the physician. The panies will not develop physician testimony until phase two Oflhis case,

and Ms. Eski's testimony should not be considered until thaI time. Lilly, therefore, reque ts that

the Coun enter an order precluding the tates u e of Ms. Eski's testimony during phase one of

trial.

I. '" In re\lertJIO Pro<ls LlOb L/Ilg. 328 F upp 2d 791. 814 (N D. Dhio 2004) (nOting 'hat thetases
heralded as o"erpromolion cases are "alle-ast thirty year old and onI} sparsely cited since the} "ere decided.
land] so siale thai their legiurnac) as legal 8Ulhorit) is questionable)

'See olmot/ I' Parke. Dal'ls « Ca. 520 F.2d 1359, 1363-64 (4th Cir 1975); tevens v Parke, Davis &
Ca., 507 1'2d 65 (Cui 1973); It/collingo I' Parke. DaVIS & Co. 282 A2d 206 (Pa. 1971): Whl/len Cobberh. 210

.E.2d 289 (N.C. App. 1974). . -

'See, e g, Beale I' B/Omet. Inc. 492 F upp.2d 1360. 1377-78 ( D Fla 200 ) (noting tha' the ke) issue
is e\'idenc thai rnarkclIng malerials induced ph)' icHlnS to Inappropriate I) elect patient for u ora medical
device): .\""er I' Pji:er Inc. 196 F. upp. 2d 1095. 1121-2] (D Kan 2002) (finding lhat allega'ions of"subhmlnal
mar~ellng mfluen es" \\ re Insufficient (0 un l'.,e umm3f) Judgment b«au - the pre nbing ph} ician t tlfied
Ihathedld.n trel) on sale repre entilt.l\e formform3tion); _/~\ens\' Par e Dl.1\'Ud o.S07 P.2d 653.66:! (C:tl
1973) (notmg thallhe rele\ilnt lnqull) I \\h ther o\erpromotlon U ed ph) "ician to pres rl~ the mcd.i :ttion);
Incol/mgo I' Porle Dol'1 Co. 28~ A 'd ~06 (Pa 1971): LOI, \' lIolf. ~~6 Cal App 2d 378, 399--100 (Cal Ct.
App. 1964).



6. Even if the Court determines that Ms. Eski's testimony may be offered

during the first phase of trial, Ms. Eski has had long-standing, prepaid vacation plans and she

will be in Hawaii with her family from March J0 through March 22.6 Lilly requests that the

ourt enter a proleetive order excusing Ms. Eski from appearing for testimony during this phase

of the trial.

DATED this 3rd day of March, 2008.

Anomeys for Defendant

PEPPER HAMILTON LLP
ina M. Gussaek, admitted pro hac vice

George A. Lehner, admitted pro hac vice
John F. Brenner. admitted pro hac vice
3000 Two Logan Square
Philadelphia, PA 19103-2799
(215) 981-4618

By: ~~~~~-/f!j~==--":::::::::==:::
rewster H. Jamie 0,

ASBA 0.8411 J
Andrea E. Girolamo-Welp,
ASBA No. 0211044

• ee Affidavit orJoey Eski (March 3, 2008).
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Case No. 3AN-06-05630 CI

AFFIDAVIT OF JOEY ESKI
Defendant.

Ell LlLLY AND COMPANY,

Plaintiff,

STATE OF ALASKA

I, Joey Eski, being first duly sworn, states as follows:

I. I am an executive sales representative with Eli Lilly and Company. I live in

Anchorage, Alaska.

2. I will be out of state from March lOth through March 22nd of 2008 on a

family vacation in Hawaii. My family and I have planned this vacation since January 2008.

On January 14-15,2008.1 purchased four round-trip tickets from Anchorage to Hawaii, for

myself, my friend, and my children, leaving Anchorage on March 10th and returning on

March 22nd. Confirmations of these tickets are attached as Exhibits I and 2. On February 5,

2008, I purchased an additional four round-trip tickets from the island of Hawaii to the island

ofMaui. Confirmations are attached as Exhibit 3.

Further affiant sayeth naught.

v.

TN THE SUPERIOR COURT FOR THE STATE OF ALASKA

nrrRD JUDICIAL DISTRICT AT ANCHORAGE

STATE OF ALASKA,

009867003111637071

THJRD JUDICIAL DISTRICT

A



From: Alaska/Horizon Airlines <Alaska. ITeAlaskaAir. COIn>
Date: Mon. 14 Jan 2008 11: 19: 30 - 0800
To: jeskiegcLnet

Subject: Alaska Airlines/Horizon Air Confirmation Letter for 3/10/08

Thank you for choosing Alaska Airlines / Horizon Air!

For questions. changes or canee lations on an Alaska Airlines or Hor1.zon Air
purchased ticket, please visit alaskaair. com - - you'll save money too I
Change. mAde on alaskaair.cocn ... il1 save $25.00 per ticket over calling
reservations.

Confirmation Code: GPLATF

Name: ESKI/IVY
Ticket Number: 027-2115906036
Ba.e Fare: 0.00
Tax: 5.00
Total: 5. 00
Mileage Plan: None

REMINDERS AND RBSTRICTIONS

This electronic ticket is not transterable and may include non-refundable
segments. If you choose to change your itinerary I any fare increases and a
change tee will be collected at the time the change is made.

PAYMENT INFORMATION

The amount of $5.00 (USD) was charged to the Visa Card ........... 1tt ... 1343 held
by JOEY ESXI on 1/14/2008, using electronic ticket nUmber 027-2115906036.
This document is your receipt.

Name: ESKI/ETHAN
Ticket Number: 027-2115906037
aaae Fare: 0.00
Tax: 5.00
Total: 5.00

E,XHIBIT ----l-.­
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Mileage Plan: None

REMINDERS AND RESTRICTIONS

This electronic ticket is not transferable and may include ~on-refundab~e
segments. If you choose to change your itinerary. any fare Increases an a
change fee will be collected at the time the change 1s made.

PAYMENT INPORMATION

The amount of $5.00 (OSD) was charged to the Visa Card • .. ·1343 held
by JOEY ESKI on 1/14/2008, . using electronic ticket number 027-2115906037.
Tbis document 1s your rece1pt.

ITINERARY

March 10 2008
Alaalta Airlines 870
Depart: Anchorage, AIt at 3 :20 PM
Arrive: Honolulu, HI at 7:40 PM
Seats: 239, 23A, Y Class
Meal: Available for purchase

March 22 2008
Alaska Airlines 871
Depart: Honolulu, HI at 9:10 PM
Arrive: Anchorage, AX at 5:30 AM
Seats: 19P, laF, Y Clas9

INFLIGHT FOOD SERVICE

On some of your flightD, in addition to our usual beverage service, you also
have the option to purchase a meal for $5.00(080 or CAD) cash. Please check
the details section of your itinerary to determine which flights offer food
for purchase. You can find more information on Alaska's Northern Bites meal
service at http://www.alaskaair.com/www2/help/faqs/MealService . asp

BAGGlIGB

Each ticketed passenger is allowed, free of charge, two checked bags and one
carry-on bag plus one personal item, such 8S a purse, bn.efcaee, or lapcop
computer. The carry-on bag can measure up to 10- high, 17- wide, and 24-
long (25 x 43 x 60 em). We recommend you put identifica.tion on both the
outside and inside of all baggage. At least one ot your car.ry-on items should
be stowed under the seat in front of you. The free weight allowance is so
pounds per piece of checked baggage. UnfortWlately, Alaska Airlines can not
aeeume liability for loss, damage or delay in the delivery of fragile or
perishable articles or other valuables, including but not limited to cameras
and electronic equipment, medication or keys, whether with or without the
knowledge of the carrier.
Visit http://www.alaskaair.com!www2/help/ faqs/Check.edBaggage. asp to read our
tull baggage policy.

CHECK- IN INFORMATION

Check out our fast and easy Check- In Options
(http://www . alaska-ai r. cora/as/WlllW2/flights/Check· In-Options. asp). Save Cl.me
when you check in online at !IIWW.alaskaal.r.ccrn. You may also check in at an

E.'I(H1BIT ---L­
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airport kio8k. or ticket counter. Baggage may be checked at the ticket
counter, or, where available, via a. Check-In Kioek. Please have this document
or your confirmation code available.

To accomtOodate everyone wishing to travel on your t'light, you must. be checked~
in and a.vailable to board at the del!!ignated boarding gate at: least 30 minutes
betore scheduled departure tor domestic or international. flights, exc~pt on
2000 series flights between Seattle/portland, which requ~re only 20 tunutes:
Fai ure to do 80 ll'ia.y cause the cancellation of reserved seats and cancellat~on

of the entire reservation.

Picture identification, such as a driver's license or paS9p~rt, is required to
board the aircraft. Por international travel, anyone crossJ.ng an
international border is required by the country of entry to produce evidence
of citizenship. Por more information please visit
WlIIW .alaskaair. com!www2/help/faqa/Travel_Documents. asp or call 1-800-252 -7522
for details.

Save time at the airport and almpllfy the check 1n process by providing the
required International Travel Information online at
httpS://\fWW.alaskaair.coo/booking/ssl/viewpnrstart.Aspx

It unaccompanled minora are traveling on this itinerary, please review this
important information:
http://ItiIIfW. alaskaair. com/as/www2/help/faqa/ChildrenTravelinqAlone .asp

CKl\NGE OF PLANS

Save money ~ ~ You can make your reservation changes on alaskaair. Conl versus
calling 1~800-}U,ASKAAIR (1~800·252~7522) and you will save $25.00 per ticket
on change fees.

Refund and change options Are available online at alAskaair. com for most
purchased reservations. For information, see the VieW/Change a Reservation
page located Wlcier the reservations tab at alaabair.com.
https: //www.al••ltaair.com/boolting/ssl/viewpnr8tart . aspx

For further asaistance with refunds or changes on all other reservations,
including Mileage Plan Awards. contact 1~800~ALASKAAIR (1-800-252~?522) for
Alaska Airlines or 1-800-547-9308 for Horiz.on Air. Please have your
confirmation code ready for the Reservations Agent. Note: If calling from
Mexico, precede these telephone numbers with 001.

For questions, changes, and cancellations on a Partner Award itinerary, Air
France, American Airlines, British Airways. Continental Airlines, Delta Air
Line8, KLM, LAN, Northwest Airlines, Qantas or Cathay Pacific Airways please
call the Partner Desk at 1-800·307-6912.

Refunds for qualifying ticket8 may be obtained by calling the appropriate
toll-free number listed above or by applying at any ticket counter ocation.

Please review U. s. Department of Transportation Consumer NotJ.ces regarding
your consumer rights and litaitations of liability at:
www.alaskaair.com/www2/help/faqs/ConeumerNotices . asp or simply obtain a copy
when checking in.

EXHIBIT --..L.­
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From: Alaska/Horizon Airlines <Alaska. IT.AlaskAAir. com..
D~te: Tue. 15 Jan 2008 11:04:58 -0800
To: jeskiftgci.net
Subject: Alaska Airlines/Horizon Air Confirmation Letter tor 3/10/08

Thank you tor choosing Alaska Airlines / Horizon Air!

For questions, changes or cancellations on an Alaska Airlines or Horizon Air
purchased ticket, please visit alaskaair. com - - you III eave money too I
Changes InAde on alaslcaair.com will save $25.00 per tick.et over calling
reeervation8.

confirmation Code: KLATWL

Name: BSKI/JOBY
Ticket Number: 027·2115956038
BAse PAre: 1166.69
Tax: 37.71
TotAl: 1204.40
Mileage Plan: Alaska Airlines jf .. ··.631 Gold

REMIND/<RS JIND RBS'TIUCTIONS

This electronic ticket is not transferable and may include non· refundable
segments. It you chOOSe! to change your itinerary, any tare increaees and a
change fee will be collected at the tJ.me the change is made.

PAYMENT INFORMATION

The amount ot $1204.40 (OSC) was charged to the Visa Card ,. 134 3
held by JOBY ESKI on 1/15/2008, using electronic ticket number 027~2115956038.
This document ie your receipt.

Name: SCHWBNN/MICHELLE
Ticket Number: 027~211S9S6040

Ba.se Pa.re: 50.00
Tax: 33.58

EXHIBIT~
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Total: 83.58
Mileage Plan: Alal!!lxa Airline8 •• • .. ·686

RiMINOBRS l\NIl RESTRICTIONS

This electronic ticket is not traoeferable and may include non-retunda~e
segmenta. If you choose to change your itinerary. any fare increases a
change fee will be collected at the time tbe change i8 made.

PAYMENT INfORMATION

The amount of $83.58 (OSO) was charged to the Visa Card ...... ······1343 held
by JOEY BSKI on 1/15/2008, u8ing electronic ticket number 027-2115956040. This
document i8 your receipt.

ITINERARY

March 10 2008
Aiaeka Airlines 870
Depart: Anchorage. AK at 3:20 PM
Arrive: Honolulu, HI at 7:40 PH
Seats: 23C, 23F. y Class
Heal: Avai able for purchase

March 22 2008
AlAska Airlines 871
Depart: Honolulu, HI at 9: 10 PM
Arrive: Anchorage. AX at 5:30 AM
Seats: 19B, leE, Y Class

INFLIGHT FOOO SERVICB

On Bome of your flights. in addition to our usual beverage service, you also
have the option to purchaee a Rleal for $S. 00 lUSO or CAD) cash. Please check
the details sectioD of your itinerary to determine which fl ights offer food
tor purchase. You can find more information on Alaska I s Northern Bites meal
service ac http://www.alaska.air.com/www2/help/faqa/MeaIService . asp

BAGGAGE

Each ticketed passenger is allowed. free of charge, two checked bags and one
carry-on bag plU8 one personal item, such a8 a purse, briefcase, or laptop
computer. The carry-on bag can measure 'Up to 10" high, 17- wide, and 24-
long (25 x 43 x 60 em). We recommend you put identification on both the
outside and inaide ot all baggage. At least one of your carry-on items should
be sto.....ed under the seiSt in front of you. The free .....eight allo....ance is 50
pounds per piece of checked baggage. Unfortunately, Alaska Airlines can not
Assume liability for 109s, damage or delay in the delivery of fragile or
periahable articles or other valuables. including but not limited to camerae
and electronic equipment, medication or key8, whether with or without the
knowledge of the carrier.
Visit http://www .ala.akaair. cocn/www2/help/faqs/CheckedBaggage. asp to read our
full ba99age policy.

CHECK· IN INFORMATION

Check out our faat and easy Check-In Options
(http://www.alaskaalr.com/ils/www2/flighcs/Check-In-Options . asp). Save time
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when you check in online at vww.al&ska.ir .COrll. You may aleo check. in at an
airport kio.k or ticket counter. Baggage ..,.y be checked at tbe t1cket
counter, or. where available. V1a a Check-In l:.i08k. Please bave thie docueent
or your confirmation code available.

To acconanodate everyone wishing t.o t.ravel on your flight. you mu.t be c~ecJted­
in and available to board at the delignated boarding gate at least 30 ln1nut.••
before achec1uled departure for domestic or international flights. except on
2000 aeries flights between Seattle/portland. which require oDly 20 ainutee:
Pailure to do so may cause the cancellation of reserved seats and cancellat:a.on
of t.he ent.ire reservation.

Picture identification, such a8 a driver' s license or passpc:>rt, i8 required to
board the aircraft. For international travel. anyone cr0881ng an
international border is required by the country of entry to produce evidence
of citi zenship . For more information please visit
www.alaakaair.com/www2/help/fa.qs/Travel_Oocuments . asp or call 1- 800.252 4 1522
for details.

Save time at the airport and simplify the check in process by providing the
required International Travel Information online at
http.://Y'IIfW.alaskaair.coa/booking/asl/v lewpnrstart.aspx

It: unaccompanied minora are traveling on this itinerary, please review this
important informat ion:
http://www.alaskaair.com/as/.fNW2/help/ f:aqs/CtUldrenTravelingAlone asp

C~GE OF PLANS

Save money 4 ~ You can make your reservation changes on alaskaair. com vereus
calling I-BOO·ALA,SXAA.IR (1-800-252·1522) and you will save $25.00 per ticket
on change fees.

Refund and change options are available online at alaskaalr.com for most
purchased reservations. POI' information, see the VieW/Change a Reservation
page located under the reservations tab at alaskaair.com.
https:/ /IIIWW .alaakaair .com/booking/8s1/viewpnrstart. aspx

For further assistance with retunds or changes on all other reservations,
including Mileage Plan Awards, contact I-BOO-ALABXA.A.IR (1·BOO-252-7522) tor
Alaska Airlinea or I-BOO-541-9308 for Horizon Air. Please have your
confirmation code ready for the Reservations Agent. Note; If calling from
Mexico. precede these telephone numbers with 001.

Por questions. changes. and cancellations on a Partner Award itinerary, Air
Prance, American Airlines, British Airways, Concinental Airlines, Celta Air
Lines. n.M. LAN, Northwest Airlines. Qantas or Cathay Pacitic Airways please
call the Partner Desk at 1-800-301-6912.

Refunds tor qualifying tickecs may ~ obtained by calling the appropriate
toll-tree nulnber listed above or by applying at &ny ticket counter location.

Please review U. S. Department of Transportacion Conaumer Notices regarding
your con!lumer rights and limitations of liab11ity at:
www.alaekaair.com/www2/help/ taqs/consumerNotices. asp or simply obtain a copy
when checking in.

EXHIBIT~
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From: GO <customerczireOlflygo.com>
Dat.: Tue, 05 Feb 2008 18:12:37 -0600 (CST)
To: Jesklqpgd.net
Subject: Travel Reservation March 10 for ESKJ

This email confirms receipt of your reservation made on www./fIygo.com <hrtp'//www Wrao com> .

'(ou may print out the itinerary and bring it to the airport as a receipt, as all transactions are
ucketless.

Cllck here to access your reservation on the web or a mobile device.
<https://www.vlrtuallythere.r.om/new/reservationsChron.html?
host=YVlllpnr- N20GENHOMRIOlllname-ESKlllllanguage=OlllemaU= 2>

Click here to view and print e-ticket receipt 5332102807254
<hltps:!lwww.v1r1u.Uythere.com!new!encketRecelplPrint.htmI7
pnr_N20GENHOMRI0Illpcc_GVYllJanguage=0Illname_ESKllllhost_YVIllETNBRI_53321028072541llETDTE

ClIck here to view and print e-tlcket receipt 5332102807255
<https://www.vlrtuallythere.com/new/ellcketReceJptPrlnt.htmI7
pnr-N20GENHOMRI0Illpcc-GVY&.Ianguage- Oillname- ESKIlllhost-YVIllETNBR t - 5332102807255&ETDTE

Click here to view .nd print e-tlcket receipt 5332102807256
<hUps:/Iwww.vlrtuallythere.com/new/eTicketRecelptPrint.html?
pnr-N20GENHOMRI Olllpce-GVYllllanguage-Olllname- ESKllllhost-YVIllETNBRl- S3 321028072561llETDTE

Click here to view and print e-ticket receIpt 5332102807257
<https:/Iwww.vlrttJaltythere.com/new/encketRecelptPrlnt.html?
pnr-N20GENHOMRIO&pcc=GVY&.Ianguage.Oilln.me- ESKIlllhost-YVIllETNBR1= 53 32 02807257&ETDTE

......................... 1/1 ,. .

JOEY ESKI, IVY ESKI, ETHAN ESKI, MICHELLE SCHWENN

EXH1BIT ---3.­
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..........................................................................

Click here to opt out of receiving ftJture e-malls from VIrtually There.
<http·//www Ylrrua,lytben: ,omlaewlemODtOut hcml?hostgYV&lanquage=Q8emall*2&pcc=Gvr>

Departs: 6:30pm
Arrives: 7:02pm

5oat(s): Check-In Required

Sat, Mar 22
Aights: MESA AlRUNES, YV 1007

Operated by: MESA AIRUNES DBA GOI
From: KAHULUI MAUl, HI (OGG)
To: HONOLULU, HI (HNL)
Class: EconomV
Status: Confirmed
Meal: Smoking: No
Alrcral'l: CRl-CANAOAIR REGIONAL JET Mileage: 10 I
Duration: 32 mlnute(s)
Please verify flight times prior to departure

All tickets are non~transferable. When making a change to a non-refundabfe ticket, there Is a $20
change fee as well as a possIble change In the fare If origInal booking dass Is not available. The
upgrwde fee is the differenre between the (lJre you plJid and the current fare available.

If you booked II ClJr or hotel and they did noC come back with a confirmation number, please call the
car or hotel company directly to verify the booking.

All gal fflghts are operated by Meso Airlines.

PfelJse print a copy of this Information and put It In a safe place so chat you may refer to your itinerary
lJnd Sabre Record Locator (confirmaUon number) for your trip.

Due to Incre6sed security measures, please have a valid picture 1D available at the ticket counter. You
should plan to arrive at the airport at least an hour before scheduled dep~rture time.

If you need to make changes to or cancel your reservation, please contact go! Reserv~tlons at 1-888
IFLYG02 (1 888-435-9462). ReservatIon changes may result in additional fees and penaltIes. Please
refer to the FAQ tab on www.lffygo.com ~;fb:tMJf/y=m:;>. for tIcketing change fees.

GO
1-888-IFLYG02 (1-888-435-9462) Email: customercareOiflygo.com
...the isl6nd's airline

EXHl1Irr --3...­
PAG£~OF...R

Mon, Mar 10
Aights: MESA AIRLlNES, YV 1019

Operated by: MESA AIRUNES DBA GO!
From: HONOLULU, HI (HNL) Departs: 10:00pm
To: KAHULUI MAUl, HI (OGG) Amves: 10:35pm
Class: Economy 5oot(s): Check-In Required
Status: Confirmed
Mo.l: Smoking: No
Alrcr.l'l: CRl-CANAOAIR REGIONAL JET Mlle.go: 101
Duration: 35 mlnutels}
Please verify flight Urnes prior to departure

Reservation code: HWFWIP
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To Our Shareholders

In keeping with our pledge to answer important
questions, I want to addte" one thaI J am sure is
on your nunds.

For several years, we have been preparing for
the expiration of the U.S. patents that have protected
our exclusive rights 10 our lop-selling pradu".
PronC-. Due to uncenainty over the exact timing
of thl. event., we have referred to it aJ ·Yelf X: In
January 1999.- federal district court had .ffirmed
our 2003 Proue patent. wI August, we were very
surprised when a Ceder,-I appeals court ~rsed
thai ruling.

We strongly disagree with the ruling-and we
are making every dfcn in the courts to secure our
rights to the 2003 patent. At the same time. pru­
dence dictalCS that we prepare and implement our
plans with the assumption thal Prozae will face
generic competition in tbe United Stales in early
August UlOl.

Given this lum of evt!nts involvtng I product
with U.s. sale1 of 51.2 biUion, you may weU ask
whether Lilly can succe.»fully navigate the next
several years My responst is • strong "Yes.. We
fully recognize the magnitude of our challenge.
And we are prepared not only to manage the shon·
term challenges of Yen Xbut also to embark soon
thereafter on I period of renewed growth. Here is
why I am confident.

We conlinue 10 sharpe.n the implementation of
our simple, cleiZ"CUt strategy thai focuses on two

areas: generating scientiflC innovations that meet
palients' unmet medial needs and then helping as
many patienlS IS possible benefit from those
innovalions. As. result, our net sales lnaeued
9 percent in :I~ to 110.9 bUJion. Adlulted (or
significant one-time henu in 1999 and XlOO, our
net ,"come rose 15 per~t, to 119 bilhon. and our
urnings per hare gTeW \6 percent, 10 u.65

For a number of years. we bave also imple­
nlcnted contingency plans thai would help us
O\'ercome any Yur Xoutromt we might face.
For Instance, we have Invested aggressively 1n our
products with the strongest growth potentiAl.
We have sped the dew:lopme.nl of high-potental

molecules. And we have partnered with other
companies to get ac:cess to additional moIew..lt:s tlut
further expand OUT opportunities.

[n :zooo, the inYe$tment community responded
favorably 10 our progress. Our stock price rose
40 percent during the year. This gain was among the
best in the pharmaceutical industry. Furthermore. it
represented a major Itep in the right direction after
our disappointing stock perfonnance m 1999.

Strong prodUct Unt 'uels growth
Powering our growth in :1000 were su newer best·
in-dass producu lbat accounted for 4I peranlof
our pharmaceutical sales and grew it ante o(
31 percent

Zyprexa. uemplifies ow growth opportunities.
Initially introduced in J996 as a treatment for
schizophrenia. this molecule WlS approved in :1000

as a therapy for the manic phax of bipolar disease.
a lifelong illness thai affects as many as 34 miUKm
people worldwide. Late lut rue, Zyprexa was also
approved for the long-term treatment of schizophre­
nia, making it the first product in its dus to demon­
stnle such ongoing effectivwess. in zooo, ow sales
ofZyprexa were S:J:.3 biUion, a 25 percenl increue.
During the fourth quarter, this neuroscience block­
buster surpa.s.sed ProIK as ow loJHelling product.

Two products surpassed the s5(X) million sales
mark for the first time in 1000. Sales of Evista·, our
00'Ve1 prodUd for the prevention and treatment of
osteoporosis in postmenopausal women.~
15:1.:1 million. an Increase of 60 pe:runt GemzU-.
one o( the world's top-RIling anticanoer agents.
generated sales of '559 million, up l] percent.

Sales of the human insulin malog. Humal~,
rose 56 pe.rcent. 10 '350 miUion. As more ~tients

u2d HWNlog. Humalog = and our p«>­
cartridge dehvery systems, our toul insulin sales
grew 10 percent" to S1.S billion. We also continued
10 exptnd our diabetes can presence through the

oopromouon of Accose, an oral trNtment for type :I.

diabetcs dl..SCOvertd by our partner. Takeda. Out
rcvmue from At105 was 5113 million during :JOOO­

its first fuU year on the market.
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The growth of those five products more thJn Forti<> in late 1000 and for Zovant in early UXll.

offset sales decreases for two oilier important We expect to launch both in :W()l.

produeu. The sales oC our sixth newer product, the Beyond Zovant and Fortio, we hit the develoP'"
cardiovascular agent ReoPro- discovered by the ment targets last year for nearly aU the molecules in
Centocor unit of Johnson &. JOhnson. feU] percent, our near-term pipeline. Two exttptions were the
to 50418 million. The worldwide sales of Prozat anticancer agent oxaJipliltin, which was not approved
declined :t percent, to n.6 biUlon, largely due to the by the FDA. and the antideprCSRnt candidate R.-nuox·
initial impact of generic competition in the United etine, which did not meet its c1inical-trial goals. We
Kingdom. returned both potential products to partners.

Intense competition is a fiK1 of life throughout While UJly :scientists have discovered most of
the pharmaceutical industry. To meet that competi- the mol«UIes in our pipeline, we continue to work
tion, we significantly elevaled our marketing with other companies to add mote opportunit~. For
investments in UlOO with the goal of making our example, Cialis· is • promising near-term drug
growth products available to more pltients through- candidate from ICOS Corporation for the 1rutment
oUllhe world More Specifically, we added some of male erectile dysfunction that L.illy and ICOS are
1,000 sales representatives worldwide, an intn!ase of working together to develop. During 1000. Wf:

more than :w percent We recruited scores of announced agreemenu with three other camP"""
experienced marketing professionals to support our nies-ono, SaN:yo, and Mitsubishi-Tokyo-that
growing product line. And we pursued clinical each added a molecule to our pipeline.
studies supporting new Indications and formulations We currently have wen over 100 scientific
for key products that wiU further expand our growth collaborations. lbose coopentive eJforts not only
opponunities. help us enhance our pipeline with additional drug

cancJjdales but also give us access to more bioiogical
targets for drug discovery and important new R&D
technologies. Because collaborations are an essential
part of our str.tegy, we outed an Office of Alliance
MlnagIDIent with the mission of helping WJy
become the pharmaceutical industry's best business
plrtner. We are making good progress in that pursuit

In 1000, we nrtngthened our internal research.
capabilities by reauiting nearly ]00 scientists and
expanding our -ifUlO'l1tion engine,· UUy Research
lAboratories. to 6,900 people.t 11 sites worldwide.
We also increased our global R&D investment by
13 percent, to n billion. This represented 19 percenl
ofour sales.

