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

%
T %‘f‘%i%
%‘g% @%
%

STATE OF ALASKA,
v Case No. 3AN-06-5630
ELI LILLY AND COMPANY,

Defendant.

R N )

DEFENDANT ELI LILLY AND COMPANY’S
OBJECTIONS TO PLAINTIFF STATE OF
ALASKA’S TRIAL DEPOSITION DESIGNATIONS
Defendant Eli Lilly and Company (“Lilly") objects to the flowing pages
and lines of Plaintiff State of Alaska’s Trial Deposition Designations:

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

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

32:6 132:19 | 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.

33:17 | 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.

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.




Start
| (Page:Line)

SE

(Page:Line)

Objection

159:15

4

| 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.

67:15

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.

1 69:6

86:24

92:22

| 887

93:7

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;

1 403). Subject to Motions in Liminere: Lilly profits and
prices and other Lilly drugs.

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

|

| Relevance; probative value fsbﬁt@vei&;d'@fﬁcﬁiﬁéﬁ of

| unfair prejudice, delay and confusion (Alaska R. Evid. 401;
1 403).

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

Relevance; probative value is -ouf\;/eighed by the dénger 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; probative value is outweighed by the danger of «

|
¥




Skt TEai  TowEe— ety =
| (Page:Line) ‘ (Page:Line)

94:5 95:9

Relevance; 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.

96:13 1 96:20 : rﬁehlévam“:é:rﬂr ion; 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 ”:7 1035 Rclevinvce-;-[rnaBative \Fue'i;oﬁt;cighcd b;]ﬁeh;agar of |
| unfair prejudice, delay and confusion (Alaska R. Evid. 401;
| 403). Subject to Motion in Limine re: Lilly profits and
| prices.
1103:17 ‘ 104:24 “7Revlevance; foundation; lack of personal knoWledge; hearsay;

|
|
| probative value is outweighed by the danger of unfair i
| | prejudice, delay and confusion (Alaska R. Evid. 401;403; |
1 602;802). Subject to Motion in Limine re: Lilly profits and ‘
prices. i
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 | Rerlevancc; probative value i‘srourlwéiigﬁveTb): the dariger of
unfair prejudice, delay and confusion (Alaska R. Evid. 401;
403). Subject to Motion in Limine re: Lilly profits and
prices




Start | End I
(Page:Line) (Page:Line) '

Ho:18 g — | 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.

Objection

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.

119:15 12013 | Relevance; probative value is outweighed by the danger of
|  unfair prejudice, delay and confusi (Alaska R. Evid. 401;
403). Subject to Motions in Liminere: Lilly profits and
prices and other Lilly drugs.

e S

121:8 TRAT “)iél?véhcé;}ioiéri&é'vaiuc‘is"mi'twagh?d by the danger of |
[ unfair prejudice, delay and confusion (Alaska R. Evid. 401; |
403).

122:22 | 124:9 j 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. |
|

(1257 | 126:7 J 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.

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 re- 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 outw eighed by the danger of
unfair prejudice, delay and confusion (Alaska R Evid. 401;
).




w
Swrt [Exd Toiedion e
‘ (Page:Line) | (Page:Line)
B | 140:14 | Relevance; probative value is outweighed by the danger of |
| unfair prejudice, delay and confusion (Alaska R. Evid. 401;
I 403). Subject to Motion in Limine re: Lilly profits and
' prices. .
b= . ¥ = LN {
| 141:9 142:8 | Relevance; probative value is outweighed by the danger of |
{  unfair prejudice, delay and confusion (Alaska R. Evid. 401; {f
1 403). Subject to Motion in Limine re: Lilly profits and ({
| | prices. !
gt o Ll PN i
f—|44:21 | 145:1 Foundation; relevance; probative value is outweighed by the |

‘ | danger of unfair prejudice, delay and confusion (Alaska R.
Evid. 401; 403).
145:4 [1as5 A' Foundation; 'fcle‘vinéie;.brioialiir; viiu?iﬁifﬁveigﬁ .b;Ih_e -
danger of unfair prejudice, delay and confusion (Alaska R.
j Evid. 401; 403)

145:18 | 146:6 ‘ lieievance; probative value is 6ut-\§'ag"ﬁéd Ey'l_he‘ &éli.gé;df 3y
| unfair prejudice, delay and confusion (Alaska R. Evid. 401;
| 403).

|
146:14  T147:5 | Relevance; probative value is outweighed by the danger of
unfair prejudice, delay and confusion (Alaska R. Evid. 401; |
403). | |
|
148:12 14818 [ ké]e?éﬁée:}r;)i)al-ive— value E>6;(7v5iéh‘ed Fy»t-hé daﬁgé-r of
unfair prejudice, delay and confusion (Alaska R. Evid. 401;
403).

162:3 162:14 | Relevance; probative value is ouiweighed >by the danger of
unfair prejudice, delay and confusion (Alaska R. Evid. 401; |
403).

162:19 630 | Relevance; ﬁrobalive?aiui' is ohl\;(;ghéd 7by the danger of
unfair prejudice, delay and confusion (Alaska R. Evid. 401;
403).

166:19 T167:12 Hearsay; foundation; lack of personal knowledge;

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

170:19 171:2 Relevance; probative value is outw eighed by the danger of
unfair prejudice, delay and confusion; hearsay (Alaska R.
Evid. 401; 403, 802)




Start ’ End | Objection : S !
(Page:Line) | (Page:Line) |
B It |
| 191:19 Tl92:l7 Hearsay; foundation; lack of personal knowledge;
| authentication (Alaska R. Evid. 602; 802; 901).

|

i

|

1239:19

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

239:11

|
R
| R L
1 240:13 | 241213 ﬁ’ Relevance; hearsay; probative value is outweighed by the
[ | danger of unfair prejudice, delay and confusion (Alaska R.
i | Evid. 401, 403; 802).
| 243:12 1243:18 Relevance; hearsay; probative value is outweighed by the

[ - danger of unfair prejudice, delay and confusion (Alaska R.

. Evid. 401, 403; 802),

- SO (L (T

244:24 124510 | Relevance; hearsa}'; probative value is 6dtwéiglid_!)y_lﬁc -
danger of unfair prejudice, delay and confusion (Alaska R.
| Evid. 401, 403; 802).

4‘

249:7 249:21 l Relevance; probative value is outweighed by the danger of l

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

[ 1 403). Subject to Motion in Limine re: other Lilly drugs. '

g Hearsay; foundation; relevance; lack of personal knowledg? '

| authentication; probative value is outweighed by the danger |

| of unfair prejudice, delay and confusion (Alaska R. Evid. !

401; 403; 602; 802; 901). |

268:20 12692 2 ﬁél@\wan;:e:'bfoil)iat_i-\"c-\»/a'lﬁé 'iérf)l;f\;;ghed by the d;@ér?f ] 1

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

127619 276:22 Hearsay; foundation; lack of personal knowledge;
authentication (Alaska R. Evid. 602; 802; 901).

277:24 279:6 Hcars}iy; foundation; lack of persénalikn'owlredge:'
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 I i‘lédhn); fc-;und:ili:;ﬁ: lack of pL‘r;(;naIJknm‘ Iu;ige;
authentication (Alaska R. Evid. 602: 802; 901).




Start ['End

 Objectio
(Page:Line) | (Page:Line) i
28517 | 2869 | Hearsay; foundation: fack of personal knowledge;
authentication (Alaska R. Evid. 602; 802; 901). .
]
| 286:15 | 28722 | Hearsay; foundation: lack of personal knowledge; | |
| authentication (Alaska R. Evid. 602; 802; 901). ]
[Pt = TS asad BB
297:6 1 297:2) ' Hearsay; foundation; lack of personal knowledge; | ‘

|
| authentication (Alaska R. Evid. 602; 802; 901). {
1299:20 !

3 300:4 | Hearsay; foundation: lack of p | knowledge;
J ! authentication (Alaska R. Evid. 602: 802; 901).

302:11 7_302:23 Welevanee; hearsa;_authemication; probative value is i [
f f outweighed by the danger of unfair prejudice, delay and ‘
| confusion (AlaskaR. Evid. 401; 403; 802;901). Subject to I
| Motion in Limine re: Lilly profits and prices. !

303:6 I 303:18 | Relevance; hearsay; Fthemicalion; probative value is 1 I
' 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.

13049 304:22 | kelevance; authentication; probative value is Bulweighed by ‘
the danger of unfair prejudice, delay and confusion (Alaska |
R.Evid. 401; 403;901). ‘v
313:7 315:7 f Relevance; probative value is outweighed B); the danger of |
unfair prejudice, delay and confusion (Alaska R. Evid. 401;
403).

315:15 [315:18 | Reieva}xcc; piobal}ve'val'uie is oﬁi;véivgmb}ﬁlg danger of
unfair prejudice, delay and confusion (Alaska R. Evid. 401;
403).

316:19 318:12 Hearsay; relevance; probative value Ez)ul\veféhed b) the
danger of unfair prejudice., delay and confusion (Alaska R.
Evid. 401; 403 802)

320:14 320:18 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).