Those actions are paying off. Last year WU ODe

of the best ever for UUy~ Labon.torieL Our
scientists met or exceeded virtually all our rising
r....rch-produalvlty w-geu for Identifying high­
potential molecules and initiating early-stage clinical
rmls of drug candiwtes. A key factO< in lhooe
productivity Vins Is the early imp«! of the bloled>
tevolulloo about which we hear so much.

Out.tandlng plpeUne adds further growth potential
Even IS we capitalize on our current generation of
products, we are speeding our nex1 generation of
new-product candidates to the global marlcetplace.
As you will see later In this repan, we could intro­
duce as many as 10 more medicines by the end of
zoo+ Several of those candidates are potential ftnt·
in<Jas.s products Utit could address medicaJ prob­
lems for which there are no current treatments. AU
are potential best·in-dasl producu that could
provide luperior results for patients.

In the near term, we are immersed in our
preparations for the launches of two unique biotech
products. Clinical dall indicate that drouecogin a£fa
(activated). also known by the proposed trade name
Zov.ot, may be the first therapy that effKtively
lreats patients with sepsis, a condition that kins IJ'l

estimated half million people worldwide annually.
Fort~'" Is an innoVltlve molecuJe th.t 'ppun in
clinical trials 10 rapidly rebuild bone diminished by
osteoporosis. We filed regulatory submissions for

- )

Zyprex. MOL 1596

Zyprexa MDL Plaintiffs' Exhibit NO.05913

5913..Q01/4 5913-004

zy, 00205083
Page 4

1111111111111111111111111111111111



l:'( 9553 904

experience and global perspective of our board that
will be greal IsseiS during this challe.nging period.

I also wish great success to Mitchell E. Daniels,
Jr.• who recently became director of the U.s. Office
of Management and Budget for President George W.
Bush. This cabinet-level appointment is a great
honor for Mitch. who served most recently as our
senior vice president for corporate strategy and
policy. Among hb nuny contributions to the
company during the past 11 yean, Mitch buih an
outstanding leam in public affairs and commwlica­
lions and played il pivotal role in our prl!!parations
for Year X. We will long benefit from his legacy.

As 11001: ahead. our SU'ltegy is on target and out

implementation Is getting better and bener. We are
not only applying traditional R&D and sales.-and·
marketing capabilities but also apitaliziog on the
revolUlions in biotechnology and information techn0­
logy. Our ongoing progress throughout the company
reflects the achievements and the aspirations of
35.]00 Lilly collugues in whom I rake put pride.

Later this year, we will celebrate the l:lSth
anniversary of UUy's founding. Over these many
years, our company has made history with medical
breakthroughs-from the first insulin product and
major antibiotic advances to Prozac and lypren.
So, we are very thankful for the Ully family and
UUy retines who created the heritage that we are
working to extend into the twenty-first century.
~ we face Year X. we intend to make history

again with the greatest outpouring of innovation in
Ully history-beginning with lovant and fortin
We plan 10 emerge from Year X a stronger company
that is ready for a new growth erL We art prepared
to write the next great chapters in the UUy story.

TfChnolotY r..,olutionJ c,...'e MW opportunities
Over time. the biomedica.l revolulion will traru­
form all areas of pharmaceutical R&D. In the near
term. h~r, we believe the greatest potenllal
involves the use of new research tools to identify
previously undiscovered genes that trigger the
production of natural proteins in t.ht body involved
in major diseases. 1l\o$c: natural proteins, or
modined versions, sometimes prove to be ouutand­
ing biotech drug candidates.

This trend plays directly into our stlengths.
We are established leaders in the di5COVery,
developmenl. and production of protein medicines.
The upcoming launches of Fonl!o and Zovtnt will
upand our prolein ponfolio to seven products.
And we have a number of additional protein
candidatei in various stages of development.

We are also using revolutionary new R&D
capabilities to expedite our searches for so-called
·small·molecu.le· medicines similar to Prozac and
lyprexa that constitute the majority of our drug
candidates. Our scientists are commined to helping
pauents benefit from lhis unfolding biotech
revolution as soon as possible.

Additionally; we are exploiting the power of
the e-business revolution on behalf of patients. In
2000, we created a new organitation. e.UDy, that is
~nerating, attracting. and testing scorel of new
approaches bued on information technology.
These concepts have the potenlial 10 accelerale
improvement in virtually every aspect of our
business. from the earliesl stages of research to
providing information for patients.

Realty for the future

In 2000, we e:nthuslaslkUly welcomed two out-
standing leaden to our board of directors. Sir for the board of directors.
Wlnfri<d Win· Bischoff i.l c:hainnan of Citigroup
Europe Ind former chairman and CEO of Sduoders, --e::...".L..A...DtJ~
pic. George M. C. Fisher recently retired IS chairman~
and CEO of Eastman Kodak Company and previ-
ously 5e:rved as c:h.innan and CEO of Motorola. Inc. Sidney Teurel
Together. these men reinforce the leadership OvJlrm41l of1M &arc£. Pruldmr, and Chief fxecuri\OW Offim-
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No company would relish losing the: IMte:nt on iu
biggost produa thne yeu> early. We certainly doo'L

We were very .urpri~ and dipppointed by
the judicial ruling that invalidated our 1.003 U.S.
palent on Prone. We strongly disagree with the
court's decision, and we are doing everything we
can through the judicial process to reestablish our
nghu.

In the n1eVltiroe, the U.S. Food and Drug
Administration bas granted us market exdwivity
until Augun :a, ;wcu, under a federal statute
encouraging pediatric studies of certain medicines.

We intend to focus on Prouc in the Urtited
Slates right up to the last cby of its exclusivity. And
we11 pursue related opportunilies. One. is ow
patented once-wet.k1y formulation aimed at
preventing the recurrenet of deptt'ssion. Asecond
is Sanfem", I newly introduced brand for women

What happene~ with Prozac)

who suffer from prememt:nal dysphoric disorder,
the severe mood and pbysiaJ symptoms associated
with their menstrua! cycle that interlere with their
daily activity and rd'lioruhips.

We won't miss any opporturuties (or Proue­
or the rest of our business. For the last four years,
we've been preparing to bridge the gap that would
be ueated by generic competition for Prone.
We're ready.

We've invested~ in our next genera-­
lion of innovative drugs and shortened their
tirne.l.ines to laWlch. We've accelerated development
of additional indications and formulations for our
newer products. And we've intensified our efforts
to partner with other companies on their high­
potential compounds in later Jlagts of development

We've signifieandy increased the site of ow
global sales (orce and will continue to do so in
order to have the ·firepo"t'lU· we need to success­
fully launch and sell the next wave or produa.s
from our pipeline. We've also been sharpening our
mU""ting and selling ,kills 10 help us ,ealize the
full potential of all our products worldwide.

In short, faced with the enormous challenge
presented by the Proue patent expiration. we've
positioned ourselves 10 produce earnings growth
Lbraugh the itnmediate postupiraoon period and
,.,ume fast growth following th.1.

Millio", of people worldwide have benefited
from Pronc. This "markable product has revoru.
tioniud the 'Wrf ment-al illnels is viewed and
treated. The succeu of Prout has helped make
possible the outmnding accomplishments of Lilly
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research over the last decade and has provided us
with the ability 10 pursue the breakthroughs we
expect 10 introduce in this new decade. It's a
wonderful slOry-for medical science, for patients,
and for us, We are proud of PrOtac.

And yel, as important as PrOIae has been for
patients and 10 our business. it's not the future.
For patients, the future iJ the next generation of
medicines with the ability 10 treat and cure difficult
diseases in Wi1ys now only hoped for. For us, the
future is our newer prodUdJ already driving our
growth and our pipeline of innovative producu ~t

10 come. Our focus is on the next ProlK-il.Od the
one after lhal

•
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Our newer produet5 will stand as our front line
against inevitable generic competition for Prozat.
Introduced throughout the last haIr of the 1990S,
they11 be the key to our ability to produce earnings
growth during that time and resume our strong
perfonnance thereafter.

Zypre.. Zyprexa is a genuine blockbuster, surpass­
Ing the n billion sales mark in :1000 and becoming
Ully's number-one-seUing product in the fourth
quarter. just as Prouc changed the treatment of
depression, Zyprexa hu redefined the standard of
care for schizophrenia, a devastating disease that
ravages the mind and has betn called the ·cancer of
mental iDness:

Introduced as a therapy for Khltophrenia in
1996, Zyprexa was approved in the U.s.lasl year
for the additional indicatioru of acule mania
associated wil.h bipolar disorder and the mainte­
nance of Ueatment response in schizophrenia.
We're exploring broader uses for Zyprexa in
schhophrenia and other key segments of the
amip!ychotic market, including bipolar depression
and the psythotlc or behavioral disturbances that
accompany dementia.

Evlsta Evista Is a blockbuster in the making. The
growth of our product for the prevention and
treatment of osteoporosis in postmenopausal
women continues to be outstanding. Evlsta has
been shown to significantly reduce a woman's risk
of clinical spinal fracture within one year of
treatment and increase bone mineral density as
early as slx month,.

We continue to lnvestigate the potential of
Evista beyond osteoporosis-including its potential
effect on heart disease and the reduction of risk
of breast cancer In postmenopausal women. Given
the breadth of Evista's efficacy potential and its
favorable tolerability, we believe it wiD ultimat~y

set a new standard for women's health produeu.

Oemur Gemzat has been described as a ·pipdine
within a molecuJe.~ It's being wed to treat the vast
majority of pancreatic<ancer patients in both
Europe and the United Stales, and it's become the
standard of care for Don-small<ell lung cancer in
several countries. We're evaluating Gemzar in
several types of solid tumors. Our goal is to make it
a cornerstone of treatment for lung, pancreatic,
bladder, breast, and ovarian cancers.

Insullnl In 1999, the world's first insulin com·
pany established itself as the world's leading
insulin company, becoming number one worldwide
in market share. This leadership was strengthened
in 2000. We've achieved this success through the
introduction of the Humalog family of insulin! and
the launch of world-class pen delivery devices.
Patients are switching to our Humalog and
Humalog mixture formulations and pen delivery
devices from their earlier-generation iNulin
products and their vials and syringes.

Actos The quick uplake of Aetos, the oral diabetes
agent we launched with our copromotion partner
Takeda in the United Stales during 1999. marked
our successful expansion in diabetes care beyond
insulins. Aetos provides an excellent oomplement
to our insulin business as an oral agent for type:1

diabetes, the most prevalent form of the disease.
Our newest product, it is recognized as therapy for
reducing insulin resistance, an underlying cause of
type 2 diabetes.

Hew Submissions In addition, we upect 2001

launches for two new products Cl.lfTendy under
review by regulatory agencies. Drouecogin alfa
(activated). known by Ihe proposed trade name
lovenl, targets sepsis, a disease that kills approxi­
mately 10400 people per day worldwide and for
which there currently is no approved treatment
Results of a study indicated. a nearly ::10 percent
reduction in the risk of death in patients who
wert given Zavant. And clinical trials of Fort~,
our novel bone-fonn.tion agent for osteoporosis,
have demonstrated lhal It strengthens overall
skeletal arclUtecture very rapidly. In addition. the
trials showed it can significantly reduce fractures
caused by thinning bones at both the spine md
nonsplne sites.
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got in 8 decent ZYP recap. reminded doc: that zyP is a great mood stabilizer. ssp for pats whose symptoms
_e aggravated byen~.•• Dr. Anderson just stabilized a bipolar pal eerlier this _&1< on 15 mg. Went
over Ully Answers Program with Anderson. Sheridan, and Flores and their nurses. Or. Deede and Lon the
PA were off, so no one was over on that side of the clinic:. StiR need to go over Ulfy Answers Program
withem.
ExceHent, see above! Also visited personally with Sheridan and Flores.
Review Hirschfeld scales fO( zyP recap··....R-..... Dr. Deede and Loci the PA were off. so no one was aver
on that side of the dlntc.. Still need to go over Lnly Answers Program withem.

: State of Alaska v. EU Ully and Company: Confidential- Subiect to Protective Order
; ZVAKAG31500

=Williams. Margaret
• 0511712002
= 68130741
= Mcintosh
= Marguerite
= Soldotna
=AK

........................_ W·····..·..·_····················_·······..·..············_.-

.._ _ _ _ _.-_ ZVP

mentlon only.
Great with staff, good with doc.
Really \oVOrk ZYP vie pat whose symptoms are aggravated by an.§§BL emphasize zyP as a mood stabilizer.
State of Alaska v. Elf Lilly and Company: Confidential- Subject to Protective Order
ZYAKAG31501

= Williams. Margaret
= 0610612002
= 68698813
:;. Dahms
• Laurie
:;. Palmer
= AK
: Actualfy got in a decent ZYP detail for pats with unresolved symptoms, pats who fail on an~ patients

could be suffering from complicated mood disorder. perhaps bipcHar, ZYP Is an exceUent mood stabtlizer
very safe. easy to dose. Got in part of this with Moser too. and he was even agreea~. says he does tre~t
bipotar patients... Just QUick produd mentions with Dr. Werner.
Good. actuaUyl Gee whiz. pemeps Moser Is melly openin9 up to ZVP...
Keep workin9 ZVP. but softly...
Stat. of Aleska v. Ell Lilly and Compeny: Confidential- Subject to Protective oroer
ZVAKAG31565

::I: Kristen Clouthier
• 0612712002
= 69271199
= Grant
:;. Madeleine
= Anchorage
=AK

offlce luncIleon. zyprexa dvd. celhy and donne. -_·....•.._--··..-R·--••~ -.-........................... ..- _ -..- _-- _.--- ..
................__ __ _ __ __ ---_ ..-.__ .._..--_..
..··..·..·..- ..·..·..·..· -R·_·· _ .._ __..·..-·..-·__ .
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:~~=::':::::'-'::~:=::::=::::::::::=='::::-z;;:::;:;::-=;~:~·~:::'·t:~·
YQuestions and conveBation regarding the proper pt type. Jurl8 Wilson. a new md there (was a resident

:;rov) is Interesled to find out .mal lI1e injectible zyprexa Is used for. Pem engle wes concerned ebout
wei hi gain for Ihose zyprexe pts but we disaJssed proper diet and Ihe fac:llhal Wpts are -ng belle<
~ they wi! be able to ectuaIy excen:lse Also cflSOJSSOd Ihe mechanism of zyprexa end that the drug

::"005 not eatJS8 weight gain. but n-. increase Ihe pts appetite. Sugg~led that """'" she preS01De
zyprexa she discuss with her pts to let her know if they feel they are eating more. Dr. Hunt gave.the •
example of uslng zyprexa most commonly for pts who have taned 2 ssrfs end also for woot spanish ts In .
need that 'NOnt see psychs due to Iangueag8 barriers. He often manages those pts. Very Important - anh ~
hiring two ot!ftN psych nurse practldoners on staff wfthln the next few months - so zyprexa pts may be
handktd in house In the future. One nurse on 10th and one on MIn VIeW. ,
perhaps the two new nurses could pull dlarts of falling .m pts and provide zyprexa opportunity. see what

~":e~~.:f~skav. Eli lilly and Company: Confidential- Subject to Protective Order
ZYAKAG3 1632

... Kristen Clouthier
=G6/2712002
= 6927t2oo
=Engle
:: Pam
= Anchorage
=AI<
~.~~~~t:!'~?;.~?!~~:-~':~!.~~~.~~?~:.:::::::.:.= ..:==::.::~.:.:.::.~.:..:.:.:::::::.::.=:_-
_··__·············_····_······w······__···-····_···_·-.._-_._.__.....•._....__..••.....•.._ •...•.
.............- _ ' Zyprexa dvd was successful - it anerate

many questions and conversation regarding the proper pt type. Julie Wilson, a new md there (was a resident
at Prav) Is interested to find out what the lnjectible zyprexa is used for. Pam engle was concemed about
wetght gain for those zyprexa pts but we discussed proper diet and the fact that If pts are feeling better
perhaps they will be able to actuelly excercfse. Also dIscussed the mechanism of zyprexa and that the drug
does not cause weight gein. but It does increase the pts appetite. Suggested that when she presaibe
zyprexa she discuss wtth her pts to let her know if they feel they are eating mora. Dr. Hunt gave the
example of using zyprexB most commonty for pts who have failed 2 ssri's and also for ¥JOnt spanish ts in
need that lNOnt see psychs due to langueage barriers. He often manages those pIS. Very important - soh Is
hiring two new psych nurse practidoners on staff within the next few months - so zyprexa pts may be
handled in house in the future. One nurse on 10th and one on Mtn VI9W.
perhaps the two new nurses could pull charts of failing .un pts and provide zyprexa oppatunlty. see what
hunt thinks.
Stale of Alaska v. Eli Lilty and Company: Confidential - Subject to Protective Order
ZYAKAG31633

= Kristen Clouthier
= G6/2712002
= 69271206
z Mackie
= Scott
= Anchorage
=AI<
=..":.HI~=~~~:;~:;.~~~~es. chocolates. cl1erries. dried fruit showed fishing

...···_···..•••.. ···R-·····_.....·_·..•• dr mackie graduated QJm laude also and was In the top 10% of hls
medical dass - very impressive - dISCUssed zyprexa and~ failure as his pt type buralso alot of ek1elfy. he
is~ aware of zypfexa and Jts uses. sharp man! He said he may attend the zypraxa program • give
remmder.
dvd. -R-' zyprexa
Slale of Alaska v. Eli Ully and Company: Confidential - S<Jbject to Protective Onder
ZYAKAG31635

= Kristen Clouthier
=07/10/2002
·69529152
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z Nolte
=Miriam
• Anchorage• AI<

olnee call - reminders. zyp water botdes, digfast hasca~. donna pt. ·---R·--··......- .
busy. quick reminders dosing and pt types ..... ••••••... R·... ·..-..··· zyp donne and ssri failure dosing-Invites to
programs - are attending July 16th
no
Stale of Alaska v. Eli LiHy end Company: Confidential· Subjact to Protective Order
ZVAKAG3 1663

= Kristen Clouthier
• 0711112002
·69495263

• Floras
:= Kathryn
:= SOldotna
• AI<

..-.··...·· ......o-····W·_.... · ...-..--... zyp desk reference and digtast - dlocolate chip cooldes of course tor dr.
anderson.
he was leaving for a surgery in 8 minute so only reminders. but had some good time with kathy .. discussed
elderty and nr! failure pts . digfast tool and she was interested In the h questionaire - said it was good to
have on hand for coding work and determining proper pt .. reminded her about the program marvin.
na
State of Alaska v. EN Lilly and Company: Confidential· Subject to Protective Order
ZVAKAG31666

.. Kristen Clouthier
- 0711 112002
• 69495268
=- Davtdhtzar
:If Lavern
= Soldotna
-AI<

IntTo of self and products again -left kjc chart, u··R • · zyp desk ref and digfast
was very nice. discussed marvtn program - said he v.ould be in town for it ~ 'M)IJtd califf can make it ­
probabty needs a reminder that morning so he wfll come. discussed zyp pt type - elderly and n!i pl also
angered or agitated, cant keep a job,marralge pt and dosing.- he said he has seen many peo~e come
through the door like that.
reminder for program
State of Alaska v. Eti Lilly and Company: Confidential· Subjact 10 Protective Order
ZVAKAG31667

=Kristen Clouthier
- 07/11/2002
- 89495269
- sandalS
'" Jim
= Soldotna
-AI<

....... ···R··.. ••••• pens, pads. zyp desk reference, digfast. bag of goodies.............._.--_ _ _-_ - _ __ -
-·--··-····-···....·.·-·-- ·.-··R·-..-·.·------..-·····..·._........- ..- ..-
..............................- _ - -···..•••..•..quldtly zyp digfasl and

proper dosIng for elderly,~ pt, donna t and the extreme mood disrder. Invtte to program.
more on zyp
State of Alaska v. Eli Lilly end Company. Confidential· Subjact to Protadive Order
ZVAKAG31668

• Kristen Clouthier
• 07/1212002
• 69529146
= White, Jr.
= Roy Matison
• Anchorage
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:AK
~~~.~!~.~~!~..:.._ _ _ _ #._.., ···..-··_ ··R·· ··-_·- ···.....
......................................_ zyprexa h scaJe. digfast cards. pr&p8f pt focus· invrtes to
programs

~~!~~~.~~~~~J~:..~t?':.~~~!!~:~~~~~~~~~.~~~;.....
·-···---·-··_~··-·--·-·-R·····_·-·_---·_·_···-·-·-_·_·'--"'--'._._••• •••••_ ••••__• •__•__._~ ••_ •••_ ••_ ••_ zypraxa pt type -

elderly, multiplem dosing dlg/ast cI1eat sheet end key and h scale ,nformatJon ••1 foond scale useful and
discussed safety of zyp. vs other agents - schelAtas asked about zyp and diabetes - :-vas able to respond
accon:Slng and discuss moa of zypreXB- increase in appetitie 'tNhich may lead to obesitY buti'\O causal
relationship establishad between zyp and diabetes - elso compared to other agents there Is no Increased
incklence with zyp - high risk rate in this population anyoNaY - he would Uke meaJCalletter· but was satified

~!~~~._ _ _ _ _ _ _ _._- -..- _---_.__ ...
..- -.- - - _..-.-.- ---····-·-·--····----·---R·--·...._ -_ __.._ __ -_.._ _ ..
......................._ ' - _-_ ..- .....
-··_····-~····-R······················

State of Alaska v. Eli Lilly and Company: Confidential· Subject to Protective Order
ZVAKAG31678

=Kristen Clouthier
: 0711212002
: 69529148
z: Coalwell
z: TImothy
.. Anchorage
: AK

lunch w/michele •.._._ _ ···-·-·······_·······-R..··-···_········-·······-..-
................................................................................... zypreX8 h scale. digfast cards. proper pt focus· invites to
programs

~~~!~!~~~~..~~~~~L~~..~~~~~·.~.~~ ..~~~~~..~~..i!..~.~~~~n..t~~..~~~~?!!~~ ..~....~~~ .........
·..·····..·_-······-····-·..················R-··-·-·-_·..-- ~~.---._.•--..-.
•••••••••••••• _ •••••••••••••_ - •••• - •••••_.-_ --"'-"--"---' zypraxa pt type -

eJderty. multiple~ dosing digfast cheat sheet and key and h scale information· all found scale useful and
discussed safety of zyp. vs other agents - scheultes asked about zyp and diabetes ~ was ab'e to respond
according and discuss moa of zyprexa-Increase in appelitie which may lead to obesity but no causal
relationship established between zyp and diabetes - also compared to other agents there Is no increased
Inddence with zyp - high risk rate In this population anyway - he lM)uld like medical letter· but was satifl8d
with answer.

::..:::::..:::..::::::..::::::::::::::::::::::=-~:=:::=::::::=:::=:::- ...=::::=~=
·····-············-R--····-············
State of Alaska v. Eli Ulty and Company: Confidential· SubJ6Cl to Protective Order
ZVAKAG31679

• Kristen Clouthier
- 0711512002
• 69571711
,. Hagen
a. Derek
: Anchorage
-AK

office luncheon -.......................................................' _-_ -- - -. ..
············-····-·R···· --··_-·-···..·-········---··-......--.--...--.-------~- .
•••~.--•••• - zyprexa remllldar of~ pi. elderly pt and thod< chan donna pi.