Start 'End | Objection i s ) .
(Page:Line) (Page:Line)
| 32021 -7(323:7 [ Hearsay; relevance; lack of personal knowledge; probative
| value is outweighed by the danger of unfair prejudice, delay
‘ ‘l and confusion (Alaska R. Evid. 401; 403: 602).
[324:18 73*‘:-6' \7. H_e:rs:ny; relevance; lack ofi)erso;alﬁd\rikdgé;. probative —{
| value is outweighed by the danger of unfair prejudice, delay
| | and confusion (Alaska R. Evid. 401; 403: 602).
I LIS oadeims o — e il Sl
360:3 360:6 ' Relevance; probative value is outweighed by the danger of
 unfair prejudi delay and confusion (Alaska R. Evid. 401, ,
403). ,
3614 36120 lfe'le_\-'ﬁﬁée:' pidb?ﬁﬁ value is outwcigFeEBy the d;llgo? 1
unfair prejudice, delay and confusion (Alaska R. Evid. 401; ’
403). !
3633 [Ge3te +ﬁ§6ﬁcl€r}zes prior testimony, relevance; probative value |
| is outweighed by the danger of unfair prejudice, delay and |
| | confusion (Alaska R. Evid. 401; 403). ‘
! = LB i S L
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 Z Relevance; probative value is bhtwei{héi B}j the danéér of |
| unfair prejudice, delay and confusion (Alaska R. Evid. 401; |
403).
366:7 367:11 [ Relevance; probative value is ouiweiTghéﬁ'by the danger of

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

i1 Deposition of John C. Lechleiter, Ph.D

Start End Objection

(Page:Line) | (Page:Line)

38:7 38:11 Foundation (Alaska R Evid. 602, 701)
47:6 47:16 Rcl::\ﬁncc(.»\i;nkx R. Evid. 401, 402)




| Start |

' End ' Ob ection
 (Page:Line) | (Page:Ling) |
[ SHI6T e ,Remmmiigmm;m;mwgﬁaﬁ; - 7

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

= ¢ o e 2 15 < e — Lt
| 62:13 | 63:3 | Relevance; Probative value outweighed by danger of unfair
| IJ prejudice (Alaska R. Evid. 401, 402, 403)
(639~ 63l T Relevance, Probative value outweighed by danger of unfair
|  prejudice (Alaska R. Evid. 401, 402, 403)
b = Fy s e S S NS — e
| 68:19 " 68:20 | Relevance, Probative value outweighed by danger of unfair
| prejudice (Alaska R. Evid. 401,402, 403)
| — LES =kl __““4
75:19 | 76:3 | Relevance (Alaska R. Evid. 401, 402) |
1 o - e e )
77:18 78:4 | Relevance, Probative value outweighed by danger of unfair |
‘ | Prejudice (Alaska R. Evid. 401,402, 403) I
79:18 17920 f Relevance; Probative value outweighed by danger of unfair }
| prejudice. (Alaska R. Evid. 401,402, 403) |
79:23 1'80:1 [ RT,I;‘;a.EcE;rl»’réTb;fivfe value éﬁwgi-ghed by danger of un_faF‘l
prejudice (Alaska R, Evid. 401,402, 403)
| 84:19 ' 85:22 ’ Relevance; Probative value outweighed By danger of unfair |
| prejudice (Alaska R. Evid. 401, 402, 403) [
' 86:01 186:08 h ”Tiele\arice?l;rdbaliv_e value ot;tyvvieirgﬁe_d’by‘daﬁger of unfair |
prejudice (Alaska R. Evid. 401, 402, 403)
88:18 | 88:24 Relevance; Probative valye outweighed by danger of unfair
prejudice (Alaska R. Evid. 401, 402, 403)
127:16 127:22 - RE]éﬁhcc; Probative value oul\TelehC? by dénéér of unfair |
prejudice (Alaska R. Evid. 401, 402, 403)
134:24 135:6 f 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 unfajr

prejudice; Foundation (Alaska R. Evid. 401, 402, 403, 602,
701)




Start [
[ Objection
(Page:Line) | I (Page:Line) .
B | 146:22 | Relevance; Probative value outweighed by danger of unfair |
{ ‘ prejudice (Alaska R. Evid. 401, 402, 403)
| 3y Ve ] Relevance; Probative value outweighed by danger of unfair
‘ l judice; Foundation; \ the evidence (Alaska R.
! | Evid. 401,402, 403, 602,611,701)
~ IR T i
148:6 148:10 : Relevance Proba(lve value omwenghed by dangerof unfair
| | d ; Misstates the evidence
{ ( (Alaska R. Evud 401, 402 403 602 611,701)
14811 148:13 Relevance Probatwe value oulwelghed by danger of unfair
{ | prejudice; Fe T A 2 the evidence;
Argumentauve (Alaska R. Evnd 401, 402, 403,602,611,
| 701)
| 148:14 }r 148:22 | Relevance; Probative value outwe outweighed by danger of unfair
' ‘ prejudice; Foundation; Misstates the evidence (Alaska R.
‘ | Evid. 401, 402, 403, 602, 611, 701)
| ;
150:8 [ 150:11 [ Relevance; Probative value outwenghed by dangcr of unfair
‘ prejudice; Foundation; Misstates the evidence (Alaska R.
[ | Evid.40|.402.403.602,6|l 701)
! |
152:12 152:20 Relevance; Probative value outweighed by danger of unfair
prejudice; Foundation; Mnssmtesthe evidence; Ambiguous
(Alaska R. Evid. 401,402, 403, 602,611,701)
154:18 154:23 i Relevance; Probative value oulweigfiedTJy d;n;cr 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)