Indications. dosing appropriste startttng dose. dlg1ast cards· h scale questionnaire.
maples just staned here. obarsted and maples covenng out of town docs pts • alot of a1derty from smith
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whenever he is out _perlect zyp pt - they all took the digfast • found tt useful and w;U use - ~~t.!~~:

~~~~L~;l~\~Ed:'f{t~~f~~~~~~¥E~~=~::~~~::~:'''-==~~
....-..·······..·············..R··--···_·_..··..··_..··_·
State of Alaska Y, Ell Lilly and Company: Confidential- Subject to Protective Order

zyAKAG3 1687

=Kristen Clouthier
= 09/1112002
=71297363
= Bosveld
=Robert
= Anchorage
=AK
: offICe call- ......--·............. •.....···--·..R·..••......·• ....•••..... ••.... ••·•...... book for dr farr from marvan .. erne for dr

~~Jffiewill be gaffing this next weekend· in ak 'With ste~r - hasnt di~gnose anyone to! zyp yet but looking.
bosveld said he looked up zyp in rtne drug manual and it was classified as a psychotic -I discussed the
Indication of zyp and that the original studies were done for schizo pts ~ and that fda changed our pi to ~ a
novel psychotropic _whIch encompasses modd stabilization. he ~ed if can use ~t.as ,an~ - said no ~ IS
not indicated as an antideppressant or for mood depressant but it does have stabihzation for both negatNe
Bnd positive symptoms - he was satisfied with that. -·R"·u-···
reminders reminders reminders - dr farr • cme?applebaum
State or Alaska v. Eli Lilly and Company: Confidential- Subject to Protective Order
ZYAKAG31950

= Williams. Margaret
= 0911312002
=71335378
=Bartling
"" Vietor
=Fairbanks
=AK

Took in my usual muffins. got brief but decent detail time with eadl key doc. focused on Maguire recap.
focused on bipolar patients and how ZYP Is an efficacious. safe. and easy to dose mood stabilizer... The
mood stabilizer r'9ht bulb seemed to finally "tum on- for Or. Steiner, he did not remember that zyP Is a mood
stabilizer. agreed that 1 of 3 pats depressed are bipolar depressed, has had patients get man;c on an §§B!.
so was all of a sudden rather interested in ZYP and was surprised zyP Is Indicated for bipolar mania. his
Issue with ZYP Is wt gain. send med letter on ZYP being used for bipolar disorder in general and strateg~

to manage polential weight gain. Or. Judkins stated that he thinks primary care physicians YMI start to treat
more and more bipolar pats sInce the medication (lYP) is easy to dose. very safe, and actualty works! Dr.
Bartling dedlned being trained as a speaker (did really consider this and was complimented) as he has a
very bUsy schedule at TVC. he's also the director of the Denali Nursing Home at the FBKS Memorial
Hospital, and has several children. He and I dlscussed ZYP use In the elderty in more detail, but bipolar as
well. Bartling wants more info on using ZYP in the elderly... All 4 docs just loved my Girdwood Forest Fair
parade baby float photos. I knew they woukt!........._ _ __ __ -·_·R-·_····_···__·_··_·_..····_···-
Really friendly, actually. Even Dr. Steiner thanked me for kind of r"temJpting- him and impressing upon him
that ZYP IS indicated for bipolar mania and is a mood stabilizer...
ZYP via handhekl DVD...

: State of Alaska v. Eli Lilly and Company: Confidential· SUbject to Protective Order
: ZYAKAG31960

=Kristen Clouthier
= 09/1312002
= 71468519
• Brock
= Heather
= Anchorage
= AK

office call· samples• .-...R· .....• pt education. goody bags. zyp pt education. ane opportuntties- follow up with
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~~~~;~_hg':~; :::;:I~~~~:OO Ing dates- she is taking boards monday so very.~pied~ the
moment .. wi" discuss w1ht hunt mid next week and call. hunt - stin interested yes· chid 15 SIck so gotng home

~~.~.:~~.~!.~~~!.~~~~~.~!.~!~~~~;.~;~!.-...~~.E'!~!~.~.~~~~~:"" sharon smfth - having

great success with zyp on her most dificult pts too ~ realizes 'Neight can be managed but has a~~ pts
ballooned up _she says she cant get these pts hera to fill out any fonns - dIscussed 5 ~lnlJte sit down for
behavioral and weight watchers.. Jill johnson - always nice as can be - asked about USing zyp as,add on
therapy to ali. said not indicated there but tturd partied marvan and mcguire - it has been used In that
instance .. discusses quJck ereeL • n .....····_· ...........R··_·-~.........
follow up with spanish zyp pt education. spanish weight mgmt guides, water bottles for otrJCe and heather

hunt iatks.
State 01 Alaska v. Ell Lilly and Company: Confidential- Subject to Protactiva Orda,
ZVAKAG31963

II: Kristen Ckluthler
= 09/1312002
= 71468521
= Johnson
= Jill
'"' Anchorage
= AI<

office call - samples. ••...R·· ....• pt education, goody bags, zyp pt education, are opportunities- follow up with
hunt and heather for speaking times
Heather· got the message about need ing dates- she ts taking boards monday so very proccupied at the
moment. win diSCUSS ......ht hunt mid next week and call. hunt· stillnterested yes • chid is sick so going home
to work - will call me fter he and heather talk. grant -thank yous tor the samples -
•••••• • ·•..• •·••• •• ..•·• R· •····•..y ..• •• • is Interested in the erne - sharon smith - haVlng
great success wfth zyp on her most dificult pts too - realizes weight can be managed but has a coople pts
bellooned up - she says she cant get these pts here to nil 0U1 any fomls • discussed 5 rrtlnute sit down tor
behavioral and weight watchers.. Jill Johnson - always nice as can be - asked about using zyp as add on
therapy to n!i .. said not Indicated there but third partied marvan and mcguire - it has been used In that
Instance - discusses quick etect... ••••• ..•••..••....·......·R··... •·••·...•••••...•••
follow up with spanish zyp pt education. spanish weIght mgmt guides, water bottles for offa and heather
hunt talks.
Stale or Alaska 1/. Ell lilly and Company: Confidential- Sub;ect to Protective Order
ZVAKAG31954

=Kristen Clouthier
= 10I22l2OO2
=72417917
'"" Judkins
>= Hun1er
=Fairbanks
=AK

office call- zyp slim jim, eme, dlgfast card
he has tried zyp sucessfully· reminded him ot the apa .. he said he has used It for a coupkt of pts that hal/e
been previously treated wfth m and lhey became agitated or irritable. - no concerns at the moment _
provided eme op to him· ··_·_··-R········_··
•..··•··•··•......··..-R··..·..•· .... ·.... · ....····... also elaborate on how to diagnose more pts - broader pt profile _
compared lIS riSperdoi and indications
State of Alaska v. Ell Lilly and Company: ConlidenbaJ - Subject 10 Protecbva Order
ZVAKAG32106

c Wal'Tlln, John K
• 0811812003
,.; 8Ot58589
= S1eer
=Paul
I': Anchorage
• AK

met Dr S, but he was in a rush so onty had a minute to tall<.. asked him what he uses seroquel fOt?
: for patients not responding to an. rep sold him on it.
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foflow up and spend time of quality of Zyp. vs Seroquel.
State of Alaska v. Eli Li~ty and Company: Confidential- Subject to Protec:bve Order
zyAKAG3 2939

= Warren. John K
: 1011412003
: 81807470
=Farr
= /lana
= Anchorage
: AI<

quick vistt to see Dr. Farr - also saw Dr Trujillo, brieftyasked about depresSK>n pts.and success with SSRI
treatment set up a lunch wirth office and also may need to take Dr. FaIT out for lunch to avoId Interrupbons
Need to remember to hammmer Zyp safety versus Risperdal.
State of Alaska v. Ell Lilly and Company: ConflClentfal - SUbfect to Protec:bve Order
ZYAKAG33133
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IN TI-fE SUPERIOR COURT FOR THE STATE OF ALASKA

THJRDJUDICIAL DISTRICT AT ANCHORAGE

STATE OF ALASKA,

Plaintiff,

v.
Case o. 3 -06-05630 CI

ELI LILLY AND COMPANY,

Defendant.

THIS COURT, having considered Eli Lilly and Company·s ("·Lilly'· ) Motion to

Rule on Before-Trial Admission of the State's "Pre-Admit"" List, all responses thereto, as

well as applicable law:

IT IS HEREBY ORDERED that a hearing to address the before-trial admissibiliry

of the tate·s proposed "pre-admit"" exhibits will be held on March _. at __a.mJp.m.

ORDERED this __ day of FebruarylMarch. 2008.

The Honorable Mark Rindner
Judge of the Superior Court



IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRICT AT ANCHORAGE

STATE OF ALASKA,

Plaintiff,

~ :·LI LILLY AND COMPANY,

Defendant."i:11---------------'

Case o. 3A -06-05630 CI

ORDER

TH1S COURT, baving considered defendant Eli Lilly and Company's Opposition

to PIa inti fPs Request for Clari fication of the Court s Orders Excluding Evidence of Other

Drugs Manufactured by Defendant and Defendant's Profits, et Worth and the Price of

Zyprexa

IT IS HEREBY ORDERED that plaintiffs two requests for clarification are

DENIED.

IT IS FURTHER ORDERED that this Court's original Orders regarding these

MOlion in Limine remain in effect witb no modification.

ORDERED this __ day of February, 2008.

The Honorable Mark Rindner
Judge of the Superior oun



IN TI-IE SUPERIOR COURT FOR TI-IE STATE OF ALASKA

THJRDJUDICIAL DISTRICT AT A CHORAGE

STATE OF ALASKA,

Case No. 3AN-06-05630 CI

Defendant.

ELI LILLY A D COMPANY,

Plaintiff,

ORDERED thi __ day of February, 2008.

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

Requesting Confidential Protections of Regulatory Communications ot Subject to Public

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

IT IS HEREBY ORDERED that Lilly's motion i GRA TED.

IT IS FURTHER ORDERED that the Court and the panies shall protect from

disclosure Lilly's 2007 confidential ubmissions to the FDA and the related communications

between Lilly and the FDA. This protection encompasses the documents as well as

references to the ame through te timony or briefing.

The Honorable Mark Rimlner
Judge of the Superior Court



STATE OF ALASKA,

Plaintiff,

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

ELI LILLY AND COMPANY,

Defendant.

ELI LILLY AND COMPANY'S MOTION TO RULE 0
BEFORE-TRIAL ADMISSION OF THE STATE'S "PRE-ADMIT" LIST

During the February 22, 2008 pretrial conference, the State of Alaska (..the State'")

noted an interest in having a subset of the documents identified in its exhibit list admitted into

evidence before the start of trial.' Eli Lilly and Company ("'Lilly") has identified for the

State the documents that it agrees to pre-admit into evidence but many of the State's

proposed exhibits are objectionable because the documents are subject to one or more of

Lilly's motions in limine or pro cribed by one or more of Alaska's Rules of Evidence.2

Additionally, on February 27, 2008, the Court granted, in pan, Lilly's

supplemental motion secking di missal of the tate's claims pursuant to the UTPCPA

exemption and federal preemption, dismissing the State's UTPCPA claims concerning Lillis

alleged marketing activity, but denying the motion as it related to Z)prexa's labeling. Lilly

, Transcript of Pretrial Hearing, February 22. 2008, at 45:22 to 46:8.

1 ,pe ifically, the tate' docwnents are inadmi ible under Alaska Rule of Evidence 401­
404.701,801-802. and/or 901-902.



understood the Court's ruling, and filed a motion for clarification to confirm its

understanding, to eliminate all of the State's claims that Lilly improperly promoted Zyprexa,

leaving as the only question to be resolved during the first phase of trial whether Zyprexa's

labeling adequately described the risks of the medication. Lilly argued that the very terms of

the Court's ruling, the rationale that the Court applied in reaching its ruling by relying on the

Zeneca decision, and the federal regulatory framework concerning pharmaceutical

advertising required this conclusion. The Court confirmed Lilly's position during yesterday's

hearing, noting that '·[t]he jury is going to be instructed on the UTPA ... based on evidence

of the product labels, which I left in, and the jury is going to be instructed on common-law

warning claims .... those claims are in ....,,3

In light of the Court's ruling on summary judgment, many of the documents on the

State's exhibit list are not relevant to the labeling claims remaining in the case because they

are promotion-based documents that relate to:

internal sales representative training material;

promotional material, including safety information dictated by "fair
balance" required by federal law;

internal promotional-planning, market research, and market perceptions
documents;

internal communication related to potential line extensions for Zyprexa;

3 Transcript of Pretrial Hearing, February 28. 2008. at 13:21 to 14:5.

Eli Lilly Rnd Company' MOlion 10 Rule on Befo~Trial Admis ion orlhe Slate's uPre-.Admil" Lisl
Slate afAlaska" Eli Lilly and Compony (Ca e o. 3 '-06-05630 CI) Page 2 of 4



internal information n,vided to Lilly's marketing department
concerning responses to the media;

information disseminated to the public and physicians unrelated to
Zyprexa's labeling;

information disseminated to physicians and the public unrelated to
Zyprexa's safety; and

internal information unrelated to Zyprexa's labeling.

For example, the State's exhibit number 00019, which is entitled. Zyprexa Primary

Care Q3 Implementation Guide, is not only prejudicial and lacking foundation, but it is also

Mg ~ an internal Lilly document related solely to sales-representative training. The document
~ t:e
~ ~ ~ discus es Lilly's presence in the primary care field, sales messages and trategies based on

~]~, ~
...J>f"'l_

::3 ~ ~ :!~ market segmentation, training for sales representatives related to their interaction with
.w'" ~
~ ~ ~ u. physicians, and discussions of promotional material for use with physicians. Thiso:§><E=
c. oJ ~

~ E M;~Z ~ E'" information was relevant only to the tate's promotion-based UTPCPA claims and has no
<~~~
..Jzg~

;;< <" bearing on the State's remaining, label-based claims.
~ g
g g. Lilly ha attached as Exhibit "A." a complete list of the tate' proposed "pre-

~

admit" exhibits. The first column of Exhibit A titled "Trialx#:' is a Ii t of the tate' "pre-

admit" Ii t, orted in numerical order. The econd column of Exhibit ,. ., delineates each of

the base for Lilly's obje tion to ea h document. Lilly has also provided courtesy copie of

the tate' "pre-admit" documents for the Court' review.

A

Eli Lilly and ompan)' Motion to Rule on adore-.Trial Admission or the ate's -Prr--AdmiC' Lisl
Stal' afAlaska I'. Eli Lilly and Company (Ca e No. JAN-06-OS630 I) Page J of ~



As the Court suggested during the pretrial hearing, Lilly requests that the Court set

a hearing to rule as to the before-trial admissibility of the State's proposed "pre-admit"

exhibits, and Lilly can describe its objections more specifically at that time.

DATED this 29th day of February, 2008.

PEPPER HAMILTON LLP
ina M. Gussack, admitted pro hac vice

George A. Lehner. admitted pro hac vice
John F. Brenner, admitted pro /zac vice
Andrew R. Rogoff, admitted pro hac vice
Eric J. Rothschild, admitted pro hac vice

and
LANE POWELL LLC
Attorneys for Defendant

A

Eli Lilly and ,COl11pan(s Motion 10 Rule on Before-Trial Admission of the Slate's "'Pre-Admit" List
Stute ofAllISku 1\ £/1 LtII)' alld Compull)' ( ase '0. 3AN-O~S630 I) Page ~ of ~



LXHIBIT~

P GE----L OF a

i> I L'

A

LlIIv's Res )OUSts 10 the State's Pre~Adm 5 on IS'
riald ubOect

I yprexa MOL Plaintiffs' Exhibit No 1N0t Relevant (Alaska R. Evid. 40 1,402) '0

00019 Labeling Claims: Internal Lilly training material;
Prejudicial, Confusing, Waste ofTime (Alaska R.
Evid.403)
Foundation (Alaska R. Evid. 901)

2 ~yprexa MOL PlaintilTs' Exhibit No Hearsay; agree to admit· notice

~195

,
3 l7.yprexa MOL Plaintiffs' Exhibit No Not Relevant (Alaska R. Evid. 401, 402) to

~i84 Labeling Claims: Lilly promotional material;
arety infonnation dictated by ·fair balance"
~andated by federal law;
Prejudicial, Confusing, Waste ofTime (Alaska R.
Evid.403)

4 ~yprexa MOL Plaintiffs' Exhibit No ~.I.L. regarding Foreign ReguJatory Actions

00320 ~I.I.L. regarding adverse events
~o' Relevant (Alaska R. Evid. 401, 402)
Prejudicial, Confusing, Waste of Time (Alaska R.
Evid.403)
Hearsay (Alaska R. Evid. 801, 802)

5 Izyprexa MOL Plaintiffs' Exhibit 0 Hearsay; agree to admit - notice

~39

6 yprexa MOL Plaintiffs' Exhibit 0 Hearsay; agree to admit - notice
~775

7 yprexn MOL Plaintiffs' Exhibit No Hearsay; agree to admit - notice
~778

8 Zyprexa MOL Plaintiffs' Exhibit 0 Agree to admit
00918

9 ~yprexn MOL Plaintiffs' Exhibit No Not Relevant (Alaska R. Evid. 40 1,402) to
~0942 Labeling Claims: Promotional material (any

included safety infonmuion is included pursuant
to federal regulation)

10 ypren MOL Plaintiffs' Exhibit '0 iNo, Relevan' (Alaska R. Evid. 401, 402) to
00946 abeling Claims: internal marketing plan

Prejudicial, Confusing. Waste ofTime (Alaska R.
IEvid.403)
iHearsay (Alaska R. Evid. 801, 802)
IFoundation (Alaska R. Evid. 9(1) I

lzypren ~o, Relevant (Alasla R. Evid. 401, 402) 10II IDL Plaintiffs' E..xhibit 0
/10985 Labeling Claims: glouat) ofmarl..eting terms

Prejudicial. Confusing. Waste of Time (Alasla R.
Evid.403)- I

12 lzlPrexa tDL Plaintiffs' E..xhibit 0 M.I.L. regarding ad\erse events
00988 Compound Edlibil

I
13 yprrxa MOL Plain,iffs' E.,hibit 0 !Agree to admit

00990



A

rialx#
yprexa MOL Plaintiffs' Exhibit No
0995

yprexa MOL Plaintiffs' Exhibit 0
1077

yprexa MOL Plaintiffs' Exhibit No
1079

yprexa MOL Plaintiffs' Exhibit No
1110

yprcxa MOL Plaintiffs' Exhibit No
1111

yprexa MOL Plaintiffs' Exhibit No
1145

yprexa MOL Plaintiffs' Exhibit No
1169

yprexa MOL Plaintiffs' Exhibit No
1215

ot Relevan' (Alaska R. Evid. 401. 402) to
beling Claims: internal planning document over

ne year before promotion to primary care
arket
rejudicial, Confusing, Waste ofTime (Alaska R.
vid.403)

ot Relevant (Alaska R. Evid. 401. 402) 10

beling Claims: communications to primary care
ales force
t.I.L. regarding Profits and Price; Other Lilly

Drugs; Prejudicial, Confusing, Waste ofTime
Alaska R. Evid. 403)

ot Relevant (Alaska R. Evid. 401. 402) 10

Labeling Claims: internal planning document
egarding internal market research, marketplace
erceptions, and planning for proposed sales
epresentative communications
rejudicial, Confusing, Waste ofTime (Alaska R.
vid.403)

ot Relevanl (Alaska R. Evid. 40 1,402) to
beling Claims: internal planning document

egarding internal market research, marketplace
rceptions, and planning for proposed sales

epresentative communications
Prejudicial, Confusing, Waste ofTime (Alaska R.

vid.403)

ot Relevant (Alaska R. Evid. 40 I, 402) 10

abeling Claims: internal marketing strategy
QCument
rejudicial. Confusing. Waste of Time (Alaska R.
vid.403)

01 Relevant (Alaska R. Evid. 401. 402)
Prejudicial, Confusing, Waste ofTime (Alaska R.

vid.403)
Character Evidence (Alaska R. Evid. 404)

o allegation statements made in Alaska

ot Relevant (Alaska R. Evid. 401, 402) 10

abeling Claims: internal document concerning
sponses to anticipated questions
rejudicial, Confusing, Waste ofTime (Alaska R.

Evid.403)
ot a Complete Document



Lillv', R.. nStS to lb~ Stale's Pre-.Admission Ust

rillIN ubo«t

22 yprexa MOL Plaintiffs' Exhibit No Not Relevant (Alaska R. Evid. 401, 402) to

1301 abeling Claims: internal marketing plan
Prejudicial, Confusing, Waste ofTime (Alaska R.
Evid.403)
~.I.L. regarding Profits and Price

23 Jzyprexa MOL Plaintiffs' Exhibit No Hearsay; agree to admit - notice

1345

24 yprexa MOL Plaintiffs' Exhibit No f'.gree to admit
1349

25 yprexa MOL Plaintiffs' Exhibit No M.l.L. regarding adverse events
01408 M.I.L. regarding Foreign Regulatory Actions

Hearsay (Alaska R. Evid. 801, 802)
Not a Complete Document
Compound Exhibit

26 yprex8 MOL Plaintiffs' Exhibit No No' Relevant (Alaska R. Evid. 401, 402) 10

1419 Labeling Claims: internal planning document
concerning opportunities for line extensions
Prejudicial, Confusing, Waste ofTime (Alaska R.
Evid.403)

27 yprexa MOL Plaintiffs' Exhibit 0 Hearsay; agree 10 admit - notice
1440

28 yprexa MOL Plaintiffs' Exhibit No :t-tearsay; agree to admit - notice
1449

29 yprexa MOL Plaintiffs' Exhibit '0 Hearsay; agree to admit - notice
1452

30 yprexa MOL Plaintiffs' Exhibit No Hearsay; agree to admit· notice
1453

31 yprcxa MOL Plaintiffs' Exhibit '0 Hearsay; agree to admit - notice
1456

32 ~yprexa MOL Plaintiffs' Exhibit 0 Not Relevant (Alaska R. Evid. 401, 402) '0

~1480 Labeling Claims: internal draft meeting agcnda
and notes of marketing cmployee
Prejudicial, Confusing, Waste ofTime (Alaska R.
Evid.403)
Foundation (Alaska R. Evid. 901)

33 yprexa MOL Plaintiffs' Exhibit 0 Agree to admit
01586

34 Zyprexn MOL Plaintiffs' Exhibit No No' Relevant (Alaska R. Evid. 40 1,402)
01602 Prejudicial, Confusing, Waste ofTime (Alaska R.

Evid.403)
Not a Complcte Document
Foundation (AIasJ.a R. Evid. 901) I

A



L.lllv's Rtsl\l nsts to Ihe Slale's Pre-Admissjon Lisl
rllll.x# ub'ect

35 yprexa MOL Plaintiffs' Exhibit No ot Relevant (Alaska R. Evid. 401,402)

01603 rejudicial, Confusing. Waste ofTime (Alaska R.
Evid.403)
;Not a Complete Document

36 Izyprexa MOL Plaintiffs' Exhibit No ~ot Relevant (Alaska R. Evid. 401, 402)

~i604 )-Jearsay (Alaska R. Evid. 801, 802)
Prejudicial. Confusing, Waste ofTime (Alaska R.
~vid. 403)
[Not a Complete Document

oundation (Alaska R. Evid. 901)
ompound Exhibit

37 yprcxa MOL Plaintiffs' Exhibit No Not Relevan. (Alaska R. Evid. 401, 402)

01605 Hearsay (Alaska R. Evid. 801, 802)
Prejudicial, Confusing. Waste ofTime (Alaska R.
Evid.403)
Not a Complete Document
Foundation (Alaska R. Evid. 901)

38 yprexa MOL Plaintiffs' Exhibit 0 Not Relevant (Alaska R. Evid. 401, 402) to
1857 abeling Claims: training and compliance with

internal policy and law not at all connected to label

39 yprexa MOL Plaintiffs' Exhibit No Not Relevan. (Alaska R. Evid. 40 I, 402) '0

1926 Labeling Claims: internal Lilly training material
Prejudicial, Confusing, Waste ofTime (Alaska R.
Evid.403)
Foundation (Alaska R. Evid. 901)

40 yprexa MOL Plaintiffs' Exhibit No iNo. Relevant (Alaska R. Evid. 401, 402) to
01962 abeling Claims: internal Lilly troining material

Prejudicial, Confusing, Waste of Time (Alaska R.
Evid.403)

41 yprexa MOL Plaintiffs' Exhibit No IAgree to admit
2197

42 yprexa MOL Plaintiffs' Exhibit 0 Hearsay; agree to admit· notice
2368

43 yprexa MOL Plaintiffs' Exhibit No M.I.L. regarding Profits and Price
2588 iNo. Relevant (Alaska R. Evid. 401, 402)

'~judicial, Confusing, Waste ofTime (Alaska R.
vid.403)

iHearsay (Alaska R. Evid. 801, 802)

44 ~yprexa MOL Plaintiffs' Exhibit No iNo. Relevan. (Alaska R. Evid. 401, 402)
~3109 '~jUdiciaJ, Confusing, Waste of Time (Alaska R.

vid.403)
Internal discussions regarding proposed actions.
~nrelnted to labeling

45 Zyprcxa MOL Plaintiffs' Exhibit 0 iNo. Relevant (Alaska R. Evid. 401, 402) 10

03211 abeling Claims: internal communications re:
Potential sales representative communications

I

A

EXHIBIT~

P GE~OF l..!1::..-



A

yprcxa MOL Plaintiffs' Exhibit No
3927

uses 10 Ibe Slate's Pre-Admission Usl
ub'eCI
01 Relevanl (Alaska R. Evid. 401, 402) 10

beling Claims: internal document discussing
tnttegy

.I.L, regarding Call Notes, Sales Reps Outside
lask..
rejudicial, Confusing. Waste of Time (Alaska R.
vid.403)

Character Evidence (Alaska R. Evid. 404)
Subsequent Remedial Measures (Alaska R. Evid.

07)
Hearsay (Alaska R. Evid. 801, 802)

Hearsay; agree to admit - notice

01 Relevanl (Alaska R. Evid. 401,402) 10

beling Claims
.I.L. regarding adverse evenlS

M.I.L, regarding Foreign Regulatory Actions
Hearsay (Alaska R. Evid. 801, 802)
Prejudicial. Confusing, Waste ofTime (Alaska R.

vid.403)

01 Relevanl (Alaska R. Evid. 401, 402) '0
Labeling Claims: internal planning document that
iscusses market positioning and strategy
IL regarding Profits and Price

rejudicial, Confusing, Waste of Time (Alaska R.
vid.403)
oundation (Alaska R. Evid. 9(1)
ot Authenticated (Alaska R. Evid. 901, 902)

.J.L. regarding Other Lilly Litigation
rejudicial, Confusing, Waste ofTime (Alaska R.
vid.403)

I ot Relevant (Alaska R. Evid. 401, 402) to
abeling Claims: Internal marketing plan
IL regarding Profits and Price

rejudicial, Confusing, Waste ofTime (Alaska R.
Evid.403)
oundation (Alaska R. Evid. 901)
01 Authenticated (Alaska R. Evid. 901, 902)

01 Relevanl (Alaska R. Evid. 401. 402) 10

abeling Claims: Draft internal marketing slide
egarding marketplace perceptions

Prejudicial, Confusing, Waste ofTime (Alaska R.
vid.403)
y Wi'ness Opinion (Alaska R. Evid. 701)

ot a Complete Document
oundation (Alaska R, E\'id. 901)
'at Authenticated (Alaska R. E",'id. 901, 9(2)

EXHlBIT~

P GE ~OF..J!i



Lilly's Rts nses 10 Ihc StalC's Pre-Admission List

riaJd ub'cc:l
54 yprexa MOL Plaintiffs' Exhibit No 1N0t Relevant (Alaska R. Evid. 401, 402) to

4007 Labeling Claims: Internal marketing video not
hown to physicians or sales reps has nothing to
o with labeling
rejudicial, Confusing. Waste of Time (Alaska R.
vid.403)

55 yprexa MOL Plaintiffs' Exhibit No Not Relevant (Alaska R. Evid. 401, 402) to

~O51 Labeling Claims: Internal briefing. labeling not
iscussed
oundation (Alaska R. Evid. 901)

56 yprexa MOL PlaintitTs' Exhibit 0 Agree to admit

4176

57 yprexa MOL Plaintiffs' Exhibit No Not Relevant (Alaska R. Evid. 40 1,402) to
4365 abeling Claims: Marketing and planning

\document
M.J.L. regarding Profits and Price
IPrejudicial, Confusing, Waste ofTime (Alaska R.
IEvid.403)

58 yprexa MOL Plaintiffs' Exhibit No 1N0t Relevant (Alaska R. Evid. 401, 402)
4436 M.I.L. regarding Foreign Regulatory Actions,

oundation (Alaska R. Evid. 901)
Not Authenticated (Alaska R. Evid. 901, 902)

59 yprexa MOl. Plaintiffs' Exhibit No Not Relevant (Alaska R. Evid. 401, 402) to
4532 Labeling Claims: draft, incomplete marketing

lanning document
rejudicial, Confusing, Waste ofTime (Alaska R.

Evid.403)
Foundation (Alaska R. Evid. 901)
Not Authenticated (Alaska R. Evid. 901, 902)

60 Zyprexa MOL Plaintiffs' Exhibit No Prejudicial, Confusing. Waste of Time (Alaska R.
04784 Evid.403)

Not a Complete Document
D~ft months before document was made final

61 yprcxa 10L Plaintiffs' Exhibit '0 Hearsay; agree to admit - notice
04815

62 Izyprexa MOL Plaintiffs' Exhibit 0 !Agree to admit subject (0 t.J.L. regarding
~4858 dverse events (hearsay - notice)

63 yprexa MOL Plaintiffs' Exhibit 0 M.LL. regarding adverse events
P4864 M.I.L. regarding Foreign Regulator)' Actions

'ot Rele,ant (Alaska R. Evid. 401. 402)
{Ieamy (Alaska R. Evid. 801. 802)
~~jUdi ial, Confusing, Waste ofTime (Alaska R.

vid.403)

64 ypre.'(o f\lDL Plaintiffs' Exhibit No ~earsay; agree to admit - nottee
4871

I

A

E HIBIT~
P E~ or-.l!i



EXHIBIT~

P GE3- or -l!:1:.-

ub'ec:1

01 Relevant (Alas~a R. Evid. 401, 402) 10

abeling Claims: Internal strategy document
1.1.L. reganling Profits and Price

Prejudicial, Confusing. Waste ofTime (Alaska R.
Evid.403)

ot Relevant (Alaska R. Evid. 401, 402) to
abeling Claims: discussion regarding how to
sition marketing outside of the United States in
action 10 referenced study is not in the case

Hearsay

ot Relevant (Alaska R. Evid. 401, 402) to
abeling Claims: Internal document regarding
les force communications

M.I.L. regarding Profits and Price

ot Relevant (Alaska R. Evid. 401, 402) 10
beling Claims:
IL regarding Other Lilly Litigation; Profits and

Price
Prejudicial, Confusing, Waste ofTime (Alaska R.

vid.403)

01 Relevant (Alaska R. Evid. 401, 402)
.I.L. regarding Foreign Regulatory Actions
earsay (Alaska R. Evid. 801, 802)
rejudicial, Confusing, Waste ofTime (Alaska R.

Evid.403)

ot Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Internal communication
regarding proposed responses to anticipated
queslions in Germany.

IL rc: Foreign Regulatory Actions
rejudicial, Confusing. Waste ofTime (Alaska R.
vid.403)

ot Relevant (Alaska R. Evid. 40 1,402) 10

Labeling Claims: internal marketing strategy
ocument

I lot Relevant (Alaska R. Evid. 401,402) to
abeling Claims: market research/marketing
lanning document
rejudicial, Confusing. Waste ofTime (Alaska R.
vid.403)

Hearsay (Alaska R. Evid. 801, 802)

01 Relevant (Alaska R. Evid. 401, 402): internal
keling planning documtnt

rejudicial, Confusing, Waste ofTime (Alaska R.
Evid.403)

riefreferences to labeling are admissible from
lher sources

LUI's Ru rutS to Ihe Iale's Pre-AdmissioD Us1

71 yprexa ~·tOL Plaintiffs' Exhibit No
5913

72 yprcxa MOL Plaintiffs' Exhibil No
6128

73 yprexa MOL Plaintiffs' Exhibit No
215

70 ypre..~a MOL Plaintiffs' Exhibit No
5846

69

68

67

66

65



h 5 • P.• RLllly's esDOnsu 10 I e lale s re-A mission List
riald lSub'eel

74 yprexa MOL Plaintiffs' Exhibit No ~ot Relevant (Alaska R. Evid. 401, 402) to
06360 Labeling Claims: Internal strategy document

~:ejUdieial,Confusing, Waste ofTime (Alaska R.
vid.403)

75 yprexa MOL Plaintiffs' Exhibit '0 ~ot Relevant (Alaska R. Evid. 401, 402) to
06890 Labeling Claims: Internal strategy document

Prejudicial, Confusing, Waste ofTime (Alaska R.
Evid.403)
iU'y Witness Opinion (Alaska R. Evid. 701)

76 ~yprexa MOL Plaintiffs' Exhibit No Hearsay; agree to admit - notice
~6998

77 Iz,yprcxa MOL Plaintiffs' Exhibit 0 Hearsay; agree to admit - notice
06999

78 yprexa MOL Plaintiffs' Exhibit No ~gree to admit
07028

79 :Zyprexa MOL Plaintiffs' Exhibit No M.I.L. regarding adverse events
p7731 /<ot Relevant (Alaska R. Evid. 401. 402)

Hearsay (Alaska R. Evid. 801, 802)
Prejudicial, Confusing, Waste of Time (Alaska R.
Evid.403)
tNot a Complete Document
Foundation (Alaska R. Evid. 901)

r-
80 yprcxa MOL Plaintiffs' Exhibit ° 1N0t Relevant (Alaska R. Evid. 401, 402)

07802 Prejudicial, Confusing, Waste ofTime (Alaska R.
Evid.403)
INOt a Complete Document

IWoundation (Alaska R. Evid. 901)
INOl Aulhenliealed (Alaska R. Evid. 901, 902)_.
~ot Relevant (Alaska R. Evid. 401, 402) I81 yprcxa MOL Plaintiffs' Exhibit °~:'804 Prejudicial. Confusing. Waste ofTime (Alaska R.
Evid.403)

t--- ---- I

82 Zyprexa MOL Plaintiffs' Exhibit No ~1.1.L. regarding Profits and Price
07822 'NOt Rele\'ant (Alaska R. E\'id. 401. 402)

~ 83 Z)prexa ~IOL Plaintiffs' Exhibit No
07971

Prejudicial, Confusing. Waste ofTime (Alaska R.
E\id 403)
Foundation (Alaska R. E"id. 9(1)

-----i
'ot Relevant (Alaska R. Evid. 401. 402) to

Labeling Claims: Internal LIII) training malerial

84 ) pre.)." IOL Plaintiffs' Exhibit 0

8042
Agree to admit as to pp 1-1
'0 foundaoon as to p_ 3 (Alaska R. E\id. 901).

85 Z)pre'(" IOL Plaintiffs' E.,hibit '0

08141

1

'\.;ot Rele\ant (Alaska R E\id.401. 2) to
Labeling Claims. Draft internal planning SUllte&)
document
Prejudicial. Confusing. \\ aste ofTime (Alaska R
E\1d.403)

.-L

EXHIBIJ, ---4:-­
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UIIV's RtsD4 nsa to Ihe Slale's Pre-Admissioa Usl
riald ub eel

86 lZyprexa MOL Plaintiffs' Exhibit No Agree to admit
~8262

87 ~ yprexa MDL Plaintiffs' Exhibit No Not Relevant (Alaska R. Evid. 401. 402) to
8479 abeling Claims: Internal strategy document

elating to primary care
~.I.L. regarding Profits and Price
Prejudicial. Confusing. Waste of Time (Alaska R.
~vid. 403)

88 yprexa MOL Plaintiffs' Exhibit ° /-lot Relevant (Alaska R. Evid. 401, 402) to
~8562 abeling Claims: InternaJ document describing

~e structure of a team that is not relevant to any
labeling claims
Waste ofTime (Alaska R. Evid. 403)

89 yprexa MOL Plaintiffs' Exhibit No /-lot Relevan. (Alaska R. Evid. 401. 402) to
8564 Labeling Claims: Internal marketing planning

~ocument
~.I.L. regarding Profits and Price
IFoundalion (Alaska R. Evid. 901)

90 yprexa MOL Plaintiffs' Exhibit ° 1N0t Relevant (Alaska R. Evid. 401, 402) to
08584 lLabeling Claims: Internal planning document

M.I.L. regarding Profits and Price
Prejudicial, Confusing, Waste ofTime (Alaska R.
Evid.403)
Foundation (Alaska R. Evid. 901)
No. Authentieated (Alaska R. Evid. 901, 902)

91 yprexa MOL Plaintiffs' Exhibit ° No. Relevant (Alaska R. Evid. 401,402)'0
8632 Labeling Claims: Internal document discussing

sales representative interaction with physicians

92 yprexa MOL Plaintiffs' Exhibit No Agree to admit
8666

93 yprexa MOL Plaintiffs' Exhibit ° Not Relevant (Alaska R. Evid. 40 1.402) to
08911 abeling Claims: IntemaJ document concerning

ales representative interaction with physicians
Prejudicial, Confusing, Waste ofTime (Alaska R.
Evid.403)
Character Evidence (Alaska R. Evid. 4(4)

oundation (Alaska R. Evid. 901)

94 Z)'prexa MOL Plaintiffs' Exhibit ° '01 Relevant (Alaska R. E\lid. 401, 402) to
08960 abcling Claims: IntemaJ training document for

Sales representatives

95 )'prexa MDL Plaintiffs' Exhibit ° 'ot Relevant (Alaska R. E\lid. 401, 402) to
08997 Labeling Claims: Internal document not relC"1lIlt

o labeling claims
Prejudicial. Confusing, Waste of Time (Alaska R.
Evid.403)
Not a Complete Document

EXHIBIT A-
P GE....:l..- OF -l.!i
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54 .Labeling Claims: Internal strategy document
concerning planning
M.J.L. regarding Profiu and Price
,.\.1.1.L. regarding Foreign Regulatory Actions
Hearsay (Alaska R. Evid. 801, 802)

f96

I--t-----------I------------ --<
97

98 yprexa MOL Plaintiffs' Exhibit 0

9073

99 yprexa MOL Plaintiffs' Exhibit 0

9165

j ot Relevant (Alaska R. Evid. 40 1,402) 10

ILabeling Claims: Document discussing the
phannaccutical industry generally, the general
corporate structure of Lilly
M.i.L. regarding Profits and Price
Prejudicial, Confusing. Waste ofTime (Alaska R.
Evid.403)
Lay Witness OplOion (Alaska R. E"d. 701)

earsay (Alaska R. Evid. 801, 802)

I ot Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Document discussing Lilly'S
corporate structure
M.I.L. regarding ProfitS and Price
Prejudicial. Confusing. Waste ofTime (Alaska R.
Ev;d.403)
Heanay (Alaska R. Evid. 801, 802)
toundatlon (Alaska R. Evid. 901)

I ot Relevant (Alaska R. Evid. 401. 402) to
Labeling Claims: IntemaJ planning
correspondence regarding perceptions of the
marlo.:et
Prejudicial, Confusing. Waste ofTime (Alaska R.
E"d 403)
Foundation (Alaska R. E\iid. 901)
1\ot Authenticated (Alaska R. Evid 901,902)

r
100 'Zyprexa ~IDL Plaintiffs' Exhibit No

09201

101 Z)pre\tI MOL PlalntlfTs' Exhibit 10

09281

•
102 Z)pre\a \tOL Plamtiff' E-~lblt 0

09624

Hearsay; agree to admit - notice

Prejudicial. Confusing. Waste of Time (Alaska R.
E\id 403)-------

Ot Rele\ant (AI a R. E\ld. 1. -tO~) to
L beling Claim Internal marketing and plannm_
document
\tI.L. regarding Profits and Pnce
Hearsa) (AI",~a R E\id 801, 021
Prejudicial. Confusing. Waste ofTlnle (AIIbka R
E\ id 403)

10 Z>pre\t\ \IOL PI Jntlffs' E\hlblt "\0
()Q 2:!

104 Z)prt\(l \1DL PI inlitTs' E\hlblt 0

00730

ot Rele\ant (AI a R. E\ ld I. ::!) t

Labeling Cla.un~. Internal h~mcnt related to
Interactions "Ith ph~~lci3lb

--~------l

EXHIBIT

P GE



lOS

lOG yprexa MOL Plaintiffs' Exhibit No
09808

107 )'prexa Plaintiffs Exhibit 10017

)'prexa Plaintiffs Exhibit 10025

109 yprexa Plaintiffs Exhibit 10026

110 yprcxa Plaintiffs Exhibit 10027

III yprexa Plaintiffs Exhibit 10029

112 yprexa Plaintiffs Exhibit 10030

nus to Ihe Stale'S Pre-Admission Lisa
ub·ec.t
ot Relevant (Alaska R. Evid. 401, 402) to
abeling Claims: Internal document discussing
pcoming programs related to Zyprexa's efficacy

Prejudicial, Confusing, Waste ofTime (Alaska R.
vid.403)
ot a Complete Document

Ot Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Intemal document discussing
vailable programs.
oundation (Alaska R. Evid. 901)
rejudiciaJ, Confusing, Waste ofTime (Alaska R.
vid.403)

ot Relevant (Alaska R. Evid. 40 1,402) to
beling Claims: Internal document discussing

illy's foreign sales forte
.I.L. regarding Foreign Regulatory Actions

Prejudicial, Confusing, Waste ofTime (Alaska R.
vid.403)
oundation (Alaska R. Evid. 901)

ot Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Intemal document from

arkeling to the sales force
.I.L. regarding Other Lilly drugs

rejudicial, Confusing, Waste ofTime (Alaska R.
Evid.403)

oundation (Alaska R. Evid. 901)
ot Authenticated (Alaska R. Evid. 901,902)
.LL. regarding Other Lilly drugs

ot Relevant (Alaska R. Evid. 401. 402) to
Labeling Claims: Internal company material

lated to sales force communications
Prejudicial, Confusing, Waste ofTime (Alaska R.

vid.403)

ot Relevant (Alaska R. Evid. 401. 402) to
abeling Claims: Intemal company material

related to sales force commission
Prejudicial, Confusing, Waste ofTime (Alaska R.
Evid.403)

ot Relevant (Alaska R. Evid. 40 1,402) to
Labeling Claims: Intemal document discussing

ining of sales represenUltives to interact with
hysicians

ot Relevant (Alaska R. Evid. 401, 402) to I
Labeling Claims: promotional material in its final
Conn, as subjected to federal law and regulation
~rejudicial, Confusing. Waste ofTime (Altts...a R.
iEvld. 403)

11

EXHIBIT~
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Lillv's Rts nses Co Iht Slalt'S Pre·Admls ion Usl
riall# ub'eCI

113 yprexa Plaintiff's Exhibit 10031 1N0t Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Internal document among
Imarketing team
~.I.L. regarding Other Lilly Litigation
~earsay (Alaska R. Evid. 801, 802)

114 yprtxa Plaintiff's Exhibit 10038 ~ot Relevant (Alaska R. Evid. 401, 402)
~.I.L. regarding Other Lilly litigation; Profits

nd Price

I !Prejudicial, Confusing, Waste ofTime (Alaska R.
Evid.403)

ompromise or Offer to Compromise (Alaska R.
iEvid.408)
Insumnce (Alaska R. Evid. 411)

liS yprexa Plaintiffs Exhibit 10041 iNot Relevant (Alaska R. Evid. 40 1.402) to
Labeling Claims: Internal document describing
ales representatives' interactions with

physicians
Prejudicial, Confusing, Waste ofTime (Alaska R.
Evid.403)
Foundation (Alaska R. Evid. 901)

116 Izyprexa Plaintifl's Exhibit 10061 ~ot Relevant (Alaska R. Evid. 40 1,402) to
labeling
M,I.L. regarding Profits and Price
Prejudicial, Confusing, Waste ofTime (Alaska R.
Evid.403)
Hearsay (Alaska R. Evid. 801, 802)

117 yprexa Plaintiffs Exhibit 10064 ~ot Relevant (Alaska R. Evid. 401. 402) to
abcling Claims: Internal planning document

Prejudicial, Confusing, Waste ofTime (Alaska R,
Evid.403)
Foundation (Alaska R. Evid. 90 I)

118 Zyprexa Plaintiffs Exhibit 10066 !Not Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Internal document discussing
~arketplace perceptions
Prejudicial, Confusing, Waste ofTime (Alaska R.
Evid.403)

119 Izypren Plaintiffs Exhibit 10068 ~ot Relevant (Alaska R. Evid. 401, 402) 10

Labeling Claims: Internal document describing
aJes representatives' interactions with

physicians
Prejudi ial, Confusing, Waste ofTime (Alaska R.
Evid. 403); Foundalion (Alaska R. Evid. 90\)

120 Izyprexa Plaintiffs Exhibit 10094 !rvU.L. regarding Recent Regulatol') E"eots 1
~ot Relevant (Alaska R. Evid. 40 1,402)
IprejudiciaJ. Confusing, Waste ofTime (Alaska R
E,id.403)

ubsequent Remedial Me35urt'S (Alaska R. E,'id.
~07)

,liearsa) (Alaska R. Evid. 80\. 8021

12
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LisLillv's Rts nses to the Slare's Prt-Adm1.5s on 1
riald ubOttt

121 yprexa Plaintiffs Exhibit 10095 M.I.L. regarding Re«nt Regulatory Events
!Not Relevan, (Alaska R. Evid. 401, 402)
!Prejudicial, Confusing, Waste ofTime (Alaska R.
!Evid.403)
Subsequent Remedial Measures (Alaska R. Evid.
07)

122 jzyprcxa Plaintiffs Exhibit 10097 1N0, Relevant (Alaska R. Evid. 401, 402) 10
abeling Claims: Internal document concerning

~ales·representive interactions with physicians.

123 yprexa Plaintiffs Exhibit 10104 M.I.L. regarding Recent Regulatory Events
1N0t Relevant (Alaska R. Evid. 401,402)
Prejudicial, Confusing, Waste ofTime (Alaska R.
Evid.403)
Subsequent Remedial Measures (Alaska R. Evid.
~07

124 ~ yprexa Plainlifl's Exhibit 10105 !M.J.L. regarding Foreign Regulatory Actions
!tvt.l.L. regarding Recent Regulatory Events
!Not Relevant (Alaska R. Evid. 401, 402)
IPrejudicial, Confusing, Waste ofTime (Alaska R.
!Evid.403)
Subsequent Remedial Measures (Alaska R. Evid.
07)

125 yprtxa Plainlitrs Exhibit 10107 M.I.L. regarding Recent Regulatory Events
1N0t Relevant (Alaska R. Evid. 401, 402)
Prejudicial, Confusing. Waste of Time (Alaska R.
iEvid.403)
Subsequent Remedial Measures (Alaska R. Evid.
~07)

126 yprtxa Plainliffs Exhibit 10108 M.I.L. regarding Recent Regulatory Events
~o, Relevant (Alaska R. Evid. 401, 402)
Prejudicial, Confusing, Waste of Time (Alaska R.
Evid.403)

ubsequent Remedial Measures (Alaska R. Evid.
07)

Hearsay (Alaska R. Evid. 801, 802)

127 yprexn Plainliffs Exhibit 10109 M.I.L. regarding Retenl Regulatory Events
1N0' Relevan' (Alaska R. Evid. 401, 402)

I
Prejudicial, Confusing, Waste ofTime (Alaska R.
Evid.403)

ubsequenl Remedial Measures (Alaska R. E\rid.
07)

Hearsay (Alaska R. Evid. 801, 802)
I-

128 [zyprexn Plninliffs Exhibit 10110 M.I.L. regarding Recenl Regulalory Events
lNol Relevant (Alaska R. Evid. 401, 402)
Prejudicial. Confusing, Waste orTime (Alaska R.
E\id.403)

ubsequent Remedial \te3Sures ( laska R. E\'id.
407)

Hearsa) (Alaska R. Evid. 801, 802)

I ---- I
13
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Lill 's Res nses 10 the Ille's Pre-.Admission Lisl

.I.L. regarding Reeent Regulatory Events
01 Relevant (Alaska R. Evid. 401, 402)
rejudicial, Confusing, Wasle of Time (Alaska R.

Evid.403)
iSubsequen( Remedial Measures (Alaska R. Evid.

07)
He"""y (Alaska R. Evid. 80 I, 802)

14
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THIRD JUDICIAL DISTRICT AT ANCHORAGE

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

o. 3AN-06-05630 CI

)
)
)
)
) Case
)
)
)
)
)

Defendant.

Plaintiff,

TATE OF ALASKA,

v.

ELI LILLY AND COMPANY,

PLAJ TrFF'S SUBMISSIO OF EXffiBlTS TO BE PRE-ADMITTED
FOR USE DURING OPENING STATEME T

Plaintiff hereby submits certain of Plaintiff's Exhibit for review by the Court to

determine their admissibility in advance of Opening Statements. See Attachment A

hercto. Each of the e exhibits is objected to by Defendant as indicated in Lilly's

Response to PlaintifT's Pre-Admit Exhibit List. See Attachment B. The Plaintiffs

Exhibits being submitted for the Court's review for use in Opening tatement are only a

sub et of the exhibits listed in Lilly's Respon e and for the Court's convenience, Plaintiff

has highlighted Lilly's Re ponse to indicate which of the exhibits are included in this

submi ion to which Lilly objects.

Plainti ff is also submitting seven additional documents for review by the Court

which were not previously included on Plaintiff's Pre-Admit Exhibit List and thus Lilly

ha not yet had an opportunity to indicate its objection to those panicular exhibits. See

Attachment C. Plaintiff assumes that Defendant will object to them all.



With respect to certain exhibits, particularly lengthy exhibits, the Plaintiffhas for

the Coun's convenience highlighted particularly pertinent sections. In addition, Plaintiff

attaches a letter from Scott Allen regarding the admissibility of certain exhibits and

categorie of exhibit. See Attachment D. Plaintiff requests that the Court read Mr.

Allen's letter before reviewing the Exhibits attached hereto as it may assist the Court in

understanding Plaintiffs positions regarding the admissibility of the e documents.

Re pectfully submitted this 29th day of February, 2008.

FELDMA , ORLANSKY & SANDERS

:"IiJM:A~
Eric T. Sanders V
Alaska Bar o. 7510085
500 L Street

uite 400
Anchorage, AK 9950 I
(907) 272-3538

GARRET 0 & STEELE
Mattbew L. Garretson
Joseph W. teele
5664 South Green treet
Salt Lake City. UT 84123
(801) 266-0999
Coun el for Plainti ff

RJCHARD 0 ,PATRJCK. WE TBROOK
& BRJCKMAN, LLC

H. Blair Hahn
hri tiaan A. Mar urn

P.O. Box 1007
Mt. Pleasant, C 29465

2



A

(843) 727-6500
Counsel for Plaintiff

CERTifiCATE OF £.A,\ ICE

PlamulT. SWc: of Alasla. hacb) certifies tha It has~ to be scn"ed upon the mdlHduais listed below • ClOp) of Manonndum In

\uppon or P111uUltr, M/XIOIlIO Compel "" hand deh'U) on Fdwar}_~ 2008.

L:t'":t b if­~&fc r~
Feldman. Orla>sky" Sanden
500 L Street.. SUite 400Anc_. AK 99501
(907) 2n-3538

COUNSEL FOR PLAINTIFF

Ikfc:ndanl's Counsel

Ul.'Ofgc Ic:hnn. Esq
The Ilotel C'rtim Cool.

DOIc:d hbnUll) __. 2008
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ATTACHMENT B



A

Lill 's Res

TrialxH
Zyprexa MOL Plaintiffs' Exhibit No

llOOI9

2 Zyprexa MOL Plaintiffs' Exhibit No

00195

Zyprexa MOL Plaintiffs' Exhibit No

00284

Zyprexa MDL Plaintiffs' Exhibit No
00320

Zyprexa M.OL Plaintiffs' Exhibit No
00439

Zyprexa MOL Plaintiffs' Exhibit No
00775

Zyprexa MOL Plaintiffs' Exhibit No
00778

Zyprexa MDL Plaintiffs' Exhibit No
00918

Zyprexa MOL Plaintiffs' Exhibit No
00918

10 Zyprexa MOL Plaintiffs' Exhibit No
00942

I I Zyprexa MOL Plaintiffs' Exhibit 0

00946

nses to the Stale's Pre-Admission List
Sub'ect
Not Relevant (AlaskB R. Evid. 401, 402) to
Labeling Claims: Internal Lilly training

material;
Prejudicial, Confusing, Waste ofTime
(AlaskB R. Evid.403)
Foundation (Alaska R. Evid. 90 I)

Hearsay; agree to admit - norice

Not Relevant (AlaskB R. Evid. 401, 402) to
Labeling Claims: Lilly promotional material;
safety information dictated by "fair balance"
mandated by federal law;
Prejudieial, Confusing, Waste of Time
(Alaska R. Evid. 403)

M.I.L. regarding Foreign Regulatory
Actions
M.I.L. regarding adverse events
Not Relevant (AJaskB R. Evid. 40 1,402)
Prejudicial, Confusing, Waste ofTime
(Alaska R. Evid. 403)
Hearsay (Alaska R. Evid. 801, 802)

Hearsay; agree to admit - notice

Hearsay; agree to admit - nOlice

Hearsay; agree to admit· notice

Agree to admit

Agree to admit

ot Relevant (AlaskB R. Evid. 401, 402) to
Labeling Claims: Promotional material (any
included safety information is included
pursuant to federal regulation)

ot Relevant (AJaskB R. Evid. 401, 402) to
Labeling Claims: internal marketing plan
Prejudicial, Confusing. Waste ofTime
(Alaska R. Evid. 403)
Hearsay (Alaska R. Evid. 80 I, 802)
Foundation (Alaska R. Evid. 901)



Trialx#
Zyprexa MOL Plaintiffs' Exhibit No
00985

16 Zyprexa MDL Plaintiffs' Exhibit No
01017

17 Zyprexa MDL Plaintiffs' Exhibit No
01079

18 Zyprexa MOL Plaintiffs' Exhibit No
01110

19 Zyprexa MOL Plaioliffs' Exhibit 0

01111

nscs to the State', Pre·Admission List
Sub'eel
Not Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: glossary of marketing
tenns
Prejudicial, Confusing.. Waste of Time
(Alaska R. Evid. 403)

M.LL. regarding adverse events
Compound Exhibit

Agree to admit

ot Relevant (Alaska R. Evid. 401,402) to
Labeling Claims: information eooceming
marketplace;
Prejudicial, Confusing, Waste ofTime
(Alaska R. Evid. 403)

Not Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: internal planning document
over one year before promotion to primary
care market
Prejudicial, Confusing, Waste ofTime
(Alaska R. Evid. 403)

Not Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: communications to primary
cafe sales force
M.I.L. regarding Profits and Price; Other
Lilly Drugs; Prejudicial, Confusing, Waste of
Time (Alaska R. Evid. 403)

Not Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: internal planning document
regarding internal market research,
marketplace perceptions, and planning for
proposed sales representative
communications
Prejudieia~ Confusing, Waste ofTime
(Alaska R. Evid. 403)

at Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: internal planning document
regarding intemal market researeh,
marketplace perceptions, and planning for
proposed sales rq>resentative
conununications
Prejudicial, Confusing. Waste ofTime
(Alaska R. Evid. 403)



Lill 's Res

rialX#
yprexa MOL Plaintiffs' Exhibit No

01145

Zyprexa MOL Plaintiffs' Exhibit No
01)69

Zyprexa MOL Plaintiffs' Exhihit No
01215

23 Zyprexa MOL Plaintiffs' Exhibit No
01301

24 Zyprexa MOL Plaintiffs' Exhibit No
01345

25 Zyprexa MDL Plaintiffs' Exhibit No
01349

26 Zyprexa MOL Plaintiffs' Exhibit No
01408

27 Zyprexa MOL Plaintiffs' Exhibit No
01419

28 Zyprexa MOL Plaintiffs' Exhibit 0

01440

29 Zyprcxn MOL Plaintiffs' Exhibi, No
01449

nses to the State's Pre-Admission List
Sub'eel
Not Relevant (Alaska R. Evi<i 40 I, 402) to
Labeling Claims: internal marketing strategy
document
Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)

ot Relevant (Alaska R. Evid. 401,402)
Prejudicial, Confusing, Waste ofTime
(Alaska R. Evi<i 403)
Character Evidence (Alaska R. Evid. 404)
No allegation statements made in Alaska

Not Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: internal document
concerning responses to anticipated
questions
Prejudicial, Confusing. Waste ofTime
(Alaska R. Evid.403)
Not a Complete Document

Not Relevant (Alaska R. Evid. 40 1,402) to
Labeling Claims: internal marketing plan
Prejudicial, Confusing, Waste ofTime
(Alaska R. Evid. 403)
M.l.L. regarding Profits and Price

Hearsay; agree to admit ~ notice

Agree to admit

M.I.L. regarding adverse events
M.I.L. regarding Foreign Regulatory
Actions
Hearsay (Alaska R. Evid. 801, 802)
Not a Complete Document
Compound Exhibit

ot Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: internal planning document
concerning opponunities for line extensions
Prejudicial, Confusing, Waste ofTime
(Alaska R. Evi<i 403)

Hearsay; agree to admit - notice

Hearsay; agree to admit ~ notice

3



Lilly's Resoonses to the State's Pre-Admission List

Trial<ll Sub"ed

30 Zyprexa MOL Plaintiffs' Exhibit No Hearsay; agree to admit - notice

01452

31 yprexa MDL Plaintiffs' Exhibit No Hearsay; agree to admit - notice

01453

32 Zyprexa MOL Plaintiffs' Exhibit No Hearsay; agree to admit - notice

01456

33 Zyprexa MOL Plaintiffs' Exhibit No Not Relevant (Alaska R. Evid. 401, 402) to

01480
Labeling Claims: internal draft meeting
agenda and notes of marketing employee
Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)
Foundation (Alaska R. Evici 901)

34 Zyprexa MOL Plaintiffs' Exhibit No Agree to admit

01586

35 Zyprexa MOL Plaintiffs' Exhibit No Not Relevant (Alaska R. Evid. 401, 402)

01602 Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)
Not a Complete Document
Foundation (Alaska R. Evid. 901)

f-
36 Zyprexa MOL Plaintiffs' Exhibit No Not Relevant (Alaska R. Evid. 401, 402)

01603 Prejudicial, Confusing, Waste ofTime
(Alaska R. Evid. 403)
Not a Complete Document

37 Zyprexa MOL Plaintiffs' Exhibit No Not Relevant (Alaska R. Evid. 401, 402)