|
B




| Start

(Page:Line) | | (Page: Line) 1
181:11

(&
| 181:21
fo 5
1825
‘ 185:15
|
| 186:22
1 189:5
234:16
241:19
242:3
1 243:2

[244:1

248:9

249:6

249:19

250:5

i
|
t
|

+

181:18 1 Foundauon Misstates the evidence (Alaska R. Evid. 602,
611,701)
182:4 Relevance; Probative value outweighed by danger of unfair
prejudice (Alaska R. Evid. 401, 402, 403)
1828 gh - Argumentative; Comment by counsel (Alaska R. Evid. 611)
186:9 Relevance Probative value omwelghed by danger of unfair
by | (Alaska R. Evid. 401,402,
403.61 l)
187:12 Relevance; Probative value outweighed by danger of unfair
| prejudice (Alaska R. Evid. 401, 402, 403)
189:18 | Foundation; Argumentative; Relevance; Probative value
outweighed by danger of unfair prejudice (Alaska R. Evid.
| 401,402, 403, 602, 611, 701)
1235.04 " Relevance; Probative value outweighed by danger of unfair
prejudice (Alaska R. Evid. 401, 402,403)
241:22 Relevance; Probative value outweighed by danger of unfair
prejudice (Alaska R. Evid. 401,402, 403)
242:18 Relevance; Probative ;aiﬁcrédlwagﬁecr By aﬁé&of unfair
prejudice (Alaska R. Evid. 401, 402, 403)
1 243:20 Relevance; Probative value outweighed' by Janger of unfair
{ prejudice (Alaska R. Evid. 401, 402, 403)
244:10 | Relevance; Probative value bdtwg-ighéay)' dhﬁger of unfair |
prejudice; Foundation; Misstates the evidence (Alaska R.
Evid. 401, 402, 403,602, 611,701)
248:20 Relevance; Probative value outweighed by danger of unfair
prejudice (Alaska R. Evid. 401, 402, 403)
249:12 Relevance; Probative value outweighed by danger of unfair
prejudice (Alaska R. Evid. 401, 402, 403)
249:22 Relevance; Probative value outweighed by danger of unfair
prejudice (Alaska R. Evid. 401, 402, 403)
250:9 Relevance; Probative value outweighed by danger of unfair

End

bjecuon

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

i
|




e R [ [ Objection i
‘ (Page:le{liPnge:Lim) |
(2519 — | 251:713 Relevance; Probative value outweighed by danger of unfair |
[ { | prejudice; Foundation; Misstates the evidence (Alaska R.
i : ‘J""’ | Evid. 401,402,403, 602, 61 Loy 8 e £
| 357:23 358:8 Jf Foundation; Misstates the evidence (Alaska R. Evid. 602, |
, ; 1 611,701) !‘
135915 36000 "iﬁdni’ifioh;’ﬁiés’ﬁt&?h?v}&'en‘c; (Alaska R. Evid. 602, |
{ 611,701)
3613 '361:14 | Foundation; Misstates the evidence (Alaska R. Evid. 602,
! | 611,701)
400:16 (@017 ' Foundation; Misstates the evidence (Alaska R. Evid. 602, "
| “ 611,701) |
| — PR R aAE T e o LR e
| 404:7 | 404:11 ! Foundation; ; Misstates the evidence (Alaska R. Evid. 602,
| | 611,701)
|
1411:20 T 7 T | Relevance; Probative value outweighed by dang;r of unfairﬂ
prejudice (Alaska R. Evid, 401 ,402,403)
4 = e
416:19 417:6 Relevance; Probative value outweighed by danger of unfair
| prejudice (Alaska R. Evid, 401 ,402,403)
420:9 | 420:18 " Compound (Alaska R. Evid. 61 R A e
422:12 42220 | Argumentative (AlskaR_Evid. 611)
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 'ouliwieiigﬁ;d by d;nger 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)




" wua
wrage:Line) | (Page:Line)

510:5

51018

5147

[527:17

528:16

530:23

[EERT

15377

538:13

538:22

539:10

|510:8

1510:23

—_—
|

|
~

5202
531:14

153624

| 5387
1538:15

1'530:3

539:23

57

"‘%\"‘-ﬁ_ R s g y——
| Relevance; Probative value outweighed by danger of unfair

Objection £
' Relevance; Probative value outweighed by danger of unfair

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

f Relevance; Probative value outweigﬁediby"tfanger of unfair
| prejudice; Foundation; Misstates the evidence (Alaska R.
| Evid. 401,402,403, 601,602, 611, 701)

I liéié@ance?ﬁﬁb]fi?e valu;)htweigﬂavﬁfﬁngei of unfair
prejudice; Foundation; Misstates the evidence (Alaska R.
| Evid. 401,402, 403, 601, 603, 61 1,701)

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

| Relevance; Probative value outweighed by déngcr of unfair
prejudice; Foundation (Alaska R. Eyid. 401 ,402,403, 601,
602, 701)

[ Relevance; Probative value outweighed by danger of unfair
| prejudice; Ambiguous; Foundation (Alaska R. Evid. 401,
| 402,403, 602, 611,701)

S

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

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

| Relevance; Probative value oulweiéhEd By d’ahger'of unfair

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

Relevance; Probative value outw eighed by danger of unfair
prejudice; Foundation: Misstates the evidence (Alaska R.
Evid. 401,402, 403, 602, 611.701)




ourt

| (Page:Line) | (Page.

540:1°

545:15

| 546:7

546:13

End

| S40:15

sa65

| Objection
:Line)

: | Relevance; Probative value outweighed by danger of unfair

1?&]5&;?:;7’5&@;3@ 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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B8 Relevance; Probative value ¢ outweighed by danger of unfair
| prejudice; Foundation; Misstates the evidence (Alaska R.

| Evid. 401,402, 403,602, 611, 701 Jf
i |
| 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)

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

1‘ prejudice; Foundation; Misstates the evidence (Alaska R. |

' Evid. 401, 402, 403,602, 61 1,701)

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 action.




~eRTIFICATE OF SERVICE

I hereby certify that a trye and correct copy of DEFENDANT ELI LILLY AND

COMPANY’S OBJECTIONS TO PLAINTIFF STATE OF ALASKA’S TRIAL

DEPOSITION DESIGNATIONS has been ser: ounsel listed below.

Gt 4w S

Brewster H. Jamieson l

Counsel List

Eric T. Sanders, Esquire
Feldman, Orlansky & Sanders
500 L. Street, Suite 400
Anchorage, AK 99501-5911

Matthew L. Garretson, Esquire
Joseph W. Steele, Esquire
Garretson & Steele
9545 Kenwood Road, Suite 304
Cincinnati, OH 45242-6100

H. Blair Hahn, Esquire

Richardson, Patrick, Westbrook & Brickman, LLC
1037 Chuck Dawley Boulevard, Building A
Mount Pleasant, SC 29464-4190

Date: March 5, 2008




LANE POWELL LLC
301 West Northern Lights Boulevard, Suite 301

Anchorage, Alaska 99503-2648
Telephone 907.277.9511 Facsimile 907.276.2631

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRICT AT ANGHQRAGE 556N COURT
STATE OF ALASKA, Date: _J—v=9%

Plaintiff, Clerk_ 224

V.
Case No. 3AN-06-05630 CI
ELI LILLY AND COMPANY,
NOTICE OF FILING ORIGINAL
Defendant. AFFIDAVIT OF JOEY ESKI

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 Motion to Preclude Testimony of Joey Eski from Trial Phase 1 for
Protective Order Regarding Her Trial Testimony.

DATED this 4th day of March, 2008.

PEPPER HAMILTON LLP

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

any
LANE PO L LLC
Attorneys forDefepdant |

o St

" Brewster H. Jamicfon, ASBA No-8411122
Andrea E. Girolafho-Welp, ASBA No. 0211044

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

Eric T. Sanders, Esq
Feldman Orlansky & Sanders




LANE POWELL LLC

301 West Northern Lights Boulevard, Suite 301

Anchorage, Alaska 99503-2648
Telephone 907.277.9511 Facsimile 907.276.2631

IN THE SUPERIOR COURT FOR THE STATE OF ALA!
65 F8pEN COURT]

THIRD JUDICIAL DISTRICT AT ANCHORAGE _z_/_f_ﬂl‘l)—-

STATE OF ALASKA,
b Cleﬂ(.'_Aﬂﬂ———v
Plaintiff,
\2
Case No. 3AN-06-05630 CI
ELI LILLY AND COMPANY,
AFFIDAVIT OF JOEY ESKI
Defendant.
STATE OF ALASKA
ss.
THIRD JUDICIAL DISTRICT

I, Joey Eski, being first duly sworn, states as follows:

1. Tam 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. Confirmations of these tickets are attached as Exhibits 1 and 2. On February 3,
2008, I purchased an additional four round-trip tickets from the island of Hawaii to the island
of Maui. Confirmations are attached as Exhibit 3.