01604 Hearsay (Alaska R. Evid. 80 I, 802)
Prejudicial, Confusing, Waste ofTime
(Alaska R. Evid. 403)
Not a Complete Document
Foundation (Alaska R. Evid. 901)
Compound Exhibit

38 Zyprexa MOL Plaintiffs' Exhibit No Not Relevant (Alaska R. Evid. 401, 402)

01605 Hearsay (Alaska R. Evid. 801, 802)
Prejudicial, Confusing, Waste ofTime
(Alaska R. Evid. 403)
No, a Complete Document

I---
Foundation (Alaska R. Evid.901)

39 Zyprexa MOL Plaintiffs' Exhibit 0 ~ot Relevant (Alaska R. Evid. 401,402) 10

01857 labeling Claims: uaining and compliance
with tntemal policy and law not at all
connected to label



L'dpLill 's RcspOnses to the Slalc's re-A mISSion ,sl

Trialxll ub"ed

40 Zyprexa MOL Plaintiffs' Exhibil No 1N01 Relevant (Alaska R. Evid. 401, 402) 10

01926 Labeling Claims: inlernal Lilly training

material
Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)
Foundation (Alaska R. Evid. 901)

41 Zyprexa MOL Plaintiffs' Exhibit No Not Relevaot (Alaska R. Evid. 40 I, 402) to

01962 Labeling Claims: internal Lilly training
material
Prejudicial, Confusing, Waste ofTime
(Alaska R. Evid. 403)

42 Zyprexa MOL Plaintiffs' Exhibit No Agree to admit

02197

43 Zyprexa MOL Plaintiffs' Exhibit No Hearsay; agree to admit - notice
02368

44 Zyprexa MDL Plaintiffs' Exhibit No M.I.L. regarding Profits and Price
02588 Not Relevant (Alaska R. Evid. 401, 402)

Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)
Heanay (Alaska R. Evid. 801, 802)

45 Zyprexa MOL Plaintiffs' Exhibit No Not Relevant (Alaska R. Evid. 40 1,402)
03109 Prejudicial, Confusing, Waste ofTime

(Alaska R. Evid. 403)
Internal discussions regarding proposed
actions, unrelared to labeling

46 Zyprexa MOL PlaintilTs' Exhibit No Not Relevant (Alaska R. Evid. 401, 402) to
03211 Labeling Claims: internal communications re:

potential sales representative communications

47 Zyprexa MOL Plaintiffs' Exhibit No Not Relevant (Alaska R. Evid. 401, 402) to
03223 Labeling Claims: internal docwnent

discussing strategy
M.I.L. regarding Call Notes, Sales Reps
Outside Alaska,
Prejudicial, Confusing. Waste ofTime
(Alaska R. Evid. 403)
Character Evideoce (Alaska R. Evid. 404)
Subsequent Remedial Measures (Alaska R.
Evid.407)
Heanay(Alaska R. Evid. 801, 802)

- -
48 Zyprexa MDL Plaintiffs' Exhibit No Agree 10 admit

03567

49 Zypn:xa MOL PlaintitTs' Exhibit 0 Hearsay; agree to admit· notice
03680

- ----..



Lill '5 Responses (0 the State', Pre-Admission Li51

Triallll
Zyprexa MOL Plaintiffs' Exhibit No

03816

Zyprexa MOL Plainliffs' Exhibit No

03872

52 Zyprexa MOL Plainriffs' Exhibit No
03909

53 Zyprexa MOL Plaintiffs' Exhibit No
03924

54 Zyprexa MOL Plaintiffs' Exhibit No
03927

55 Zyprexa MOL Plaintiffs' Exhibit 0
04007

56 Zyprexa MDL Plaintiffs' Exhibit n
04051

A

Sub·eel
Not Relevant (Alaska R. Evid. 401, 402) 10

Labeling Claims
M.LL. regarding adverse events
M.LL. regarding Foreign Regulatory

Actions
Hearsay (Alaska R. Evid. 80 I, 802)
Prejudicial, Confusing, Waste ofTime
(Alaska R. Evid. 403)

ot Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: internal planning document
that discusses market positioning and
strategy
MIL regarding Profits and Price
Prejudicial, Confusing, Waste ofTime
(Alaska R. Evid. 403)
Foundation (Alaska R. Evid. 901)

01 Authenticated (Alaska R. Evid. 90 I, 902)

M.LL. regarding Other Lilly Litigation
Prejudicial, Confusing, Waste ofTime
(Alaska R. Evid. 403)

NOl Relevanl (Alaska R. Evid. 40 1,402) In
Labeling Claims: lnlemal markeling plan
MIL regarding Profits and Price
Prejudicial, Confusing, Waste ofTime
(Alaska R. Evid. 403)
Foundarion (Alaska R. Evid. 901)
Not Authenticated (Alaska R. Evid. 90 I, 902)

Not Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Draft inlemal marketing
slide regarding marketplace perceptions
Prejudicial, Confusin& Waste ofTime
(Alaska R. Evid. 403)
Lay Witness Opinion (Alaska R. Evid. 701)
Not a Complete Docwnent
Foundalion (Alaska R. Evid. 901)

01 Authenticated (Alaska R. Evid. 90 I, 902)

01 Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: lntemal marketing video
nOl shown to physicians or sales reps has
nothing (0 do with labeling
Prejudicia~ Confusing, Waste of Time
(Alaska R. Evid. 403)

Not Relevant (Alaska R. Evid. 401, 402) to
Labelmg Clauns: Internal briefing, labeling
nOC discussed
Foundation (Alaska R. Evid. 90 I)



LiII'sRes

TrialX#
ZY,\'rix~ MOL Plaintiffs' Exhibit No

04176
: '

58 Zyprexa MOL Plaintiffs' Exhibit No

04365

59 Zyprexa MDL Plaintiffs' Exhibit No
04436

Zyprexa MOL PlaintiffS' Exhibit No
04532

61 Zyprexa MOL Plaintiffs' Exhibit No
04784

62 Zyprexa MDL Plaintiffs' Exhibit No
O4g15

63 ':yw" a MOL Plaintiffs' Exhibit No
<14858

64 Zyprexa MOL Plaintiffs' Exhibit No
04864

65 Zyprexa MOL PlaintiffS' Exhibit 0

04871

66 Zyprexa MOL Plaintiffs' Exhibit 0

04968

A

uses to the State's Pre-Admission List
ub'ed

Agree to admit

Not Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Marketing and planning

document
M.LL. regarding Profits and Price
Prejudicial, Confusing, Waste ofTime
(Alaska R. Evid. 403)

Not Relevant (Alaska R. Evid. 40 1,402)
M.l.L. regarding Foreign Regulatory

Actions,
Foundation (Alaska R. Evid. 901)
Not Authenticated (Alaska R. Evid. 90 1,902)

Not Relevant (Alaska R. Evid. 40 1,402) to
Labeling Claims: draft. incomplete marketing
planning document
Prejudicial, Confusing, Waste ofTime
(Alaska R. Evid. 403)
Foundation (Alaska R. Evid.901)
Not Authenticated (Alaska R. Evid. 901, 902)

Prejudicial, Confusing, Waste of Time
(Alaska R. Evid.403)
Not a Complete Document
Draft months before document was made final

Hearsay; agree to admit - notice

Agree to admit subject to M.I.L regarding
adverse events (hearsay - notice)

M.l.L. regarding adverse events
M.I.L. regarding Foreign Regulatory
Actions
Not Relevant (Alaska R. Evid. 401, 402)
Hearsay (Alaska R. Evid. 801, 802)
Prejudicial, Confusing, Waste ofTime
(Alaska R. Evid. 403)

Hearsay; agree to admit - notice

Not Relevant (Alaska R. Evid. 401, 402):
internal marketing planning document
Prejudicial, Confusing, Waste ofTime
(Alaska R. Evid. 403)
Brief references to labeling are admissible
from other sources



Lillv's Responses 10 the State's Pre-Admission List

ITrialX# Sub"e<:1

67 ~yprexa MOL Plaintiffs' Exhibit No Not Relevant (Alaska R. Evid. 401, 402) to

1)$073
Labeling Claims: internal marketing strategy

document
.

~
68 Zyprexa MOL Plaintiffs' Exhibit No Not Relevant (Alaska R. Evid. 401, 402)

05078
M.I.L. regarding Foreign Regulatory

Actions
Hearsay (Alaska R. Evid. 801, 802)
Prejudicial, Coofusing, Waste of Time
(Alaska R. Evid.403)

69 Zyprexa MOL Plaintiffs' Exhibit No Not Relevant (Alaska R. Evid. 401, 402) to

05522 Labeling Claims: market research/marketing
planning document
Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)
Hearsay (Alaska R. Evid. 80 I, 802)

70 Zyprexa MOL Plaintiffs' Exhibit No Not Relevant (Alaska R. Evid. 401, 402) to

05565 Labeling Claims: lntemal communication
regarding proposed responses to anticipated
questions in Germany.
MIL re: Foreign Regulatory Actions
Prejudicial, Confusiog. Waste of Time
(Alaska R. Evid. 403)

71 Zyprcxa MOL Plaintiffs' Exhibit No Not Relevant (Alaska R. Evid. 40 1,402) to
05846 Labeling Claims: Internal document

regarding sales force communications
M.I.L. regarding Profits and Price

72 Zyprexa MOL Plaintiffs' Exhibit No Not Relevant (Alaska R. Evid. 40 1,402) to
05913 Labeling Claims:

MfL regarding Other Lilly Litigatioo; Profits
and Price
Prejudicial, Confusing, Waste ofTime
(Alaska R. Evid. 403)

73 Zyprexa MOL Plaintiffs' Exhibit No Not Relevant (Alaska R. Evid. 401, 402) to
06128 Labeling Claims: discussion regarding how

, to position marketing outside ofthe United
States in reaction to referenced study is Dot in
the case
Hearsay

74 Zyprexa MOL Plaintiffs' Exhibit No Not Relevant (Alaska R. Evid. 40 1,402) to
06215 Labeling Claims: Internal strategy

document
M.l.L. regarding Profits and Priee
Prejudicial, Confusing, Waste ofTime
(Alaska R. Evid. 403)

A



-
-LilJ " Res

Trialxll
7S Zyprexa MOL Plaintiffs' Exhibil No

06360

76 Zyprexa MOL Plaintiffs' Exhibit No

06890

77 Zyprexa MOL Plaintiffs' Exhibit No
06998

78 Zyprexa MOL Plaintiffs' Exhibit No
06999

79 Zyprexa MOL Plaintiffs' Exhibil No
07028

80 Zyprexa MOL Plaintiffs' Exhibit No
07731

81 Zyprexa MOL Plaintiffs' Exhibil No
07802

82 Zyprexa MDL Plaintiffs' Exhibit No
07804

83 Zyprexa MOL Plaintiffs' Exhibit No
7822

84 Zyprexa MOL Plaintiffs' Exhibit 0

07971

nSe5 to the State', Pre-Admission List
Sub'eet
Not Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Internal strategy
document
Prejudicial, Confusing, Waste ofTime
(Alaska R. Evid. 403)

Not Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Internal strategy

document
Prejudicial, Confusing, Waste ofTime
(Alaska R. Evid.403)
Lay Witness Opinion (Alaska R. Evid. 701)

Hearsay; agree to admit - notice

Hearsay; agree to admit - notice

Agree to admit

M.l.L. regarding adverse events
Not Relevanl (Alaska R. Evid. 401, 402)
Hearsay (Alaska R. Evid. 801, 802)
Prejudicial, Confusing. Waste ofTime
(Alaska R. Evid. 403)
Not a Complete Document
Foundation (Alaska R. Evid. 901)

Not Relevant (Alaska R. Evid. 401, 402)
Prejudicial, Confusing, Waste ofTime
(Alaska R. Evid. 403)
Not a Complete Document
Foundation (Alaska R. Evid. 901)

01 Authenticated (Alaska R. Evid. 901, 902)

NOl Relevant (Alaska R. Evid. 401, 402)
Prejudicial, Confusing. Waste ofTime
(Alaska R. Evid. 403)

M.l.L regarding Profits and Price
ot Relevant (Alaska R. Evid. 401, 402)

Prejudicial, Confusing, Waste ofTime
(Alaska R. Evid. 403)
Foundalion (Alaska R. Evid. 901)

01 Relevanl (Alaska R. Evid. 401, 402) 10

Labeling Clauns' Internal Lilly training
m terial

A



Lill 's Res

TrialX#
Zyprexa MOL Plaintiffs' Exhibit No

08042

yprexa MOL Plaintiffs' Exhibit No
08262

88 Zyprexa MOL Plaintiffs' Exhibit No
08479

89 Zyprexa MOL Plaintiffs' Exhibit No
08562

90 Zyprexa MOL Plaintiffs' Exhibit No
08564

91 Zyprexa MOL Plaintiffs' Exhibit No
08584

92 Zyprexa MOL Plaintiffs' Exhibit 0

08632

93 Zyprexa MOL Plaintiffs' Exhibit 0

08666

nses to the State's Pre-Admission List
SubOect
Agree to admit as to pp. 1-2.
No foundation as to p. 3 (Alaska R. Evid.

901).

ot Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Draft internal planning
strategy document
Prejudicial, Confusing, Waste ofTime
(Alaska R. Evid. 403)

Agree to admit

ot Relevant (Alaska R. Evid. 401,402) to
Labeling Claims: Internal strategy documenl
relating to primary care
M.I.L. regarding Profits and Price
Prejudicial, Confusing. Waste of Time
(Alaska R. Evid. 403)

Not Relevant (Alaska R. Evid. 40 I, 402) to
Labeling Claims: Internal document
describing the structure of a team that is not
relevant to any labeling claims
Waste ofTime (Alaska R. Evid. 403)

Not Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Internal marketing planning
document
M.I.L. regarding Profits and Price
Foundation (Alaska R. Evid. 901)

Not Relevant (Alaska R. Evid. 40 1,402) to
Labeling Claims: Internal planning
document
M.I.L. regarding Profits and Price
Prejudicial, Confusing, Waste ofTime
(Alaska R. Evid. 403)
Foundation (Alaska R. Evid. 901)

ot Authenticated (Alaska R. Evid. 901, 902)

Not Relevant (Alaska R. Evid. 401,402) 10

Labeling Claims: Inlernal document
discussing sales representative interaction
with physicians

Agree to admit

10



Lill 's Res

Trialldl
Zyprexa MOL Plaintiffs' Exhibit No

OJ9'11

Zyprexa MOL Plaintiffs' Exhibit No

08960

96 Zyprexa MOL Plaintiffs' Exhibit No

08997

97 Zyprexa MDL Plaintiffs' Exhibit No
09054

98 Zyprexa MDL Plaintiffs' Exhibit No
09070

99 Zyprexa MOL Plaintiffs' Exhibit No
09073

nses to the State's Pre-Admission List
Sub'ed
Not Relevant (Alaska R. Evid. 40 I, 402) to
Labeling Claims: Internal document
concerning sales representative interaction
willi physicians
Prejudicial, Confusing, Waste of Time

(Alaska R. Evid. 403)
Character Evidence (Alaska R. Evid. 404)
Foundation (Alaska R. Evid. 901)

Not Relevant (Alaska R. Evid. 401,402) to
Labeling Claims: Internal training document

for sales representatives

Not Relevant (Alaska R. Evid. 401, 402) to

Labeling Claims: Internal document not
relevant to labeling claims
Prejudicial, Confusing, Waste ofTime
(Alaska R. Evid. 403)
Not a Complete Document

Not Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Internal strategy document
concerning planning
M.I.L. regarding Profits and Price
M.LL. regarding Foreign Regulatory
Actions
Hearsay (Alaska R. Evid. 801, 802)

Not Relevant (Alaska R. Evid. 40 1,402) to
Labeling Claims: Document discussing the
pharmaceutical industry generally, the
general corporate structure of LiUy
M.LL. regarding Profits and Price
Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)
Lay Witness Opinion (Alaska R. Evid. 701)
Hearsay (Alaska R. Evid. 801, 802)

ot Relevant (Alaska R. Evid. 401,402) to
Labeling Claims: Document discussing
Lilly's corpomte structure

M.LL regarding Profits and Price
Prejudicia~ Confusing. Waste ofTime
(Alaska R. Evid. 403)
Hearsay (Alaska R. Evid. 801, 802)
Foundation (Alaska R. Evid. 901)

II



LiIJ '5 Res

TrialX#
Zyprexa MOL Plaintiffs' Exhibit No

09165

yprexa MOL Plaintiffs' Exhibit No
201

yprexa MOL Plain,iffs' Exhibit No

09281

103 Zyprexa MOL Plain'iffs' Exhibi, No
09624

104 Zyprexa MOL Plaintiffs' Exhibit No
09722

105 yprexa MOL Plaintiffs' Exh.ibit No
09739

106 Zyprexa MOL Plaintiffs' Exhibit No
09807

nses to the State's Pre-Admission List
Sub'ect
No' Relevant (Alaska R. Evid. 40 1,402) '0
Labeling Claims: Internal planning
correspondence regarding perceptions of the

market
Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)
Foundation (Alaska R. Evid. 901)

0' Authenlicated (Alaska R. Evid. 901, 902)

Hearsay; agree to admit - notice

Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)

Not Relevant (Alaska R. Evid. 401, 402) '0
Labeling Claims: Internal marketing and
planning docwnent
M.LL. regarding Profits and Price
Hearsay (Alaska R. Evid. 801, 802)
Prejudicial, Confusing, Waste ofTime
(Alaska R. Evid. 403)

No' Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Internal document related
to interactions with physicians

Not Relevant (Alaska R. Evid. 401, 402) '0
Labeling Claims: Internal planning
document
Prejudicial, Confusing, Waste nfTime
(Alaska R. Evid. 403)

Not Relevant (Alaska R. Evid. 40 1,402) 10

Labeling Claims: Internal document
discussing upcoming programs related to
Zyprexa's efficacy
Prejudicial, Confusing, Waste ofTime
(Alaska R. Evid. 403)

ot a Complete Document

107 Zyprexa MOL Plaintiffs' Exhibil 0

09808
ot Relevant (Alaska R. Evid. 401, 402) to

Labeling Claims: Internal document
discussing available programs.
Foundation (Alaska R. Evid. 901)
Prejudicia~Confusing, Waste ofTime
(Alaska R. Evid.403)

12



-Lill '.Res

Trialx#
Zyprexa Plaintiffs Exhibit 10017

yprexa Plaintiffs Exhibit 10025

110 Zyprexa Plaintiffs Exhibit 10026

III Zyprexa Plaintiffs Exhibit 10027

112 Zyprexa Plaintiffs Exhibit 10029

113 Zyprexa Plaintiffs Exhibit 10030

114 Zyprexa Plaintiffs Exhibit 10031

A

oses to the Sute's Pre-Admission List
Sub"eel
Not Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Intemal document
discussing Lilly's foreign sales force
M.LL. regarding Foreign Regulatory

Actions
Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)
Foundation (Alaska R. Evid. 901)

Not Relevant (Alaska R. Evid. 401,402) to
Labeling Claims: Internal document from
Marketing to the sales force
M.LL. regarding Other Lilly drugs
Prejudicia~ Confusing, Waste of Time
(Alaska R. Evid. 403)
Foundation (Alaska R. Evid. 901)
Not Authenticated (Alaska R. Evid. 90 I,
902)
M.LL. regarding Other Lilly drugs

ot Relevant (Alaska R. Evid. 40 I, 402) to
Labeling Claims: Internal company material

laled to sales force communications
Prejudicial, Confusing, Waste ofTime
(Alaska R. Evid. 403)

Not Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: mtcrosl company material
related to sales force commission
Prejudicial, Confusing, Waste ofTime
(Alaska R. Evid. 403)

ot Relevant (Alaska R. Evid. 40 1,402) to
Labeling Claims: Internal document
discussing training of saJes representatives to
interact with physicians

Not Relevant (Alaska R. Evid. 40 I, 402) to
Labeling Claims: promotional material in its
final form, as subjected to federal law and
regulation
Prejudicial, Confusing, Waste ofTime
(Alaska R. Evid. 403)

ot Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Internal document among
marketing team
M.LL. regarding Other Lilly Litigation
Hearsay (Alaska R. Evid. 801, 802)

13
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LiIIV's RespOnses to the State's Pre-Admission 1St

Tnaln! Sub"ed

liS Zyprexa Plaintiffs Exhibit 10038 Not Relevant (Alaska R. Evid. 401, 402)
M.I.L. regarding Other Lilly Litigatioo;

Profits aod Price
Prejudicia~Confusing. Waste ofTime
(Alaska R. Evid.403)

~
Compromise or Offer to Compromise
(Alaska R. Evid.408)
lnsuraoce (Alaska R. Evid. 41 I)

116 l-yprexa Plaintiffs Exhibit 10041 Not Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Internal document
describing sales representatives' interactions
with physicians
Prejudicial, Confusing. Waste of Time

(Alaska R. Evid. 403)
Fouodation (Alaska R. Evid. 901)

117 Zyprexa Plaintiffs Exhibit 10061 Not Relevant (Alaska R. Evid. 40 I, 402) to

labeling
M.I.L. regarding Profits aod Price
Prejudicial, Confusing. Waste ofTime
(Alaska R. Evid. 403)
Hearsay (Alaska R. Evid. 801, 802)

118 Zyprexa Plaintiffs Exhibit 10064 Not Relevaot (Alaska R. Evid. 401,402) to
Labeling Claims: lntemal planning document

Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)
Foundation (Alaska R. Evid.901)

119 Zyprexa Plaintiffs Exhibit 10066 Not Relevant (Alaska R. Evid. 40 I, 402) to
Labeling Claims: Internal document
discussing marketplace perceptions
Prejudicial, Confusing. Waste ofTime
(Alaska R. Evid. 403)

120 Zyprexa Plaintiffs Exhibit 10068 Nor Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Internal document
describing sales representatives' interactions
with physicians

Prejudicial, Confusing. Waste ofTime
(Alaska R. Evid. 403); Fnundation (Alaska
R. Evid. 901)

121 Zyprexa Plaintiffs Exhibit IlJ09.1 M.I.L. regarding Recent Regulatory Events
~ot Relevant (Alaska R. Evid. 401, 402)
Prejudicia~Confusing. Waste ofTime
(Alaska R. Evid. 403)

ISubsequent Remedial Measures (Alaska R.
Evid. 407)

Hearsay (Alaska R. Evid. 801, 802)



Lilly's Res

TrialX#
122 Zyprexa Plaintiffs Exhibit 10095

123 Zyprexa Plaintiffs Exhibit 10097

124 Zyprexa Plaintiffs Exhibit 10104

125 Zyprexa Plaintiffs Exhibit 10105

126 Zyprexa Plaintiffs Exhibit 10107

127 Zyprexa Plaintilrs Exhibit 10108

128 Zyprexa Plaintiffs Exhibit 10 I09

nsa to tbe State's Pre-Admission List
Sub·eel
M.l.L. regarding Recent Regulatol)' Eveots
Not Relevant (Alaska R. Evid. 40 1,402)
Prejudicial, Confusing. Waste ofTime
(Alaska R. Evid. 403)
Subsequent Remedial Measures (Alaska R.
Evid.407)

Not Relevant (Alaska R. Evid. 40 1,402) to
Labeling Claims: Internal document
concerning saJes-representive interactions
with physicians.

M.l.L. regarding Recent Regulatol)' Events
at Relevant (Alaska R. Evid. 401, 402)

Prejudicial, Confusing, Waste ofTime
(Alaska R. Evid. 403)
Subsequent Remedial Measures (Alaska R.
Evid. 407

M.l.L. regarding Foreign Regulatory
Actions
M.LL. regarding Recent Regulatory Events
Not Relevant (Alaska R. Evid. 401,402)
Prejudicial, Confusing, Waste ofTime
(Alaska R. Evid. 403)
Subsequent Remedial Measures (Alaska R.
Evid.407)

M.LL. regarding Recent Regulatory Events
Not Relevant (Alaska R. Evid. 401, 402)
Prejudicial, Confusing, Waste ofTime
(Alaska R. Evid. 403)
Subsequent Remedial Measures (Alaska R.
Evid.407)

M.I.L. regarding Recent Regulatory Events
Not Relevant (Alaska R. Evid. 401, 402)
Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)
Subsequent Remedial Measures (Alaska R.
Evid.407)
Hearsay (Alaska R. Evid. 801, 802)

M.l.L. regarding Recent Regulatory Events
ot Relevant (Alaska R. Evid. 401, 402)

Prejudicial, Confusing, Waste ofTime
(Alaska R. Evid. 403)

ubsequent Remedial Measures (Alaska R.
Evid.407)
Hearsay (Alaska R. Evid. 801, 802)

15



16

-Lillv's Responses to (be State's Pre-Admission List

TriallJl Sublect

129 Zyprexa Plaintiffs Exhibit 10110 M.I.L. regarding Recent Regulatory EvenlS
iNot Relevant (Alaska R. Evid. 40 1,402)
Prejudicial, Confusing, Waste ofTime
(Alaska R. Evid. 403)
Subsequent Remedial Measures (Alaska R.
Evid.407)
Hearsay (Alaska R. Evid. 801, 802)

130 Zyprexa Plaintiffs Exhibit 10111
M.I.L. regarding Recent Regulatory EvenlS
Not Relevant (Alaska R. Evid. 401, 402)
Prejudicial, Confusing, Waste ofTime
(Alaska R. Evid. 403)
Subsequent Remedial Measures (Alaska R.

Evid.407)
Hearsay (Alaska R. Evid. 80 I, 802)
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CRUSE, SCOTT, HENDERSON & ALLEN, L.L.:P.

ATTORNEYS AT LAW

2777 ALLEN PAAKJliAY

7'" FLOOR

HOUSTON,TI!XAS 77019-2133

(713) 650-6600

FAX (713) 65<>1720

www.crusescott.com

February 29, 2008

VIA HAND DELIVERY

The Honorable Mark Rindner
Alaska Court System
825 West Fourth Avenue, Room 432
Anchorage, Alaska 99501-2004

Dear Judge Rindner:

I am forwarding to Your Honor the documents the State intends to use in
opening next week. There is no way possible to use each of these documents in
its entirety in opening, and only a foolish lawyer would attempt to do so,
However, there are sentences within each, and/or a word or two within some,
that I will discuss with the jury. For example, in Document #08479, I intend to
discuss the language about Lilly's expansion of the Zyprexa market in 2000 (and
thus the expansion of the lack of a warning) to a broader market including PCPs
(primary care physicians).This market is described within the document as
"huge."

Further, Lilly's stated "position" within the document is listed as: "Zyprexa:
the safe proven solution...we will emphasize safety.... Jack Jordan, Lilly's U.S.
Marketing Director, defines the term product "position" in his testimony as hat
we want our customers to think about a product"

While I will not see Lilly's "objection" to this document or others as 1write
this correspondence (I am taking the deposition of Ms Eski and did not receive
the objections of Lilly before I left for today's deposition), I can imagine that they
will contend it is "objectionable" because it relates to the "off-label" claim. This
document is not offered for that purpose; it is offered as proof of erosion of the
printed waming, lack of warning and deceptive trade practices under the UTPA

C \Oocwnents and s.ttongs duane\llesl<loplllr 10 _ (442531) doc:



This is but one example of how/why a document is relevant and material for more
than one purpose.

Sincerely, while I cannot anticipate all of Lilly's "objections" here in the
dark, it may be that Lilly will not object or that they will make broad obJ~ctlons

that are based on false assumptions about the claim of admissibility, P?rtlcularly
on the VIVA Zyprexa PCP campaign. One thing should be kept In mind about
this PCP effort. Such documents will not be offered for "off-label" purposes (In
fact Lilly has always contended that it did not market off-label and thus any
contention by them that these documents will be presented to the JUry for such
purposes is both contrary to their claim that they did not off-label market and
more importantly mistakenly states our reason for the introduction of same).
Another example is Document #5846, the power point presented at the VIVA
"launch party" in Orlando, Florida in October 2000. Slide #68 asks the question
"why are we entering this market?" and is answered by Lilly, in part, "Zyprexa's
success is crucial to corporate performance; PCPs represent last major untapped
segment." Slide #79 sets forth "key message elements" identifying "safety" and
"ease of use... no blood monitoring" (the only way to obtain a diagnosis of
hyperglycemia/diabetes is by blood monitoring which is featured as unnecessary
by Lilly). Same for Slide #83, etc...

Therefore, I ask the Court to recognize that Lilly's "objections" may
mistakenly direct the Court's attention to a claimed purpose of the State that is
not accurate. I, for one, believe this is likely to occur. I can give two more brief
examples, Exhibits #1926 and #284 involving "detailing" pieces given to doctors
and sales force training. These pieces mention "Donna" etc... who now must be
accepted as an on-label promotion per multiple Lilly marketing executives'
testimony (a fact with which we disagree but off-label is no longer a cause of
action). Still, the detailing pieces demonstrate that Lilly continued to "position"
Zyprexa as "favorable safety profile" for which "blood monitoring" (the method to
diagnose diabetes) was not required.

In sum, Your Honor, I am writing this letter "in the dark" Inasmuch as I
have not seen the objections and am now in depoSition But, I want the Court to