Colay d Zen.

Further affiant sayeth naught.

Tofy Eski (J 7

SUBSCRIBED AND SWORN TO this 2nd day of March, 2008.
\\‘\y\l\t‘illl e, &
SR 7,
SEOTARS ¥ 2 L

SQOARY2 W in and fof the State 03'" Aloaska
= T2 Commission‘expires: 03 -0F —
009867.0038/163707.1 R PUBLYC =3 .




From: Alaska/Horizon Airlines <Alaska.IT@AlaskaAir.coms>

Dltei Mon, 14 Jan 2008 11:19:30 -0800

To: Jeski.gci.net

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!
Changes made on alaskaair.com will save $25.00 per ticket over calling
reservations.

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 rrwkdrtesas+1343 held

by JOEY ESKI on 1/14/2008, using electronic ticket number 027-2115906036.
This document is your receipt.

Name: ESKI/ETHAN

Ticket Number: 027-2115906037
Base Fare: 0.00

Tax: 5.00

Total: 5.00

EXHIBIT __[
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ERS AND RESTRICTIONS

This electronic ticket is not transferable and may include non-refundable
s. If you ch to 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 *+###ss*++*++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, AK 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(USD 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/fags/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 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 eguipment, medication or keys, whether with or without the
knowledge of the carrier.

Visit http://www.alaskaair.com/www2/help/fags/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

2
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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.

To accommodate everyone wishing to travel om your £light, you must be checked-
in and available to board at the designated boarding gate at least 30 minutes
before scheduled departure for domestic or international flights, except on
2090 series flights between Seattle/Portland, which require only 20 minutes.
Failure to 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. For 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/fags/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 information, see the View/Change a Reservation
page located under the 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 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:
www.alaskaair.com/www2/help/fags/ConsumerNotices.asp or simply obtain a copy
when checking in.

EXHIBIT I
PAGE 5 OF 3
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From: Alaska/Horizon Airlines <Alaska.IT@AlaskaAir.coms
Date: Tue, 15 Jan 2008 11:04:58 -0800
To: jeski@gei.net

Subject: Alaska Airlines/Horizon Air Confirmation Letter for 3/10/08
Thank you for choosing Alaska Airlines / Horizom Air!

For questions, changes or cancellations on an Alaska Airlines 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 #+*#+*+631 Gold

REMINDERS AND RESTRICTIONS
This electronic ticket is not transferable and may include non-refundable

8. If you ch to ch 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 (USD) was charged to the Visa Card *++#sessss*+1343
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 X
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Total: B3.s58
Mileage Plan: Alaska Airlines #*****686

REMINDERS AND RESTRICTIONS

This electronic ticket is not transferable and may include non-refundable
B u ch to your iti y, 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 #***##s+++++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, AK 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, AK at 5:30 AM
Seats: 19E, 1BE, Y Class

INFLIGHT FOOD SERVICE

On some of your flights, in addition to our usual beverage service, you also
have the opticn to purchase a meal for $5.00(USD 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 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/fags/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

2
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when you check in online at www.alaskaair.com. You may also check in at an
airport kiosk or ticket i may be at the ticket
counter, or, where available, via a Check-In Kiosk. Please have this document
©r your confirmation code available.

To accommodate everyone wishing to travel on your flight, you must be checked-
in and available to board at the designated boarding gate at least 30 minutes
before scheduled departure for d ic or i tional flights, except on
2000 series flights between Seattle/Portland, which require only 20 minutes.
Failure to 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 regquired to

board the aircraft. For international travel, anyone crossing an

international border is required by the country of entry to produce evidence

of citizenship. For more information please visit

;l:w.:l:a)i(?air.com/wwz/help/fiqa/’l‘ruvel_l)ocuuents.asp or call 1-800-252-7522
r 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 mi..nors are traveling on this itinerary, please review this

important information:
http://www.alaskaair.com/as/www2/help/fags/ChildrenTravelingAlone.asp

CHANGE OF PLANS
Save money -- You can make your reservation changes on alaskaair.com versus

calling 1-BOO-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 information, see the View/Change a Reservation
page located under the 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 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:
www.alaskaair.com/www2/help/fags/ConsumerNotices.asp or simply obtain a copy
when checking in.
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From: GO <customercare@
go.com>
Date: Tue, 05 Fep 2008 18:12:37 -0600 CsT)
To: jeski@gci.net ¢
Subject: Trave/ Reservation March 10 for ESKI
This email confirms receipt of your reservation made on www.iflygo.com <http://vww.iflygo.com> .

”Ytzu ‘llnay print out the itinerary and bring it to the airport as a receipt, as all transactions are
cketless,

Click here to access your reservation on the web or a mobile device.
<https://www.vlrtuallythere.com/new/reservatlonsChmn.htmI?
host-YV&pnr:NmGENHOMRlO&name-Esx!&lanwage-ﬂ&emathb

Click here to view and print e-ticket receipt 5332102807254
<https://www.vIrtuallythere.com/new/eﬂcketkecelptl’rmt.html?
Pnr=N20GENHOMR10&pcc=GVY& 0& ESKI&host=YV&ETNBR1=5332102807254&ETDTE

Click here to view and print e-ticket receipt 5332102807255
<https://wwwAvlrtuallythere.com/new/eﬂr.ketRecelptPrlnt.html?
pnr=N20GENHOMR10&pcc=GVY&! guag & ESKI&host=YV&ETNBR1=5332102807255&ETDTE

Click here to view and print e-ticket receipt 5332102807256
<https://www.vlrtuaIIythere.com/new/e‘l'lcketRecelptPrlnt‘html?
pnr=NZOGENHOMR!O&pcc:GW&language=O&name:ESKI&host:YV&ETNBRl=5332102807256&E‘I’DTE

Click here to view and print e-ticket receipt 5332102807257
<https ://www.vlrtualIythere.com/newle‘l’lcketkeceiptPrInhhtmI?
pnr=N20GENHOMR10&pcc=GVY&language=0& ESKI&host=YV&ETNBR1=5332102807257&ETDTE

R R TP

JOEY ESKI, IVY ESKI, ETHAN ESKI, MICHELLE SCHWENN

EXHIBIT
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Reservation code: HWFWIp

Mon, Mar 10

Flights: MESA AIRLINES, YV 1019
Operated by: MESA AIRLINES DBA GO!
From: HONOLULU, HI (HNL) Departs: 10:00pm
To: KAHULUI  MAUL, HI (0GG) Arrives: 10:35pm

Class: Economy % & i
Status: Confirmed Seat(s): Check-In Required

Meal: Smoking: No
Aircraft: CRJ-CANADAIR REGIONAL JET Mileage: 101
Duration: 35 minute(s)

Please verify flight times prior to departure

Sat, Mar 22
Flights: MESA AIRLINES, YV 1007
Operated by: MESA AIRLINES DBA GO!
From: KAHULUI MAUI, 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-CANADAIR REGIONAL JET Mileage: 101
Duration: 32 minute(s)
Please verify flight times prior to departure

e T S L sexx

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.

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

If you need to make changes to or cancel your reservation, please contact go! Reservations at 1-888
IFLYGO2 (1 888-435-9462). Reservation changes may resuit in additional fees and penalties. Please
refer to the FAQ tab on www.iflygo.com <http://www.iflygo.com> for ticketing change fees.

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 if original booking class is not available. The
upgrade fee is the difference between the fare you paid and the current fare available.

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.

All go! flights are operated by Mesa Airlines.

Click here to opt out of receiving future e-mails from Virtually There.
<http://www.virtuallythere.com/new/emOptOut.htmi?host=YV&language=08email=28pcc=GVY>

GO
1-888-IFLYGO2 (1-888-435-9462) Email: customercare@iflygo.com
...the island’s airline

EXHIBIT 3
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IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRICT ™
) 03
STATE OF ALASKA, ) ; M&
3 ) %Qf %‘9 K o
Plaintiff, ) %"1‘6 I
) s,
v. ) Case No. 3AN-06-5630 %&
)
ELI LILLY AND COMPANY, ) S
) 5 =
Defendant. )

T Ve s szwas Ree

DEFENDANT ELI LILLY AND COMPANY’S
OBJECTIONS TO PLAINTIFF STATE OF
ALASKA’S TRIAL DEPOSITION DESIGNATIONS

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

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

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

[Efaﬁw Objection ¥ e
(Page:Line) | (Page:Line) 5

.,_mﬂ_ﬁ\mﬁk\\-_-.— le.
32:6 32:19 Relevance; probative value is outweighed by the danger of highs

unfair prejudice, delay and confusion (Alaska R. Evid. 401; Sc'f‘*b\

403). Subject to Motion in Limine re: Lilly profits and ~te i
/ ~lo
| prices. i‘h,\ afis
355 alnty = Rclevan—tchﬁmbalive va_lEi_s—ou(weighed by the danger of
unfair prejudice, delay and confusion (Alaska R. Evid. 401: ova X
403). Subject to Motion in Limine re: Lilly profits and

prices.