know that I am aware of the Court's rulings, am experienced counsel and can
assure the Court that all of my reasons for the documents submitted are within
the Court's rUlings and the remaining causes of action If I am later proven
wrong, it will be my client who suffers - but I do not want the State's purpose to
be misstated without the opportunrty to be heard Thus, I ask for a heanng on
Monday to the extent I need to explain the need to present this evidence in
opening.

In closing, I sincerely appreciate the Court's time energy and effort and
will be available by phone at the Captain Cook Hotel. or by cell (713) 907-8319 to



questions and would like the opportunity to do so if you have

Sincerely yours,

~~':m~~m2~
T. Scott Allen, Jr.

P.S. I apologize for any poor sentence structure and misspellings as I am
dictating this "on the run" to the deposition of Ms. Eski.

cc: Mr. George A. Lehner
Mr. Brewster Jamieson

C\Oocuments and Settlngs\kduane\Oesktop\llr 10 Ridner ("2531) doc



Jerk of the Appellate Courts

In the Supreme Court of the State of Alaska

A petition for review of Judge Rindner's order distributed on 2/27/08 was filed
011 2/29/08. The response to the petition is due on or before 3/13/08.

Date of otice: 2/29/08

Supreme Court 0.5-13026

otice of Filing
Appellate Rule 402, 403

Trial Court Interlocutory Order

)
)
)

)
)
)
)
)
)

Eric T Sanders
Feldman r1nllsky & anders
500 L Ireel, Ullc 400
Anchorage AK 9950 I

Brewster II Janllcson
Lnne Po"ell LLC
301 IV Nonhem L'ghls Blvd "lie 301
Anchorage AK 995032648

Respondent.

v.

Petitioner,

Eli Lilly and Company,

State of Alaska,

Distribution:

cc: Judge Rindner
Trial ourt Clerk/Anchorage

Openowpt
~JtI)o . WI'II



-
IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRICT AT A CHORAGE

Plaintiff.

Case 0, 3AN-06-05630 CI
DCOMPANY,

Defendant.

TIllS COURT, having considered Eli Lilly and Company's ("'Lilly") Opposition to

thc late's Objections 10 Defendant's Exhibits, as well as applicable law:

IT IS HEREBY ORDERED that the State's Objections are OVERRULED.

IT IS FURTH R ORDERED that Lilly's exhibits, to wit. the internal FDA

doeumcnts arc ADM1TTED.

ORDERED this __ day of FebruarylMarch, 2008.

The Honorable Mark Rindner
Judge of the Superior Coun

1(emf that on ~(bruM) 29.2008.• top)
(lfthe I~OtnB was sentd by hand on



v.
Case o. 3AN-06-05630 CI

ELI LILLY AND COMPANY,

Defendant.

ELI LILLY A D COMPANY'S OPPOSITlO TO THE
STATE'S OBJECTIO S TO DEFE DANT'S EXHffiITS

The Court has required the State of Alaska ("the State") to serve its objections to

exhibits that Eli Lilly and Company ("Lilly") may refer to or show the jury in its opening

statement. In response, the tate served on Lilly its prior objections to Lilly's exhibits, which

had been previously served on February 19,2008. 1 Pursuant to the Court's instructions, and

without waiving its right to re pond to all of the tate's objections Lilly responds in this

pleading only to those objections that pertain to exhibits it may introduce during its opening

statement, all of which are documents produced by the FDA. The tale's objections to these

exhibits should be overruled and the Court hould admit these exhibit prior to Lilly's

opening statement because these FDA reports are not hearsay, or fall within an exception to

the hearsay rule, and are relevant to it defen e to the tate' laims.

1 ee Exhibit A, Plaintiff' Objection to Defendant' Exhibits.



LILLY'S l TERNAL FDA DOCUME TS ARE OT HEARSAY, AND
FALL WlTHl THE PUBLIC RECORDS AND REPORTS EXCEPTlON
TO ALASKA RULE OF EVIDENCE 803(8).

Lilly may refer to internal FDA documents, identified in the State's Exhibit C to

their objections, during its opening statement. Contrary to the State's objections, these

documents are admissible because they are not hearsay, and even if they were hearsay, they

fall within an exception to the hearsay rule under the Alaska Rules of Evidence.

In its brief, the State argues thaI the e documents are inadmissible hearsay that are

"riddled with hearsay within hearsay." See State's Br. at p. 9. However, these documents are

nol hearsay under the Alaska Rules of Evidence to the extent lhey are introduced for the fact

that the FDA prepared internal reviews and memoranda that reflect evaluations of the

available clinical trial and adverse event report data submitted to the FDA at the time,

independent of what the FDA concluded. See Alaska R. Evid. 80 I (defining hearsay); see

also Zeneca Inc. v. Barr Laboratories, Inc., 1999 WL 509471, at·3 ( .D..Y. July 19, 1999)

(finding that FDA documents were admissible as "not hearsay" because they were not

introduced for their truth)?

Furthermore, to the extent admitted for the truth, the FDA documents fall within

the public records exception to the hearsay rule. See Ala ka R. Evid. 803(8). Under Rule

803(8):

2 Lilly i not contending. t.hat)t received th~ FDA documents ontemporaneously with their
creatIO!!, or pn~r to the lltlgalJOn, such that It fulfill the notice exception to the hearsa rul
Accordingly, thl objection by the tate i not pertinent to admi ibihty. y e.

Exhibits

Pa .2015



[R]ecords reports, statements. or data compilations in any form
of a public office or agency selling fonh its regularly conducted
and regularly recorded activities, or matters observed pursuant to
duty imposed by law and as to which there was a duty to report,
or factual findings from an investigation made pursuant to
authority granted by law.

(emphasis added). Lilly's internal FDA exhibits are repons from a public office or

agcncy selling forth factual findings made pursuant to federal law, and thu . fall within this

exception to the hearsay rule. Moreover, Lilly has complied with the requirement of Alaska

Evidence Rule 803(8)(b) that it ;'deliver a copy of it'· to the adverse party within "a

rea onable time before the trial ... .'. Lilly has produced its exhibits electronically on

February 4, 2008, in accordance with this Coun's Routine Pretrial Order, and thus there is no

unfair urprise on the State]

While no coun in Ala ka has addressed this precise evidentiary issue, several

federal courts, applying the same exception under the Federal Rules of Evidence, have found

that a repon or statement of the FDA, or similar agencies. fall within the public records

exception to the hearsay rule. See Figueroa v. Boston Scientific Corporation, 2003 WL

2148 012, al ·3 ( .0..Y. June 27. 2003) (finding that a teller prepared by the FDA was a

"repon" under Federal Rule of E idence 803(8) and \\as admis ible under the public records

exception); Kennedy v. Baxter Healthcare Corporation. 66 Fed. ppx. 662. 663 (8th Cir.

2003) (finding that "informal FDA pronoun ernents were probative of whether [a

Pag.30f5

Eli Lillyand ampsn)' OpPOsition to tht ate' Obj lion (0 Ikfendanf Exhibit
ult uJ tusAu 1\ E/I Lilty und Cumpuny ( as. o. 3 '-0<>-05630 ell

) In fa t. t~e doeume!lts. were actual!> produ .d by the I'D 10 the Plaintiff' teerin
ommlllee 10 the Multl-DI tnct Llllgallon. 10 ludlOg attorney for the tate in thi case. g



manufacturer] acted reasonably in designing, labeling, and selling").Jn re Agent Orange

Product Liability, 61 I F. Supp. 1223 1240 (E.O..Y. 1985) (Weinstein, J.) (finding that the

public records exception to the Federal Rules of Evidence "is based upon our experience that

public officials who are scientists generally perform their duties accurately and faithfully")

(citing Grant, The Trustworthiness Standard for the Public Records and Reports Hearsav

Exception, 12 W. State U.L. Rev. 53. 56 (1984)).

II. LILLY'S INTERNAL FDA EXH1BITS ARE RELEVA T

.., Lilly's internal FDA exhibits are relevant to its defenses to the State's common
~ ~
£ ;e
Jj GO ~ law failure to warn and UTPCPA claims, as they establi h that the contents of the Zyprexa

~.,;~~
-l ~ 8 ~ label were the result of continuous interactions with, and scrutiny by, the FDA. The FDA's
:j ~ ~.~
I<J'" ~
~ ~ .:: "- status as a national, expert scientific authority makes its analyses and opinions relevant to the
o~_<::l =
c......J '"
I<J E or a, determination of whether Lilly adequately warned of Zyprexa's ri ks. Carlin v. Superior
~~ ~~
<'§,.g~
..l Z ~ ~ Court, 920 P.2d 1347, 1352-53 (Cal. 1996) ("'[E]vidence of compliance with FDA
~ < g
g fr requirement i admi sible as relevant evidence in a trict tort liability case on the i sue

~
whether a pharmaceutical manufacturer failed to provide adequate warnings.") (citing

Hatfield v. Sandoz-Wander. Inc., 464 .E.2d 1105, 1109 (Ill. App. I Dist. 1984); see In re

Ephedra Products Liability Litigation, 393 F. upp. 2d 181, 19--96 ( .D..Y. 200-)

(admitting into evidence a tatement in a Federal Register to bolster expert te timony becau e

the statement showed ''the FDA makes the same inferences from good but inconclusive

cien e a [the party' ] experts."). The trier of fact may as e the FD 's view of a

Eli Lillyand ompan)" Opposition to the ate's Objection to Ddendant' Exhibits
SIat< afAtaska 1\ £/1 Lilly and Campally (Ca e 0.3 -()6.0S630 Cl) Page ~ ors



pharmaccutical warning and accord it "the weight it deserves." Toner v. Leder/e

Laboratories, 732 P.2d 297, 311 n.12 (Idaho 1987).

Lilly Exhibit EL-2119 is a "Review and Evaluation of Clinical Data reo

Antipsychotics association with OM;' which shows that the FDA had continuously analyzed

clinical data of antipsychotics, including Zyprexa. Similarly, Lilly Exhibit EL-2131 i a

"Review of Clinical Data by Gerard Boehm reo Lilly's re- analysis of data pertaining to blood

glucose," demonstrating FDA review of the safety aspects of the Lilly label being challenged

by the State.

Accordingly, for the rcason stated above, the State's objections should be

ovcrruled and the Court should admit these exhibits prior to Lilly's opening statement.

DATED this 29th day of February, 2008.

ICt"rtlf) tl\at on FtbruM) 29. 2008.• C(lJl\ or
th( rOftcoma .... as ntd b hand (In

Eli LiII) and ompsn)'s OPI)()sition 10 (he ate' Objeclion 10 Defendant" E\hibil
Stut, uJAtu *u " Eli Lilly und Cumpuny (Ca.. 'I/o. J -06-05630 I)
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IN THE SUPERIOR COURT FOR THE STATE OF ALASKA .

THIRD JUDICIAL D1STRlCT AT ANCHORAGF

STATE OF ALASKA,

Plaintiff,

v.

ELl LILLY AND COMPANY,

Defendant.

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

PLAINTIFF'S OBJECTIO S TO DEFENDANT'S EXHIBITS

Plaintiff hereby objects to the Defendant's exlUbits listed and described below.

I. EXHlBITS RELATING TO THE ADMINISTRATION OF ALASKA'S MEDICAID

PROGRAM AND MEDICAID CLAIMS DATABASE

These exlUbits, copies of some of wlUch accompany these objections in Exhibit A

hereto, include:

EL-2080

Alaska Drug Utilization
Review Committee
Memorandum - OUR
Committee Meeting
Minutes from 11/19/04
meeting ZYP-AK-03344to 03347

"~MAN O.LANSKY

&,SA.ND8Il.S
.s00 LSTlUIB'f

r-oUItTH Pl.OOa
ANC'HOJlAOI!, AK

99>01
nt.; SlO7.2n.3.U'
PAX 9072140119

Plaintiff', Objections to Defendant', Exhibits
Stal. ofAlaska v. Eli Ully and Company

Cue 0.3 .()6-5630 CI
Page I of II
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PI.intifr. Objections to Defcodont's Exhibits
SraU! ofAtaska y. Eli Ully and Company

rlSlDNAM OILAKSKY
&SAHD81S

500 LSntUT
PoomtPLOl»t.

AHOfOaAGa. AK
99>0,

=107.212.ma
FAX'SlO1 Vc.OI19

EL-2081

EL-2082

EL-2083

EL-2084

EL-2085

El.r2086

EL-2138

£L-2139

Alaska Drug Utilization
Review Committee
Memorandum - DUR
Committee Meeting
Minutes from 10122104
meetin
Email, From: Gloria Black,
re: Peer Consultation
component of the
Behavioral Phannacy
Management System
BPMS
Email, From: Ann Swink,
re: Edits to May BPMS
Letter
Email, From: Ann Swink,
re: Final PowerPoint
Presentation - CNS
Presentation to Alaska
BPMS Stakeholder's
Committee, 12107/06
Emai~ From: Ann Swink,
re: Reminder of Alaska
Behavioral Pharmacy
Management (BPMS)
Steering Committee
Meeting scheduled
12115106 with meeting
minutes
Alaska Medicaid Preferred
Drug List POL, Revised
05/19/04
Campana - Deposition
Exhibit 10 - 9.18.2007
Alaska

Campana. Deposition
Exhibit 11 - 9.18.2007
Alaska

ZVP-AK-03348 to 03353

ZYP-AK-03526

ZYP-AK-05256 to 05257

ZYP-AK-05276 to 05294

ZVP·AK..{)5314 to 05324

ZYP-AK-OOOO - 00166

ea.e '0. 3AN..Q6..S630 CI
Page 2 of II
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EL-2141

EL-2142

EL-2145

EL-2147

EL-2148

EL-2149

EL-2150

EL-3807 to 3889

Exhibits relating to the adminislrlltion of Alaska's Medicaid program, the listing of

drugs on the program's preferred drug list and Medicaid claims data are simply irrelevant

to the issues in this trial which are only whether Defendant is liable for failure toF!u..I:>MAN ORLAHSKY
&.SAHDeQ
3OOLS'neIT

PoulTH FLool
ANC'HoIlAOB, AK

mol
TIL: !lO7.272.lll'
FAX: 'O?274.0819

Plainliff's Objeclionslo Dcfcndanl's ExhibilS
S,a,a ofAlas!ctJ y. Eli Lilly ond Company

Case o. 3AN~-5630 Cl
Page 3 of 11
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adequately warn of the risks ofZyprexa and violating Alaska's UTCPA. In addition, the

Plaintiff objects to Defendants' exhibits EL-3807 to 3889 on the grounds that Defendant

has not produced a copy of those exhibits to Plaintiff and the Plaintiff is therefore unable

to detennine whether the electronic files are true and correct copies or whether they have

been altered in any way.

II. COURT PLEADINGS AND PAPERS OTHER THAN ANSWERS TO

INTERROGATORIES

These exhibits, copies of which accompany these objections in Exhibit B hereto,

include:

Plaintiff's Objections to Defendant's Exhibits
State ofAlaska v. Eli Lilly and Company

PRLOMAN O"'t.AN.!f(Y

&. SJ,NOCAS
.~LSTl\Ef!.T

)IOUA'rn fLOOR
AHClfOllAOR. t\K

99501
Tl!l.: 907.272.3538
PAX. 007.274.0819

EL-21~4

EL-3055

EL-3057

EL-3058

EL-3059

Campana - Deposition
Exhibit 2 - 9.18.2007
(Alaska)

Stipulation for Partial
Dismissal - 2nd Claim ­
Desi Defect
3-1-07, Plaintiff's Memo
Describing its Claims and
Proofs
5-7-07, Defendant's
Response to Plaintiffs
Motion Concerning Claims
and Proofs
5-25-07, Plaintiff's Reply to
Defendant's Response to
Plaintiff's Motion
Concerning Claims and
Proofs

Case No. 3AN-ll6-5630 CI
Page 4 of II



10-31-07, Memo in Support

EI.r3060 ofBifurcation
11-9-07, Opposition in
Response to Plaintiffs
Memo in Support of
Bifurcation

EI.r3061
1-8-08, Plaintiff's
Opposition to Defendant's
Motion for Summary

EI.r3062 Iud ment
12-10-07, Defendanes
Motion for Summary
Judgment and Memo in

EI.r3063 Su ort
1-17-08, Lilly's Reply to
Plaintiff's Opposition to
Defendant's Motion for
Summary Judgment with

EI.r3064 Exhibits

Defense Exhibit EL-2144 is a copy of the Complaint in this action and EL-3055 is

a copy of the stipulation between the parties to dismiss !be Second Claim for Relief

(Strict Product Liability: Design Defect). Plaintiff submits that the appropriate way to

infonn the jury about the nature of the legal claims and defenses in this bifurcated tnal

arc through the Court's instructions. Admission of the Complaint and the stipulation

dismissing the design defect claim may result in confusion, prejudice or

misunderstanding by the jury. Therefore, they should be excluded Alaska R. EVld. 403;

Pm.DMAH OllLA/'UI('f

&SAN'DtlRS
.sao I~STIla8T

FoukTH FI.()()R
A IIOIlAOG.AK

90>01
Ttl.: SlO7.1n II
,IAl{' 901..274 0110

Plaintiff's Objections to Defendant's E.~lIIbll'

Star. ofAlaska v. Eli lilly and Company
Case No. JAN-Q6-S6JO CI

Pege 5 of 11

EXHIBIT ---8:..­
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Brock v. Rogers & Babler, Inc., 536 P.2d 778, 783 (Alaska 1975) (stating unsworn

assertions of fact in pleadings are not admissible evidence).

Defense Exhibits EI,3057 through EL-3064 comprise various motions and briefs

by both parties - Le., the parties' briefing regarding the nature of the claims and proofs,

the briefing regarding bifurcation and the briefing regarding Lilly's motion for summary

judgment. These exhibits should be excluded because they are not evidence; they are the

parties' hearsay statements of what they think the law and facts are and their respective

arguments about the facts and the law. Alaska Civil Pattern Jury Instruction 1.05.

Introduction of those exhibits would constitute not only inadmissible hearsay but would

also invade the province of the Court in instructing the jury as to the applicable law.

Moreover, to the extent one party or the other might claim that some statement about the

facts in a brief is some judicial admission, admission of the brief could result in the

necessity of calling a party's lawyer as a witness to explain what was meant in the brief

(thereby raising the specter of disqualification of coWlSel during the course of trial) or

result in unnecessary confusion or prejudice. Alaska R. Evid. 403. What the jury finds

as fact regarding the issue of Lilly's liability should be detenmned by reference to the

Case '0. 3.A.N.06·5630 CI
Page 6 of II

Plaintitrs Objections to Defendant's Exlubll..
SUlt 01Alaska v. Eli W/ji and Company

evidence in contemporaneous documents and sworn testimony, not by the readmg the

briefs of counsel.



These exhibits, copies of which accompany these objections in Exhibit C hereto,

include:

Plaiotiff's Objections to Defendant's Exhibit>
State ofAlaska v. Ell Lilly and Company

fELDMAN Ottl.AN&CY

&,SANDeitS
SOOLSTUET

FOUaT'H F\..O(Mt

ANCUO"AOI!. AK
99501

TUL: 907,2n.3.538
PAX' goo,n. 0819

EL-2112

8L-2119

EL·2120

EL-2121

EL-2130

EL-2131

Leiter from Katherine
Bennelt, Pharm,D, Division
of Drug Risk Evaluation re:
Two-year Post-Marketing
Review of Olanzapine

Review and Evaluation of
Clinical Data re:
Antipsychotics association
with OM
Review and Evaluation of
Clinical Data Completed by
Gcrard Boehm re: Zyprexa
and other Antipsychotics
association with DM ­
Relying on two
epidemiological studies, re­
analysis of blood glucose
data
Review and Evaluation of
Clinical Data Completed by
Gerard Boehm re: Zyprexa
association with OM
Review and Evaluation of
Clinical Data re:
Antipsychotics association
with OM
Review of Clinical Data by
Gerard Boehm re: Lilly re.­
analysis of data pertaining
to blood glucose

FDACDEROOl147
FDACDEROOl170

FDACDEROO 1771
FDACDEROOI784

FDACDEROO2l54
FDACDEROO2168

FDACDER002169
FDACDER002182

FDACDBROO2189
FDACDEROO220 I

FDACDER002506
FDACDEROO2508

Case No. 3AN.Q6..S630 CI
Page 7 of II
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Andrew
Russel

Consult-

EL-2l32

EL-2133

E[...2731

EL-2732

E[...2737

E1..-3068

Review of Clinical Data by
Gerard Boehm re: review of
spontaneous reports glucose
d re lation
INDA Review re: Published
studies of the relationship
between atypical
antipsychotics . and
diabeteslh r mia
Paul Andreason Review and
Evaluation of clinical data
recommending approval of
Z rexa for schizo hrenia
Gerard Boehm's review of
Dr. Mosholder's 06125/03
Literature Review on the
relationship between
atypicaJs and glucose
abnormalities
Memo, From:
Mosholder, To:
Katz, Subject:
,Literature review
concerning the issue of
diabetes
mellitus/hyperglycemia
associated with the atypical
anti s chotic dru s
Gerard Boehm, FDA review
of Clinical Data regarding
anti typical antipsycbotics
and diabeteslh I emia

FDACDEROO2509
FDACDEROO2517

FDACDER003158
FDACDEROO3l70

FDACDEROOO247
FDACDER000449

FDACDEROO2701
FDACDEROO2705

FDACDER002534
FDACDER00255J

FDACDEROO3158
FDACDEROO3170

These documents comprise various internal FDA memos bearing what appear to

be FDA bates stamps and were purportedly obtained by Lilly through a Freedom of
P6LOMA" OMLANSKY

"SANDIlU
jOOLmEST

POU.mFlDOll;
Al'ICHOMOIl. A

99.101
TIlL: goo,m.3':J8
PAX: 5I07,~74.0819

Plaintiff's Objections to Defendant's Exhibits
Stare ofAlaska v. Eli Lilly and Compcmy

Case No. 3AN~-S630 CI
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Infonnation Act request The memos review and evaluate clinical data provided to FDA

by LiUy and other drug manufacturers, adverse event reports to the agency by Lilly and

other third parties and published medical literature regarding Zyprexa and other atypical

antipsychotic drugs. Even assuming that the documents are authentic they are clearly

inadmissible as hearsay and since they purport to describe and evaluate other documents,

they are riddled with hearsay within hearsay. Alaska R Evid. 805; Snyder Y. Foole, 822

P.2d 1353, 1360 (Alaska 1991). Moreover, there is nothing on the face of these

documents nor any other evidence the Stale is aware of demonstrating that these internal

FDA documents were provided by the agency to LiUy prior to this litigation and thus they

would not be admissible as notice to Lilly or evidence of its stale of mind.

IV. FDA CORRESPONDENCE WITH JANSSEN PHARMACEUTICAL

These exhibits, copies of which accompany these objections in Exhibit D hereto,

include:

EL-2113

04119/04 Letter from FDA re:
Risperdal 1111 0/03 Dear Healthcare
Provider (HCP) Letter (letter
aUache

ZYMSCOOO290
ZYMSCOO0297

EL-3795

FDA 4119/04 Warning Letter to
Janssen Pharmaceutica, Inc., al
http://www.fda.gov/Cder/warnl2004/
12195Ris erda!. df

Publicly
docwnenl

available

F8lDMAH o.v.N.SKY

&: SAND!!U
LSTllOET

Fou.'T)(t-~

ANCHOUOB, AK
mol

Tm.: SlO7.272.3m
FAX.907174.08lP

Plaintifr. Objections to Defendant'. Exhibit.
S/at. ofAlruka v. Eli Lilly and Company

Ca.e No. 3AN-l!6·5630 Cl
Page 9 of 11
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These exhibits are both copies of an April 19, 2004 letler from FDA to Janssen

Pharmaceutica asserting that a November 10, 2003 letter from Janssen to Healthcare

Providers made false or misleading statements in that it claimed that Risperdal, another

atypical antipsychotic drug, was not associated with an increased risk of diabetes when

compared to patients treated with conventional antipsychotics and that Risperdal was

associaled with a lower risk of diabeles than some other atypical antipsychotics. The

State submits that evidence purporting to demonstrate that another drug company made

false or misleading statements about the safety of its drug is not relevant or admissible on

the issues relating to whether Lilly is liable for its conduct regarding Zyprexa.

For the foregoing reasons, the Plaintiff objects to the Defendant's Exhibits listed

above.

DATED this /.!;. day of February, 2008.

FELDMAN ORLANSKY & SANDERS
Counselfor Plaintiff

BY---;;;-,~~--;:;-:--;- _
Eric T. Sanders
AK Bar 0.7510085

FBl.QMAN OILAHSKY
& $AHDBLS

j()()LST>JlIlr
PoURTH PLooa

ANClfOMOft. AK
99'01

=l107.21l.3m
FAX: 907 274.0119

Plaintiff's Objections to Defendant', Exlubll.
Slale ofAtaska v. E/I Wiy and COlllpa1lY Case o. 3AN~S630 CI

Page 100fl\
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GARRETSON & STEELE
Matthew L. Garretson
Joseph W. Steele
David C. Biggs
5664 South Green Street
Salt Lake City, UT 84123
(801) 266-0999
Counselfor Plaintiff

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

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

FIBICH HAMPTON & LEEBRON
Kenneth T. Fibich
1401McKinney, Suite 1800
HoustOD, Texas 77010
(713) 751-0025
Counselfor Plaintiff

Certificate of Service
I hereby certify that a true and correct copy of
PlaintifPs Objections to Defendant's Exhibits
was served by messenger on:

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

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

::pe~
Date ~~

FaDMAN ()tl;l,.ANSKY

&'SAHDMS
XX)LSTam

rouanl P\.OOl
ANClfOAAOl!. K

99lO'
TIlL. P07111.J$3I
F"",: 907'274.0819

Pl.ill,ifr. ObjecuollS '0 Dcfeoda.'ll" Exlublls
Srar ofAI""Im v. Eli Litly and Company

Case 0 3AN-{l6-S630 CI
Page 11 ofll



case 1:04_md-01596-JBW-RLM DocumenI1154-7 Flied 02112J2007 "- 2 of 53

IN THE UNITED STATES DISTRJCf COURT
FOR TJB EASTERN DIS11UCf 01' NEW YORK

IN JUt ZYPREXA PRODUCfS
LIABILITY UTIGAllON

THIS J)()CUMVlT.RELATES TO:

ALLAC110NS

MOL DOCKET No.

EXPERT WITNESS REPoRT AND DECLARATION
OF J!'RE!lERICK BRANCAll. MD. MUS

" Frederick BnacaU, 1'fD>. MlIS. hereby ,U1'e .. follow.:

BACKGROUND AND OUAl.mCA110NS

I. t am I Professor ofM~lclne at the Johns Hopkins University School ofMcdicinc, the

. Di!""tor of the Division ofGcomllntemot Medicine."d hold aJoint ~iQtmcnt in

E"pidemioJogy in the Johns Hopkln~ Univ"!'lty BI~b<TgSchool of Public Health in

Ba~imore, Maryland. My.. business addms i. Welch Cen~ for I'rev<ntion,

Epidemiology. and ClinlcallleSQlCh Johns Hopkins Medical In.sIitwons 2024 East

Monument SlTeel. Sui.t 2-619. Bahintexe, Maryland 2120S.

2. EduealioD & TniDIDe -In 1981 I was awuded. B.A.• In Biochemical Sciences from

Harvard Uni.....ity. Cambrid.e. MA. IJ1Idultin& M_ cum laude. In 19&5 I was

awarded my M.D. from the Columbia University CoDege of Pbyslc:lans a: SlJrICODS,

New Vorl<. NY. From 1985 to 19891 was an Intem.luniorResldem, Senior Resident.

then ChiefRe.ident in Intemal Medicine It the UoivtJSity ofPittsbuflh MedlcaJ center.

Pinsburg/l. PA. From 1919 until 1m I served a. a Post-doctoral Fellow in General

Zyprexa Plaintiffs Exhibit 10127
Page 10f 33
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Inianal Medicine, II the lc1uls Hopkins Un;ven;1y S<:bool ofMedicine in BoItimoR,

MD. l.-tved my MHS in EpidcmI<>Iocy !tom' die 1_ HopkiDI Unlvashy

BlooJDberI SChool ofHYJicDe It. PubIlc HcoIIb 1992-

3. Acad';"lc Appol.......-ln Imljoincd the: Core faculty, _the: Welch CcnIcr for

Prevention. Epidemio!olY, IIld Clinical Rcsoarch a' the: 10110$ Hopkins University

School ofMedic.... From 1m untlll993 I was an IlISlril<toI'ofMedicine althe 1_

Hoj>kins University School of Medicine and liom 1993 untll\9981 was an Assillallt

Professor of Medicine It. Epidemiology. From 1998 until 2003 I was an Associate

Professor ofMedicine 8< Epidemiology and theloMs Hopkins Univenlty and in 2003 I

- -

became. fuji Professor ofMcdicine cI:: Epidemiology aI the Johns Hopkins University.

In 2004 was become Dir<clOl"ofthe Division ofG....ral Intanal Medicine at the lohns

Hopkins University, Bahimore.

4. Il0o.." c.rtmca_ - In 1989 I became boon! CCT1ified by the AmeriClf) .Board of

Internal Medicine,

S. SoCiely M...~bipi- I am a member of the American College of Physicians, the

Society ofGen~l Jn~aJMedicine: the American Diabetes Assoeiation-Council on

Epidemiology '" Biosu'istics, and 1am a Fellow orthe Nonh American Association lOr

the StudY of O\>e<ity

,. Editori.l BOIIrdsIPecr Rniewer for ICieRtJfic jou..... - In 2001 I was seleded to

join the cdhorial boord. ofDbe_ Manage"",,,, end Obuily Ja"arch.\ am CIlmontly a

peer reviewer for the following medicaljownols: A_rlcan JoW'PlQ/ olEpkkmloJogy,

JAMA, DU:lbcru Can, JOJI7TIG1 01 G<nuoI /",.nroI Medlebw. DiDb.ru, XidMy

IntemoliooDl, Medicine. AnnoI.r of/",emmMedicine, New £>wI"""Joumal ofModiciJw,

2

Page 2 of 33
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Circulation, JoIU7lOl ofInvutlpttw IMdklN. and~C"..

7. NalioaaJ Acmoo", Co...ltt... " Rmew C......", - A selective listing of""""" ofthe

pertinent National Advisory Commitleeo ODd Review Groups ofwhich 1 ..... or..... a
member includeo the followinc:

A. 1994-96: eo-<:hair, Screening and Eligibility Commill.De, Diabetes
Prevention PtoKIVft, NllionailnstilUle of Diabetes andDi~ aDd JGdney
(NlDDK)

B. 1997-2000: Chair, _ing and Eligibility Commillce, Diabetes
Prevention Progrom. (NIDDK).

C, 1998: Special Reviewer, NJDDK Subcommittee B

D. 1999-200 I: Chair, PlwmlCOlogic Intervention Committee, Look AHEAD
Trial,NJDDK

E. J999'p~t: Member, ConIiovascular and Sleep Epidemiology (CASE,
fonnerly EOCI and ECD), NIH.

F. 2000 Member, National Panel on Vitamin E and Diabetes Complications,
NJDDK

C. ~~~~ Chair, PTo1ocol Oversight Conunlnee, LOok AHEAD TmJ,

H. 2002-04 Member. NDl)onal Practice Guidelines Panel, American
Diabetes Association

I. 2006 Co-Olair, Symposium on PlJblic Health Approeches to
Preventing Type 2 Diabeleo, CDC

J. 2006 Member, Planning Conunittce, Symposium on Preveolion of
Type 2 Diabetes, NIDDK

8. CONSULTANTSHIPS - J have been, or am, a oonsullalll to the followint

projecUlentities,

A. 1993 Guide (0 ClInian Prcwrtliw S~rYbs. U.s. Preventive
Services Ta. Force

Page 3 of 33



1999 Genetic epidemiology oftype 2 diol></U and related conditio..

9. Selected Abstroeu. Lect.... ud ProseDtalioDi -

Page 4 of 33

ConsulllUlt on Diabelcs Epidemiology. Novartis

Consuham on Diabc1cs Epidemiology. PflZCf

Consulcan. on Disease MaMgCtnen~Hcaltbways

u.s. Deputm.... ofDefense, GulfW... Syndrome Pr<>ject

Consu1.....t on Ouccomes Rcse8rdI in Diobctes, MEDTAP
JII1cmaIiolW

CoMUllan1 on PharmacoepidemioJoey. Hocchst Marion
Roussel.

G. 2003-p<esent

B. 1996

1995 Methodologil: 1..../1" in tho epidemiology ofdiabetic noplvopollry
Amerk:an Diabetes AssociatJon. Councils on Epidemiology &:
Bio5UIdSlks and on Complications. Joint Symposium on Diabetic
Nep/lropathy. Atlanta. GA.
Sponsored by the American Diabel.. Association

D. 1997-98

C. 1996--97

1997 N...I Tukfoclo,",fOT type 2 dloln,..
Grand Rounds, Division ofEndocrinology. U ofMiryland,
Baltimore, MD
Sponsored by the Univmity ofMiryland

1998 Epidemiology andprnentlon qftype J d/Db.,...: An uptiQle
McdJeal Grand Rounds, Hoplcins-Bayview Medieal Centet.
Ballimon:. MD
Sponsored by HOpkins-Bayview Depar1mcnt of Medicine

Eo 2000

1'. 2001

1992 Epidemiology ofdiQheJlc en4-stQgo ,..ntJ/ diseQSe
elinice} Epidemiology Seminar, University of Pennsylvani~

Philadelphia, PA.
SpoJUOrCd by the Univmity ofPennsylvania

1993 Epitlemiology oftype J dlolnt...
. ------ - --Medicsl Gnond Round.. The Williamsport Hospital, Williamsport,

PA.
Sponsored by tho Williamsport Hospital

ea.. 1:04-md-01S96-JBW-RLM Document 1154-7 Fi1ed02112J2007 P_ SolS3
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Diabclco Resca<dt Symposium, Univ=ily ofMaryland,
Baltimore. MD.
Sponsored by the: Univenity of Maryland

2000 Eme'1lI"ll risJ<foaorsfor typ< 2 dk1bc'u
Media" Grone! Rounds, Mc.IIaIl University School ofMedicine.
Huntingtion, wv.
Sponsored by Ibe M......II Univenity School of Medicine

2000 AdipolityON!,.}DJ.dccndi,1onsas rukfoct<>nfor typ< 2 dk1bc'u
Obesity and Dilbclco Resean:Il Symposium. Unlvenlty of
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12. The bases for my opin;ons derive from my cducalion, tninina,. ·cxperimce. my

knowledge and review ofpUblished sc~ntifio and mediullitcnture.

]3. My opinions arc subject to fUr1hcr refinement in light of the continuing medical and

scientific study, UJd the eontinulnS review ofdisoovery produced iii Ofl-S~UtigatiO.L

J4. ne obJecHvC' of this Rulc26 repon is to provide on opinion on the epidemiology of

diabetes mellitus, especially as it relates to the incidence and prevalcnco of diabetes

mellitus in the population of Jl'Ilicnts using the atypical antipsychotic agents and,

spcclficaJJy,oJanzapinc.

A. Mtlltod: The me1hod, utilized in the review arc thox typically used in the

preparation, drafting and writing of a review article 10 be submillCd for pocr

review.

B. OplnioD: It is my opinJon, hek! to • reasonablc::degrec ofmc::dical cc:rta.inty, tbU

exposure 10 olanzapine exposes Jl'IllcnlSlO an inc'- risk of1hc development

of diabe1e. melll1us; over and .hove tile risk Irth"",n. in boob 1hc general

populallon and 10 .be population of pa1Ieqts prescn'bcd 1hc arypi<aI

7
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IlIlipoycbolies•• c....

INTRODUCTION

15. I hold the following opinions 10. reuonalJlcde~ ofmedi<:al certainty:

A. Tl>e availoble peer....,.iewed sci<nlffic evidence derncnlllmeS that Zypmuo and •

number of0lheT onripsycholic mcdicaliofts ...usoc_ willi .. incras<d risk

oflJ'pC 2 dlabete..

B. The propensily of individual atypicol antipsycllo<ic agents 10 cause _igbt pill

(clozapine, olanupine > risperidon.. queti...... > ariplprau>Ie, zj_idoae)

appcaTS to mi_lheir rislc for glucose dysn:gubtion and IJ'pC 2 diM>etes.

Dl.bcta MdUt••

J6. Dilbe1cs mellitu. (to be referred to as Ofdiabclc.s" in this document) encompasses a

number of di,ease proccaca thot result jn hy~g~i.a_,lon8 with many other

complication.. Insulin is the primary hormone responsible of Btucose uptake in the

Iissuc::softhe body; aJ. rcsuh ofnormaJ insulin secretion and normal action ofinsuJiD It

lIssues, nonnlll glucose level, are mlintaincd. 1be criteria for the diagnosis ofdiabeces

110m the National Diabetes 0.11 Group and the World Health Orvanl2lltion ""' IS

follows: a f..ung pla=a glucooeo~ 126 mgfd!.., JYl1lpcorna ofdlabeus with a random

plumaglucose of~ 200 mild!.., or a two-hour plasma gluCOOl oh 200 mgfdl. duri.. a

gluoose 101c_.. 1CSI. In general. the diagnosis should be oonfinned on anolher

occasion.Thenl"", a variety oflypesofdiabetes, and broodly,the IWOCltelloOes usually

consi<lct<d ""' I)'pe I and type 2 diaberes. Type 1 diabetes, usually d""'" in

children, Is caused by the aUluimmune destnlCllon of bell cells (the cells that make

insulin) ofthe pancn:as which Icads \0 a tack onnsulin. Type 2 dioberea, ....ally.- in
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oduhs, _ I 1""'1' ofd_wllich sboJe ill _ I mlxlun of _liII

rai_ (.be inIblIlIy of insulin 10 ruaotioo in the body', .i_>. - ocII

dysl\mCtiOll.1IId Incrased glllCOlC produ<:tion'. Type 2dia_ is the type ofdJ.bcla

primarily c:IiJewocd ill this docUnletIL

Pml_ ...d _orDiabeta

17. HIstoric Trudo - The prevolenceoftypc 2dilbeles huonly been incrasing .incelbc

1950> u -.. &om the Nitillllll H<IIth I--..icw Survey'. This inc:reuc his ...... born

001' repcotedly. For' exampled, dote from the BchlViorol Risk FIClOr Survcillonc:c

System, I sc:lf.repor1tolephonc survoy, tho prcv,lonctofdilbetes in the Uni1ed StaleS in

2000 _7.3%', Ind by 2001. the prevoltllCt ofdiobeles in the United S........... 7.9%'

n.- is I lorge burden ofdllbctes globolly IS woll with tSlimotes that the w_ide

provllon.. of dilbctes will.intft8so from 2.&% in 2000 to 4.4% by 2030 with 366

million people suffering &om dilbotts.'

18. DltT........ by 19o,lU, ncel.'hlirity - Asovidonc:od by dIIa'from thoThh-d NIIIionIl

Hoohh end Nutrition EXlminllion Survey, 1988-1994, tho JftVllooco of diobotcs

incru.scs with age and is higher in ~Hispank: blacks and Me)Ctean-Ameri<:ans when

compared to thlt of non·Hisponic whi...•. These findings ....... ochood by onaIysis of

dl" from tho Nltionl) H..lth end Nutrilion Exominltion Survey, 1999-2OlJ2Z. Tho tmld

ofincreasing pRvalence ordi.bdes overtime was seen on comparins the data col1ecl:ion

tiom 1988-1994 to thot of 1999-2002. Study of tho Notionol Htllth Interview Survey

(1984-2000) reve.1ed I high.. lifetime risk ofdiohcles omong women end Hispanicsl.

The Athawelcrosis Risk in Communiticc study of middk....ed subjects without

diabetes found on incroosod lacidonce of diabetes in Afiicon Amoricon venus wlUte

---------_.' --------
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poni<;i"",,1S with 9years offollow-up; ill portic;ular, Afiican Amcricon WOIIIalIClCmod to

be at hlibcr riJI: for the ckvclopmcnl of diabetes when compon:d 10 while~.

Finally, recent cstimoles from the Centers for Di>cuc Control c>1imatc \bot 9.6% of

those oklcr than 20 yean ofage haYe diabetes while 20.9% ofthoso: greater \bon 60 yellS

ofaae have diabetes. In addition, the prevalence ofdiabe1tJ is appoximlkly 2% hi8J>c:r

in men. The: pn:vaJcncc ofdiabetes in those over 20 yean oflie WIIS ...in shown to

vary by l1lwethnicity: 15.1% in American IndiansiAlasb Natives, 13.3% in non­

Hispanic: bl""ks, 9.5% in Hisponlc/Latino Americans. ..d 8.7% in oon-Hisponic:

whites"'.

CompiutioDi or DiabetellPltblic Heel... B.rdn

.9. Excess mortality and morbidity and as I result. excess cost arc associated with diabetes.

n81 sis ofda.. from NJlional Hcallh and Nutrition ~~nation Survey II (I 97G-1 978)

revealed. population attributable risk ofdeath in the setrine of. diagnosis ofdiabetcs of

3.6~. A retrospective analysi. ofMedicare claims 0_ a 5-year period (1994-1999)

estimated the mortality rate ofseniors with diabetes to be 100.211000 penon)'9J'S versus

60.611000 person years in seniors without diabetesU. AdditionaJly. a populI' ion.based

longitudinal S1Udy from J970-1994 revealed th.. allhough a1k:ause mortality ...... have

decreased overall, patients with diabetes have nor expe:rienccd the same maenitudc: of

decrease in mortality, and the mortaUty bunlen associated with diabetes has IlClUaIIy

increas..r>. In the year 2002, il was eslimMed thal per capita medical expenditures we<:

SJ 3,243 for people wilb diabe.e. venus $2,560 for people witboul diabetes; aflcr

adjustment. medicaJ ~xpendituru for diabetics were -2.4 lima tNt of nondiabeticsU.

20.DiabelC$ is "lOCi.ted with a multitude of macrovasc:ular and microvUC\llar

10
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complications wbicll COIlIn_ 10 ...,... morbidily. --~

comprise the compr--.-=by _Jaosis of modiam IIId ....

uurics; !he ellnicalenli1ies__CXIIllIWY_d_wblchcon1Ad1O~

infarcljon, Ischemic slJOke, ond paipbenl oneriaI _ which con ..-ll>ullo to

pnpene. Microlluculor complications consisl ofdisease ond dyslln:don of IIMIIcr

vascls of the anmaJ eimllotlon, tI1eriolos ond copillaries. IIId related _.

Clinical cnlhies includc diabetic n:IInopelhy w111ch COlI lead 10 blindlioos. cIiabeIIc:

ncphropothy which .... be complicoled by cnd-_ rcnoJ dixaK, ond diobc&

neuropathy which con contn'bule 10 gansrene. The slgnifJCOnCe ofthese compIicotioDs

wo. UIus\JO\Cd by report ofdiobctes-relatedcomplications (Ficure I) in 1996of131,395

diabetic Medican: bencfieiori.,.JJ.

-11C~e.Ic.H..nDianM_· .• .__

21. It is welkslablishcd that diabelcs i. a I\IOnB risk faclor for i5chcmic hcan discax")

defined as hearI disease caused by ather"",lcrosis of the 8!teries providlna the blood

suwly 10 the hearI. In addl.ion, coronary ancry di..... associated with diabcies can be

more JeYcre in part because of the frequent involvement of distal portions of the

coronary aJ1cries making therapies such IS corQCW)! IU"lay bypass gFlftina more

dirrtCull. In foct. • diagnosis of diabetes is consktc:red to be equiva&eot to having

_ry OIIcry disease when eslimalinB choleslcnll pis for hypercholem:rolemia as

many cardiovascular disc:ax risk faClOTS such as .Ievaled blood p<asun:. low hish.

density lipoprotein (HDL) cholCSlcn>lleve1s, eIeva.ed triaJycoride levels, ond impaired

glucose .olerance pr<dic. the dlagoosis ofdiabeles as well (need evIdcncc Ifusing Ibis,

have SCdIand S.udy·Diabclcs c.rc 2oo5;2B(7): I 5B8-91, NCEP CUideUnn, fjnnisll

II
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study-Diabetes Core 2005;28(12):2901-7.).

22. There is evldcn<:e that Ibors ofdeolh fiomccronary heart _ in a diabetle poIical

with no previous history of myooanlial infuaioo is similar to that of a pelienl with a

history ofprior myocardial Inlllrctlon; In addition,the: riJl< ofdeath from coronary heart

di_ is much hiaJ>er In patients with both diabetes and a history ofprior myocardial

Infarct;ooll. This association between death from Ischemic heart disease and diabetes is

....bli.hed both in men and women. 0... ftom men In the Physicians Health Study

.howed that risk ofdeath liom coronary heart disease was incrased with a Jln'Vlous

diagnosis ofdiabetes (without a previous diagnosis of.coronary heart disease) and that

there was in panicular, an excess of risk associated with • previous diagnosis of both

coronary heart disease and diabefeS'J. AnaJoe~us resuks wen: found In the Nunes'

- -Health Study. a SlUdyJlff<malUlurseS:. histoyy.m:~iaJ>et .. was found to be associated

with. higherrisltofdeath from coron.ry heart dis...... and the group wlth both diabetes

and known coron!")' heart disease had the highest risk of death from coronary heart

di..ase!'. A compute.ion ofadjusted sunvnaryodds r.tios for death from coronary heart

disouc due to diabetes revealed oodiJferenee by sex.: the odds ntio for men wu 2.3 aDd

for women wu 2.~.

13. In addition. while .11-<:0... morulity.nd morulily from heart and ischemic heart disease

is dcc:reasing foe- the Unites States population as a whole., it appears that aJl~use

morulily amons dl.betic. has not changed significantlY".

Bnn F.ih.rc

14. Diabetes b .ssociated with development ofheart failure and worse outcomes associated

with heart failure. This wu well established with tbe Framineham Study". for

12
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example, analysi, ofa sample .fMedicare el.ims lIJJlOIlg diabetics fiom 1994-1999

revealed 8 ~.Icnce .fheart f.iJure of22.3~ in 1994, an ~idcDc:e rllE.f 12.61100

pcrson-y~a.... ond. monalily ..1e .f32.7Il 00 person-yean (versUs 3.7/100 pcnoII-ycllII

in tl.ose with di.beles without heart failuref'. A srudy of hem failure patients i.

Olmsted County revealed en increasing prevalence of diabetes as well and diminished

survival rates among di.belics (3m) vcrs., nandi.belies (46~jD._,diabetes

is associated with an increased risk ofnonischemic idiopathic cardiomyopathyZi.

Stroke

25. Al least since 1979 with public:.ation of the Framingham study J'eSultsH
, it has been

accepted that di.bct~s Increases the risk ofstroke. A rcc:cnt meta..analysis eonfinns the

assoc:iation of between chronic hypcrslycemia and cardiovuculu. disease (incJudins

~ - -stroke);.-subcroup analysis of stroke reve.aled an increased risk of stroke with chronic

hyperalyccmia as w<:11". In the H.nolulu Heart Program, jt was found that even aJuoosc

inlolC1lU1CC in addition to diabetes incrcaxs the risk oftlvomboembolie stroke.a&! It hu

even been postulated tha. diabetes should be considered a risk equivalent for moIce. In

the Women', PoolinC Projecl looking at 27.269 women. over C.3 years 23C _

deaths we~ seen; a history of 5tfOkc and • history of diabetes without woke were

associated willi similar risks with n:spcct to ratal strokeD-. Additionally, in the

Atberoscktosis Risk in Communities Study. on compuisoD ofnondiabetic panicipurts

with a histol)' .rmyocardial inr_ion with diabolic> without a history .fmyocardial

infirdi.n, nondl.belie, hod • hl&h<r risk of cardiovascular even" but thal suoka risk

was the same In both groups.a

13
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Chroale Xld.~DiIaR

16. Quonic kidneyd_ is .US1lincd klclncy _ one! i.cmsorized byd11f_1neb

mainlY' lICCOIdlng 10 the glomerular fi_ioo rale. Diabelcs io known 10 a

. predl<:\llble, progresolve dlseue of the k1~ which leads 10 encI-Il8gc rmal cr......

(<:bronlckid~ dlseue lhat nece..i1ates dialysio)". In the United States, dI8betco isdle

number one cause ofend-Slage renal dl..... and io RSpOnSible for~ highesl number of

CUCI Rquiring new dialysis as wei.... "prospectJve study lool<ed .. the ll<:1IiaI.,..,...of

cnd-suae renal disease IUributable 10 diabclcs and found thal.he ",lalive rbk ofend­

stage renal disease Imong diabeties versus nandlabelies was 11.~. Chronic kidney

di..... from diabelcs causco alburninuril (exc:n:tion ohlbumln In lhe urine), and this Is

associa.ed with in.reucd mortaUty'>. Moreover: the risk~i_ with development

of ohmni. kidney In \he setlina of diabc~ is hi h hted by a prospecth.e study of

1.,120.295 diabetics and noodiabctics followcd OveT an IVC11lIlcof2.8'I yars: Compan:d

10 having normal ki~ fUnc:tion, any degree ofchronk: kidney dl..... was IlSSOCta.ed

with an incn:osed risk ofdeath. canliovucular events, and hospitallzmionU. A study of

mortality with kldn~ disease in diabetics specifically revealed that cardiovascular death

rates ore higher in diabelk:> with kidn~ disease and that risk of cardiovascular death

increases with~ionofkl~d~.

Periphe.nl Vastular Dlaeue/J)labeUt NnroplthylGlncrme

27. Dilbetes predisposes 10 peripheral arterial disease (discascofmodium.o large arteries

excluding ahat ofthe arteries supplying the braio and heart) and a periphem ocuropalhy.

This combination of poor blood flow with arterial diSCllSe and Ioos or sensation

OS5OCi.t.ed with nWropilhy contributes to the lower extremity compliallions associated
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will> diobe1cs. J);obet.. i. the number coUSC of nor>-troUmOtic lower extremity

ompuoatton'l. A Iorac mrospc<livc cobort stlIdy foulld OIl incideDc:e of2% per)'COl" of

foot uJeen omong diobctio'j lIJ'P'Oxi......IyI"~ of those who clcveloped f_ ulcers

underwenl omputolion. Palcnu cliojplo!<d-witb fOOl ..ken incurred c:onsidenble c:oIb

when c:ompared 10 1hc:1r dlobetlo ""U1ncrpor1S withoul fOOl ulcea". Apin, os mentioned

oho.e, do.. from I melII....alysism-..led llllinoreosed risltofpcriphctolarterialdiscase

with chronic hypcrglyoemio".

Vltlo. Lou

18. Diabetes is associated with retinopathy, glaucoma. and ca&aracts whk:h can all lead to

blindess. Diabetic retinopethy involyes disease ofthe sma)) blood vessels ofthe retina.

The mljority of patients with diabcles for peater than I' yean will bl.e evidenc:e of

diabetic retinopathy. and diabctic retinoPAthy is the main cause ofnew cases ofblindness

in patients between the ag.. of2~and 74". It is thoughl!hol diohetk:~y causes

between 12.000 and 24.000 OI$es ofblindness each year>2. Do.. fran 2002-2004 from

. the Multi-Ethnic Study ofAtherosclerosis la'CIJed I ptn"Ilen<:c: ofdlabcti<: ~inopot!ly

of33.2% with on ele'Oled prevalence in blocb and Hisponlcs and I _ ....vaJence in

whiles and Chine~.

19. Diabetes is associated with increased mortality from cancer. A hqc prospective study

.fmen anclwomen from 19&2-1991 10 evaluatec:anc:er mortality associated withdi....

lhallbenl wos an inc",..ed mortality rate &om cancer ofthe liver, poncn:os, bladder. and

colon in dilbetk: men and pencreu, colon.. and breast in diabetic wornenU. Diabetes is

spcc:lfiully I....,ilted will> 0 dlagnoois of panaeatio cancer.... ~lulor

IS
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well.

31. Pbyol... JaadiYiOy • A longitudinal study of heoldl probsiooals JCVeaIcd - nat

without obesity or Olher confounden, pIIysicll iMctivity ill IIseIf meaunod by TV

wetGhing was associated wilh an incrased risk ofdiagnos;s ofdiabetes during faltow..

upSI. In 0 stUdy ofpllysicians, incrcoKd inlensity ofphysicalllCtivlty 'OIlS showa to be

ossocialcd witll 0 decraosed incidence ofdiabetes IS well'l. The Nurses' He.Ith Study, a

S1udy ofwomen, oonfumed thol scdenWy behavi... is associated with a new diagnools0(

diabetes ond tIlat increucd activity can decrnse the ossoeiated risI< ofdiabelcs'2.

Page 180153

33. Stud;'" of tile primary pn:ven'ion oftypc 2 diabeles in Sllbjecls witll devoted gI_

C- in the diabelie-""'ie)-fw1he<.oevelIl that Ihe aforementioned rUt fOClOn are

relevan.'o lbe development of diobetes. In 1997, results from the Do Qina IGT 0IlCI

D10betes Study were published ond showed that both diet 11M! exercise ........ 1IS>OCiatcd

with. cumu.hl1ivc il'Kidcnc:c of diabetes that was approximately 20% 10'lWT when

compared to lhose. receiving conventional care ClQ. In 1999, the Fmnish Diabetes

l'revcntlon Study Group 01", showed tim diet 11M! welg!ll loss could decrease !be

Incklenoeofdiabetes". In 2001, results from tile Nunes Health Study showed tIlal body

mISS index _ actually probebly tile mos1 important predieto< iD !he development of

diabe'es in womenQ
, In 2002, tile Diabet.. l'rev_ Prosram. 0 definitive, 1arIe

"",_or rmdom1z,cd ""'Irolled trial, revealed that portic:;panu wid> impairaIaluc:ose

tolerance ClCpc:rlenecd • )ower Incidence ordie.bctes with intensive exercise and 'W'eieht

loss rClimcns ascom~ 10 tho5e who rc«ivcd standmJ coun.selins or e'\'eI\ in those

Case 1:04·m<Ul1596-J8W-RlM
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who received mctfannin, an oral mediclliOll used to lr<4t d..-.'l. These resulls ......

com>bor8.ed Igllo 10 2llO' by I trial studying Jlponc:x lll<1l with impoir<d glu<:ooe

tolcnnce which showed I decrease In the incidence of dilbetes with an in_lYe

inlctVention limed II dielory medlf_ioas. III illCT.... ln physk:al a<:Iivily, oad wei&ht

loss when compomllO a <anVCDllonal reaimeD".

Va.1Jy HIstory

34. Family history is an independent risk foctor for diabetes. In 2003, a revi.... was

published 10 .vlluate the usefulne.u of family history as a public health lool In

Clxplorlng this IMue, it was found on review of cross·scctional studies, a case--con~1

study, and cohon srudieslblla report ofo family history,independenl ofother known

risk factors. confem:d. two to six times gTC81cr risk ofdiabetes when c:ompated totbose

without. famjly history of diabetes". If on. ld.ntlcaltwin has type 2 diabetes. it is

highly likely Ihal the othCT Identical twin will bave diabetes as w.I .... Th~ ';"""iation

with family hiSlOf)' may have to do with emetics and well as a shared environment.

GeDetia

35. It is accepted Ihlt there is • strong genetic component to type 2 diabetes mellitus. For

example, lb. prevllence of type 2 diabetes varies widely berween differenl

popul~tions'l. However, there is not simply one gene tnat causes diabetes; radler.

multiple gence, in addition to the environmen~ likely contribute to susoeptibility.8

Evidenoe for which specific genes involved is M:CUmulatinc 1M this time. Catqories of

lenca associICcd wilh type 2 diabetes include those which affect the bell cells of the

po.ncn:as and Ihose which ,freel the IClivity of insulin. Candidate GUsccplibility genes

affecti.. bela cell functiOll include.be followina:i" alucose lTansporter 2, alucokinase,

1&
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insulin, A11'-.....ithoe K+ cbonnds, insulin rwccplOr. mAlin JeCOI*lr - I,

pbospholnosltid. 3-kinac, hopIIlooytc nucl_ factor 1- oIld 4-.Jpbo, NElJRODI, ODd

calpain.IO. Spcc:iflC8lly, calpoln 10 has bccD found 10 be~ with~ ill

Mexican AmerIcaas;U this uooc:lation ...... also Jbown in Afiican A.-lcaas In tbc

Alborn",I""si. Risk In Communities St\Jdy one! in lOot, 1hc: population ~""""lerisk

fOl' bomozyaoDty of1hc: vvilnt assoclaled ....ilItdiabelcs was found 10be~ly

2S%.n Also, a meta.....ly.is of case. control studios in CaU<:aSiam to ov_ for

pmlisposi.ion to type 2 dlabeks with varillions in lWO I"'" _iog A11'-acnsitivo

K" channeb fouod that when compared to 1hc: ''normal" variant of!he KCNJ II acne. tbc

KCN)11 EK one! KK vmants were associated with a population attributable risk of

10.1%21: thus lher-c would be 10.1", _cases oftype 2 diabetcswillttbc pn:smccof

.._.only~alEE~. Then: arc multi~~didatc~~lbIl1tylmcswhic:b seem.

10 affect insulin sensitivity both direct'y and indirectly. h appears that PPARpnunII

variation may be associated with the stJ'Ollicst evidence atthls dme.H.Z1, Recently, dala

from the Diabeks Pn:vention Proararn. anaf~ioned snventlon trial, revealed 1hat

variation in th._pilon factor 7-lik. acne may ina...., the risk ofdiabetes; this risk

was diminished in the groups receivin& phlllm8COtherapy wiltJ mctformJlI and Ibe

i..en.ivelifeslyl. int......ion". Overall, specific dala for the genetics oftype 2 diabetes

ore .ccumul.tins; at this time. il appears lbal while the genetic aspect of diabetes is

impon..... a.nesic: pn:disposhion CIllUlOl accounl fOr 1hc: majority of diaboles as

population attributable risks for ",""ilic ...... have no! been ov......belmiQa.

btabUshed PbafllDaC'Olope RI.k Faden for Dbbdes

36. Cortic:osteJOld. - Corticooteroids have a myriad ofefTcets on diff......t bodily Ii.......

19
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They""' known.o Induce hyperalymnia tlvoush deco<osioI periphcnllissue-nivily

'0 insulin, in<Tasinc &1__ ptOduction in \he liver, and tlvouilh inhibition oe-oeD

production of insulin in1he~. The risk of initiation ofa modicatioo 10_

diabetes has been shown '0 be inc:_ in ,,"lielllS laking steroids when compemllO

pollenlS no< taking Sleroids, and Ibis effect"""""," 10 be incn:ascd with bicJ>cr doses of

steroids". While hypcrgly~ia fromSleroids is knowa 10 u.a-erislcofdiebdcs, \be

risk of. diagnosis ofdiabetes bas not bun often S11ldicd indcperJdcnlly. In allUdy of

elderly pollents in Canada, The risk ofdiabetes among ..... oforal corticosteroids .....

siglllfieantly bigher tban tIuot in \he oonlrOl~.

/L Highly-Active Anli~.lraJTh....py (HAARl) • HAARTand In panlcular,lhe

__~-",r:c.Ol"seInlhlbhors, Is associ!'1Cdwlth dj.be1e~,!,e1IItu", Thecauseofdl.t>eus

from these medications Is !housh' '0 be mulllfllClOri.l. with body habitus and

induction of insulin reslSWlOe by protease inhibit"" playllll • rol.... Early

stUdies found. high prevalenceof.bnormaI glucose homcossasis among potlero

on pro,ease InIliblt~. A role for nucleoside reverse transeriplaSe

InltibllOrS has been suggested oswell". A IlUdy ofan OllIpolienl clinic cobon on

HAART showed a hlp prevalence ofdiabetes; In addition, ponlclpantsexposed

'0 longer dumJOll of HAART were more IlI<ely 10 have cIiabdes"1. In \he

Women's Interagency HJV S.udy, • cohorl of women with HIV and_

withou' H1V bu••, hlgh-risk. participants OIl protease inhibitor lhenpy~

found 10 be • hi&her risk for self-<epon ofnew diagnosis ofdiabeles durina \he

ssudy foliow-up per;oetU. In \he Multlcenter AIDS Cohort SftIdy•• SlUdy of

20
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homosexual and bisexual men with and willJoat HJV. k was found lha1 Ibc

prevalence (14% Y"""5%) and incidence (4.7 versus IAper IOOpc:non-~)

of diabetCi were mucl> higher in subjecls with HIV on HAART IS cempon>d 10

HlV ..pti.. subjectslf. A few studies have _ DO -"* clfecI of

HAART on diabe<a """".11.
B. PcotamidJae - The usc ofpentamidine 10 treat PneumocystisjiroYeci pneumonia

(associated with AIDS) iaassociated with hyperglyoemia and the development of

dlabeles which may be ..'f-limit~. Initially. there may be low glucose

because: a lytic effect of pc:11tamidinc on the beta cells of the endocrine

panc=s".

38. OIlier DraC' - lbcre bas been conce:ro .bout thiazide diumics and beta~bIoc:JUne

edicatJons increasing the risk of diabetcs. A prospective analysis of elata from the

Atherosclerosis Risk. in Communities study showed DO.increase in the risk ofdi.betes

with thiazJdc dlurcl;cs and a small risk associated with bcta-blocken!'.

39. SecoDdery Prncatlon Tri.1s There arc multiple trials that addrea:s the question of

whether the complications ofdiabetes can be reduced or climinatod with medical care.

The Diabeles ConhOl and Complications Triarn studied the eff",ts of lighl glycemic

conhOl (with ITequent insulin administration) on the .ne... of the Iona-Ienn

compllcotions of rype I diabetes. Results Included that glycemic COlIIrOI could be

improved upon with lTequentlnsulln admlnistrallon and that this leada tn a decreasod

incidence ofmicrovaseul81 complications inc:ludilll diabetic retinopathy. nephropathy,

and neuropathy. Maerovasc:ular complJeatkms. Includina c:erdiovucular disease were

not affected in the initial study. However. a follow-up studY. the Epidemiology of

21
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Diobcle3 Interventions one! Complic:atloM SlUdy,"SF*" tho< the inlcnsM stY<cmic

control gToup &om the OCCT hod a _ riskof_.....I..compl~.

The United Kingdom I'rospe<tivc Oiobdos SlUdy olro found thol in type 2 diobeleKa,

tight glycemic control woo associated widl • _ risk of microvosculu

complications but n01 a sianific:ant dccrcae in mettOvucu_ complicaUons..II In the

Steno-2 Irlol, paticots ",iIb lJP" 2 di_ ond microalbuminuria ""'"' randoIIIi%cd to

rcc:civo conventional tbcnpy 0< mukif....,...l intcrui.olhcrapy (1!voush diet,. C1lCICiJc,

and medications) largaed at blood pIaSllR oonllO~ OOIItrol of dyslipidcrnia, and

glycemic control. Those in the inlensivc group cxpc:rtenecd _ k>wc:r na&c of

cardiovascular complications as welJ as microvascular complict~. AU of these

bials show that the compliCltlons of diabetes can be reduced by in\etlsivc trcatmc:nt;

ho~.eYcr. intensive therapy Is dlmeult to accomplish on • large scale., and even with the

benefits oflntensivc therapy. the risk ofthe complications associated with eli.beta: an:

only dec:_ by -'0% a' best.

ATYPICAL ANTIPSYOlOnCS AND DIABETES

40. Tho majority ofavailable peer-reviewed scientific ev1dencx demonstrates that ZYJl1'C"I

and a numbcrofother anlipsychotic medications are a.ssoc:iated wilhan Increased risk of

type 2 diabetes. This oonclusioo b supporled by evidena: Iiom case: studies, cae­

control and cross-.scctJonaJ studies. oohort studies and experimental studies.

EPJDEMlOLOGY

41. Ct•• R.oom The ~ity of paput supporting atypical llI1tipsycboljcs' role ill

inc:reasing diabetes risk ore c:asc: r<ports. M<n than filly case: rq>oI1S and case series

have been publbhed rqardine pa,lents wbo develop diabeltS 0< initiate atyplCOl

22
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antip>ychotic usc; the majority of thcoc cues developed type 2 diabclm·or~

ketoacidosis.10M" Most case reports have bc:cn in petients usia, either ckJzapine or

olanzaplnc. In many, dcvelopmclll and then improvement of hypcrclyccmla w..

IcmpOnllly ~Iated 10 tqInning and then ceasing m<djcollon.... Studies ba"" abo

shown that If treatmenl ~sumcs, hypagIycania qui.. oIlcu ~... Such·

challcnaeh<:challcnse evidence Is_Iy supports causal ~\IIionShlp. Rcpons ofcase

series from the FDA MedWatcb Drua SllIVeillance describe hyperalyceinia describe

hund~dsofcases ofhype'llycemia, new onset (or newly discovered) type 2 diabelcs,

and diabetic ke1oacidosis (either as the presentation of new diabetes or asw~

hyperalyecmia in palients with dl_ca) in paticnlstalcing &l}'Jlical antipsydlolics, with

clouplnethe most commonly cited, followcd by olllllZllp;ne, risPtridooe and guetiapinc

jlUl_Jn~

41. C..e:Coptrol.!td Crou.Stc1loDI' Studies five case control studies'64-'" and three

cross-sectional stodies'&1JI e:xuuinc the relation between atypicalantipsychotics and

type 2 diabetes diasllOSCS. Four OUI ofIi"" case-<:ontrol srudica showed an increased risk

nfdiabetes onset with atjlpical antipsychotic use. Guo et aI.'" round !hOlln an analysis

of 920 incident cases of diabetes In persons t.kins antipsychotics reJaIi~ to S828

aeneral population controls with neilherchanlcteristic, use ofclozopine (HR-7.0, 9S%

CI-I.7-21.9), risperidone(HR-3.4. 9S%CI-2.8-4.2), oIanzapine (H1l-3.2, 9S%Cl-2.7­

3.1) and quellapine (HR-I.I. 95% CI-I.4-2.4) ruulted i.1ncrused risk. KDnl" aI...•

porformed a nelled .... control IIudy i. which patients with scllimphrenlo and ineldent

diabetes were matched with 2696 controls.. In this study. olanupino users bel an

inc:noased ride ovu -..-.. ofantipsychotlco (Oll-S.'. 9S% CI-2.Q.16.1) and.-
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thoseloking typlcallllllpsychodcs (OR'"'I,Z, 9S%CJ-I.5-I2.2).

43. Cohort Slgd", Cohort studies show mixed resuhs. AI"" _lCCD oohort stuclica

have been publislled in which Ihe relllion be\WOCIIatypical aotipsyclJotics and diabetes

onset have been examined.In• IU Five (:Obort srudiesl 72, 17) I". , .... I. bnc found •

SUltisticany sill"iflalnt relationship be\WOCII atypical ontipsycIIOlic UK (reIIIlveto t>'J>k:-I

antipsy<:hotic use) and Ihe subseq....t risk ofnew oosct type 2 diabetes. For example, in

a pharmlCO-q>ldemiol08ic analysis ofa Veterans Administntioo dalabase, Lamben Cl

aI.'" fouod recent use ofotypical antipsycholics (relative 10 haloperidol) predicleclthe

subsequent occwrence ofncw diabetes elairns(o!anzapioe HR=I.64. 95% CI-I.22-2.19;

rispendone HR-I.60. 95'YoC1-1.19-2.14; quellopine HR-l.67. CI-I.OI-2.76). Patients

with schizophrenia were followed for Just over one year foHowing initiation of use.

farwell ot .1. 114 also found an incr~ risk oftype 2 diabetes amone olanzapine uscn

relative to those on phenothll1ines (OR-l·.9• .,.-0.03

44. Two c;ohon studies found an increased risk for diabetes in olanz.apine compared to

rispcridonc users.1M, lIS Four cohort studies found nodiffcrenoe bctweai conventional

and .typic.1 antipsychotic use, but did fmd \hot antipsychotic use resulled in increased

risk ovc:rthe aenc::ral popUI.tion.17'.IT7.Ilt.10 Two coNxt studies fOund no ioc:rased risk.

in diabetes onset botwccn tr}>i<:allf'ld atypk:al anti~ychotic:.s; no tc:st.inc rdltlvc 10 tbe

aenenl pOpUlotion was performed In \hese studies.IIl.ln Ooecobort S\lIdy indiCllledthal

high ilucose levels may occur more frequently in persons with schiwphrenia thaD the

a<nero _lotion and f""od no relationship between antipsychotic users and the

aencraI popularion aIIer .dj....ing for these risk fac1OrS.17
• Two other studies thai

examined the relationship between anlipI)'Chotic UIC and type 2 diabetes found that.

24
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among personswlthd_who,,",-'Y1Ok"'~iailiolionofinsulin

thentpy occumd _In the finl two yean of the dixue aad thoI _ alypical

antipsycholics (clozapinc, olon2llpine. lad queliopillc:) wae lIS>OCiaIed wi'" new-<lllJCl

g1uc:ole intolennce.1-' 111

45. bl!!d...,ato"Stadlg Mostly sm.l~ shorl·1mI1, <JqlCrimemaJ studies of Il)'PlcoI

Onlipsycholics meosUTCd oombinotions ofglucose IeYels, insulin levels. insulin teS-.ce
lad insulin .....itivily with vuyinc results. A prelpost study in wIlicll potienls _

schizophrenia received tlozapine showed increases In f.lstlni gtucose lad 2-Marglucose

tolc.r8nec ,eats without ehanSC in insulin resistance (by homeostasis model assessment)

or insuljn leveb."9 A randomized trial ofolanzlpine and ziprasidone showed. J'tODo.

significant in~rease in fasting glucose from pre to post within the oJan:z.apine crouP.ltO

. . -I:;indenmeyer Of 1lI.191 pcrfonned 0 14 wetlc double-blind randomized trial on 1S7 polients

with schizophrenia or schiz.oafTcetive disorder. Patients weTC. nndomly assianed to

tl<>Zapine, olanzopine, rispaidooe 0< haloperidol. The oulho.. found olo:nzapine .....

associoted with int1USCS in plumagl~ levels from baseline (91.7 rngfdlto 10S.5

mgldl, p<O.02.) R...enbother ...01. describe elevoted fosting glucose levcIs !ad

abnormal glut05C IOleronce tests in pali..... toking c10zapine but not those takin&

amisulpridc.l" SNdica with aripipnzole bave shown minima110 no increases in fiasting

blood glucose eomporcd to p~bo.'''''''

46. The 1arBc:sl eliolul bioi t<HlP.e measuring blood glucooewulhe Clioical Antipsythotie

Etfectlycocss Trilll (CAnE). The ai_inc ann tlCperiented • 13.7 mBidl mean

increase In glueos< eomporcd to qUetiapine (7.5), risperidoDC (6.6), perpbeoazine (S.4)

end z1prasldont (2.9); this was 001 ...tistlc:olly sicniflC!ll'. Results combined IiosIJng lad

------ ._-_. -------
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non-fOSllng blood samples. O\anz.opinc did ~",h in IWlor chonsa in 11)<:os)'­

h.moglobln (0.40%, p<O.OI) COIl1JlIRd 10 the alher'anti~ medications thoI

essentially bod nOI cllan&e (quetlapinc 0.04%, rispcridonc O.om, pcrphamzinc 0.09%,

ziprod_ 0.11%.)'·

4'.. Seven! expcrimenla' SlUdies n:port fostiag insulin leveb are hlgllcr in palients treeted

wi.h olanzapine lIlan other medi~tioru.'''''"' Recenl rq>orts. bove used clamp methods

to measure insulin sensilivity. One study showed decreased insulin sensilivity _ bolb

ol~pine and risperidone com~ 10 placebo"", anotbcr .bowed no diffen:nce in

insulin sensitivity with olanzapine and risperidonc eotnpU'ed to control.lOt

Bloloa1cally Possible Mecb..iI...

48. WelRbt gain. The propensity ofindividual atypical antipsychotic agents to C8lJte weitht

.-8.l.n.xarj~~ti.J with cl07..aRine .nf:! 9J~pinc conferring the most risk and

aripiprazaolc and zj~donc the least. 205 1". 206, 201 In their 1999 meta-analysis,

AHison d. aL reported that after 10 weeks oftreabntnl, dOZ.lpine resulted In I mean

weight chang. of4.45 kg and ol....pin. resulted in a mean weigltt change of4.15 kg

(Fisure 1.) 2ICtS Data from this report also provide cvtdencethat weight gain maycontinue

aflcr 10 weeks Ihroolh 'ralment at one year. In !he CATIE Sludy, patients random\zQl

to olanupine g.ined a me.n of9.4 +1- 0.9 (SE) Ibs.'" Mean weight chanee for those

randomiwl to queti.pine was 1.1 +1- O.9lbs; risperidone 0.8 +1- 0.9IbS; perphenulne_

2.0 (+/.1.1) Ibs and zipra.idone.1.6 +I-I.llbs.

49. MU<:h oflbeweigh' gaiD from antipsychotics appears to be fat."" Differeaces io binding

.ffinities to histamine H-I, Kf'Otonin, norepinephrine and dopamine rcocepton likely

c:ontribute 10 chanees in appetite and IItiety leadina to weight pin wilh particular

26
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medications.--·

So. The weight alin risk conferred by Ityp\all IIItip$yeholics (eloupine,o~ >

n.pendone• quetllplne > ariplprozole, zlpnssidone) oppeors to mirror their risk for

glucose dysregulotion 1Ild1ype2 dilbelcs,,,,,,'l" Weightgoin, in lUm.lcadslOcllanies

in Idiposiry ond insulin resm.u. beginning the contlnuum _ d-.H.....-.
alucose Ibnonnll~iC5 hive been~ without welsJd.ehonaa in easetI ofpoIknts

ukinl cloz.apine and olanzapine '61 and in two cross-secdonal studks inatdlinB for

adiposity.I60,110.:UI 'Thus. it is plausibte that pIU1ieular antipsychotic mccUcadoos may

have. direct effect on insulin...sensirive tissues or beta<ell funaion.

nI
It ._i: .~.....,......."c__ 1
1:) .-----.... r ~

I' !. I 1
I.~+-"""-""*"-.Q--'---"~----'----------

I: .
: /////ft////#//

Figure. 95% Conlideoee Inlervll, lOr Weight Change After 10 Weeks on Standani Drug
Doses, Estimlted from I RIndom Effeeu Model

From Allison DB t et.al, Amlricfzn JoIII7IQ/ ofPsyc}r;ol1')'; 1999.

51. SUMMARY - A number of""", reports implicote ollllUlpine. Ind elozapine. in the

onset ofhypelllyeemi•• diobetio kelOlCido,js .nd Iype 2 diobe.C5. Observarionol colIort

studies showed increased relative risk for claims diagnoses ofdiabetes &mOI1.i uses of

olBnzaplne and other atypical antipsychotic agents. Most of these studies were

performed before tlte releose of ~i",uidon.or oripiJ"'UOle. 1be weigh. of evidence
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from experimcnla' SNdia, includillfl some rudomiz£d conIJollcd trials, appe8r$ to

Implicate olanzapi.. in glucose dysrqularion 10 a hig/ler dcgTce than ocher atypicaJ

amtipsyt;hotio medications, except for clozapine. h is plau.ible thlt much ortbe e1uc:.ose

abnonnaljtjcs are rdalcd to wcipt chqeJ with these medications. Lonsor-tenn

p_.ive cxpcrim<nlal SNdits an: ..oded both 10 undcntand mcchonisms end to

opproprl.tely eslimalc 1Ne diabetes risk from 1besc _

'1. CODse...... Statnont - The American Di.bc:u:s AS5OCiation.lhc American Psychiatric:

Association., the American Associalion of Clinical Endocrinologists and the North

American Assoc:latJon for the: Study of Obesity ""nvcncd • <X>fISCnsui clcvelopmen.

oonfcrcnce in 2003 on the: lop1eofantlpsyd>olia, obc:si1)' and diabclcs.'"' They rnicw<d

the evidence available al the time and reponed l.Mt ck>zapinc and olanmpine had

"increased etreef' for diabetes risk, rlspcrldonc and quai.pine had "discn:pant resultS'----------_.~ -
and aripipraz.olc Ind ziprasidonc had '"no effect:' (Table below from Consensus

Development Conferences on Anlipsyohodc Drugs and Obesity and Diabe.es, Dlaberes

53. The panel also TCpOrtcd on evidence fOl" weighl gain with 8I)'p1co1 antlpsycbotics. The

panel acltnowledacd the IimilAdons in the literature that was la'gely derived from

phannacovigilance studics, cross-sectional studies and retrospective database reviews.

The panel called for randomiud controlled triaJs In this IITCll and also set out a

monilOrina scheme for andpsychotic use that includes ongoina mooitoriJl& of "eigh~

waist circumference, blood pressure. and fasting glucooc and lipid prolile.

2g
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w~igIll RIsk for WO<SCDing
Drug !?in diab:tcs lipid pro6k

OazlplDe +++
OlanupiJlr +++
Rispcridoa<: ++
QuetiapUle , ++
Aripipnzole' +1­
ZipraslcSc>m' +1-

+
+
D
D

+
+
D
D

+ - ;=-a .Hut: - - DO cilod: 0 - _""'"'"
........ ·N...... dnp ....h limilcd loae-....... cIou.

Table. SGA'~ and mc..bolic abnonnali1ics

54. Diabetes aDd Related CoodiUoos io Penouwitb Severe MeDtal m.ea-MortaUey

Ovcrthrcedecadcsof~doc1;lmenlthat pcrsonswith severemc:ntal illness have I

substantiaUy hlgher'monality ri,1t, and ha"" life ';'pcc:lanCies otlcut IOyea,. lower Ihon

the eeneral popu1atlon.J1G-'I1.211 WhHc suicide and other accidental dcMhs are known to

be Increased, these account for • small ~veran proportion of deaths in pe:tSOns wnh

severe mental JUnesses.'''. 220 Miller et 81.221 examined mortality and medical

comorbidity among pltlcnts wilh serious mental Illness in Ohio. The aggregated aU.

cause mortality ratio found in this study was 3:2 and the 81iTe£ate nlic for diseases of

the heart was 3.4. Brown,C\ al.2lO
, in a small cohort study, found increased inctdence of

cerd>rovBSCUla, di..... dealb (SMR-S34, 9'% CI-2S6-982). Osby et al.'l1 found

incruoed incidence ofdealh In alargorcobon inS_n for both canliovuculOTdiseo>c

(male Obs/Exp.-2.3. 9W. CI'"2.O:2.6; female ObsJExp. 2.1, 9S% CI-I.9-2A) and

cerebrovascular disea,. (male Ob>.lExp.-1.3; 9'% CI-O.!H .9; female ObsJExp.-1.9,

9'%CJ-l.S-2,3). Indeed, penon. with seven: """'tal illncss lorgely die of the same
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cauSC$ as the .e.....1 populotion, eonIiovueular di5ease and _. albeit lit much

higher rates.'1' Other major eauxs of death inctudc QCrcbrovuculardi~ chronic

lung disease. diebd.. and pocumoaiL

55. Di.betes MeUlt.. Even befOJOthe advCIII afanlipsydlode medications,.., ineJeuaI

prev.lence af diabetes mellllUS In podmIs wi1h scbizDpbn:nio _ ~. ScveraJ

studies in the past IWO decades indlelle "'" potleftu "Ith ..~.. or bipolar

disorder hive. high prev....... of type 2 diabetes.'''' "~22W>6 III. IlIlIonal saudy

examining 14,182 randomly chosen Medicare and Medicaid "",ipiea.. with

schilophrenla before the wideIprcad use afalypiell antipsyehodes, Dbcoa etal....b!ad

alifetlme ..teafdlabetesarJ4.9'Y.. in. population arzOOP,SYCbiatrie inpotienls, SobI

et .1."" faund th1125% hid diabetes. Lindcnmcycr C1 .1.'" fOund in. rancIomlzcd lrlaI

af sehl~p.hrcnlepatlenu that 14% a!their sample af 157 patients hid \ype 2d~.

Comey et..I.,q,.,rted an odds afl.6 (95%C1 1.2-2.1) for diabetes tOr privotc;y Inswed

petieots with schizophrenia colJlpared to controIs.:m Subjects enrolled in the CAllE

Trial had a baseline prevalence of diabetes of 13%.22' Although these studies used

varied melhods forascenainina' diabetes diagnosis and many were set in populations of

only those using health eire services or enroUing in clinical trials. in sum they provide

good evidence for an increased prevalence ofdiabetes mellitus in penons With severe

mental disordcn. documenting this popul.tion as bein& .Iready 'II-risk' far the

deYelopment ofdl.betes mellitus. Thus. efforts to reduce the risk faetonfor diabetes

mellitus, including loss of weight and careful monitoring for the development of

hYPC'1llycemia. should be undert.ken whe"""er feasible. In .ddition, .voldanec: af

additional risk fael_ such as drop wllieh both inerease WOI&N pin, &Iueosc:
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dysfunction and wbid> ore ouoc;iMc:d wilh increasing1be riIk of.u-s mellitus sbould

_ially be IVoldod.

56.~ - Overweight and obeshy arc bilh1y preVllent _ persons with _ ....

menlJll iIIn.... In I study of 169 communiI)' psy<:hlacri< outpatient cnmperocl to 2404

mltched individuals from 1be Nilional Health and Nutrilio. Examinalion Survey

(NHANES) III, Dlckcnon Cl II.'" found that ~O% of female patients and 41 % of maJc

Pltients wue obese IS comparod to 27% female and 20% ...Ie in NHANES. Dlumit

cuI. comp"ml obesity prcvllcnc:e in I community-based sompleofpcnons with...-en:

mcnlJll illnesses.o I nationatsomple (NHANES III) and I Moryland sompIc (Behavioral

Risk Factor Survellh.nee System) nfthe_I population ad.;.-d to the denlotp"apbic

charac1eristics ofthe 8MJ sample includin& \Obacco smoking, ace and Clhnicky.DO Men

and.n~jllly women wilh SM! had I hieber.p_alenc:e ofnbcslty (BMI>- 30 kc/tn')

than tho general populltion. Sixty.orJC percent armco with 8MJ were cithcrOyct'WCight

or obese, (BMJ~-25 kg/m'), compared to 56.3 pen:ent of men in NHANES 111, and

63.2% In Maryllnd BRFSS. Eighty-<>ne percent ofwomcn wilh SM! w.... overwelghl or

nbc"" compomlto 56.3% ofwomen in NHANES 111 and ~B% ofwomen I. Mlll)Iland

BRfSS. Other studies hive found similar increased obesity in persons with sa10us

men1a1 iIlJleS$ relative 10 the general population,:Pl.m These studies arc pUblished

within the peer-reviewed literature and readily available for review and analysis. 1t is

my opiniOQ. hckl 10. reasonable degree ofmedical certainty. that this populltion. to the

exlent medically possible, should avoid taking lhose dnl&s known to be lSSOCialcd wiIh

marked weight pin, such as olanzapine.

57. UyDSr1UsjOD. Hyperlipidemia and the MSlaholic Sy.drome Population-based
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evidence is SCOIII on Ihe pRVllenc:c ofhypenension and hyperlipidemia in persons with

severe men1.l11lIness.1t Ippean thallhe pre..1enc:eofh~enslon, hyperlipidemia aad

the metabolic syndrome ... ine_ in persons with sev= men1.l11l1nesses, II least

Imong clinical triaJ enrollees. Dm fiom Ihe CATIE stUdy show _ II baseline, 14% of

subjects had hyperlipidemia, 20% had h~ension and 41% mel cri1eri1 for 1be

me1.Ibolie syndrome."" 2)S

58. ~roD'ry Art,ry Disuse 'Dd Stroke While prevalence of most coronary artery

di50lSC risk fKlOrs are increased in persons with severe mental iJlness, and

cardiovascular mortality is increased. less data are Ivailablc about ~aleot coronuy

di_ Carney C1 aI. performed I relTOSpCClive ...11y.iJ ofBlue CrossIBlue Shield da1a

in Jow•.w Subjects with schi2.oph.rcnia.or schizoafTective disorder (n=aJ074) were

___. ..comp~--!o no!,.schiz9P.h.re:nic_control~ who had filed at least onc claim for medical

aervices (lP726,262) The authon did not find an increased odds of ischemic heaJ1

di..... in schizophrenia, bul did find an increase in coneeslive hean faih"e (OR 2.38)

and stroke (OR 2.11). Amone palienlS with schizop~a, Eneer et.al. found an

increased rislc ofmyoc.ardill infarction in p.ljen~ usina: typical antipsychotics.U6

59. The opinions cxpres.sed above arc based on mytninins. resr::arch and experience and my

review of the peer-reviewed medicallilCl1l1Ure, and ""' held to a reasonable degree of

scientif.c ""-8inty. My consulting fee for P'aintiffs' coumel is $1.000 per hour. Other

oharseo apply fo, daposilions and nvel.

60.1 have spent approximately SO hours In the review oftbe pertinenl medical likrature

spcclfic•.uy in preparation for writins this report. However.] have spent the past 15

years of my professional life conducting original resell'Ch. clinical pathoioeY and
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contributing to lhe medicallilerature, all of which has included reviewing the peer·

reviewed medica' literature germane medicine, diabetes and epidemiology. In the last

Signed this 7" dly of lan""'1', 2007 ->4~'-c-+~---~~
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