I, e —— _‘g‘_\*l‘x—ﬁN o e ]
45:20 45:23 Relcyancg; probative value is outweighed by the daqger of Sottn
‘ unfair prejudice, delay and confusion (Alaska R. Evid. 401;

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

e UL Mo




Start

eI 3
~ ~ 7 » T
e T 7T ¥ r

(Page:Line)

(Page:Line)

Objection

58:11

59:15

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

67:15

68:2

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

prices.

69:6

69:10

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

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

69:13

70:24

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

82:20

83:19

Relevance; probative value is outweighed by the danger of

unfair prejudice, delay and confusion (Alaska R. Evid. 401; 515"'41,,
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; probative value is outweighed by the danger of r
unfair prejudice, delay and confusion (Alaska R. Evid. 401; l o4

403). \ o

88:1

9222

88:7

Relevance; probative value is outweighed by the danger of

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

93:7

Relevance; probative value is outweighed by the danger of

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




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

945 95:9 Relevance; foundation; lack of personal knowledge; hearsay; 6K
authentication; probative value is outweighed by the danger

of unfair prejudice, delay and confusion (Alaska R. Evid. Qe -

401; 403; 602; 802; 901). Subject to Motion in Limine re: q5: 9

Lilly profits and prices.

196:13 96:20 Relevance; foundation; lack of personal knowledge; hearsay,

authentication; probative value is outweighed by the danger
of unfai prejudice, delay and confusion (Alaska R. Evid. | C20&
401; 403; 602; 802; 901). Subject to Motion in Limine re: M
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; m‘hzk
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 el

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

602; 802). Subject to Motion in Limine re: Lilly profits and

prices.
10512 ~ |10s:16 Relevance; EﬁrﬁaTion; lack of personal knowledge; hearsay; Q\
probative value is outweighed by the danger of unfair v

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 W”‘*gk
prejudice, delay and confusion (Alaska R. Evid. 401; 403;

602;802). Subject to Motion in Limine re: Lilly profits and
prices.

10:4 [ 110:15 Relevance; probative value is outweighed by the danger of |

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

L prices.




-y

“Start

(Page:Line) | (Page:Line)

End

Objection

110:18

111:6

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

117:13

119:15

118:2

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

120:13

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

403). Subject to Motions in Liminere: Liily profits and
prices and other Lilly drugs.

121:8

122:22

121:24

Relevance; probative value is outweighed by the danger of

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

Relevance; probative value is outweighed by the danger of

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

128:15

126:7

Relevance; probative value is outweighed by the danger of

unfair prejudice, delay and confusion (Alaska R. Evid. 401; 0\,wu,o\
403). Subject to Motion in Limine re: Lilly profits and
prices.

138:9

128:22

Relevance; probative value is outweighed by the danger of

unfair prejudice, delay and confusion (Alaska R. Evid. 401; OJQ'L/Q\

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

11326

138:19

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

Relevance; probative value is outweighed by the danger of

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

l
profits and prices. .
|
|




-y

Start
(Page:Line)

End
(Page:Line)

Objection

140:1

140:14

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.

141:9

142:8

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

e

144:21

145:1

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

ok

145:4

145:5

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

EieE

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. Evid. 401;
403).

148:12

162:3

148:18

Relevance; probative value is outweighed by the danger of

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

162:14

Relevance; probative value is outweighed by the danger of

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

163:9

Relevance; probative value is outweighed by the danger of

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

167:12

ey -

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

Evid. 401, 403, 802).

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

WOM

\
|
\O\/‘Qtv

oung

e &

ound
puande

outnle

vutn e

ove Sl



-
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 Rel P value is ighed by the danger of
unfair prejudice, delay and confusion (Alaska R. Evid. 401;
- 403).
240:13 241:13 Relevance; hearsay; 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).
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).
2497 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 re: 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 2692 Relevance; probative value is outweighed by the danger of
. unfair prejudice, delay and confusion (Alaska R. Evid. 401;
i 403).
276:9 276:22 Hearsay; foundation; lack of personal knowledge;
. authentication (Alaska R. Evid, 602; 802; 901).
m'7:24 279:6 | 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).
285:1

ﬁ4118

Hearsay; foundation; lack of personal knowledge;

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




Start End Objection
(Page:Line) | (Page:Line)
285.17 286:9 Hearsay: foundation: lack of personal knowledge;
authentication (Alaska R. Evid. 602; 802; 901). Ak,
286:15 287:2 Hearsay; foundation; lack of personal knowledge;
authentication (Alaska R. Evid. 603; 802; 901). Ovenls
297:6 297:21 Hearsay; foundation; lack of personal knowledge; w\
authentication-(Alaska R. Evid. 602; 802; 901).
299:20 300:4 Hearsay; foundation; lack of personal knowledge; Nl e
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 Grede
confusion (Alaska R. Evid. 401; 403; 802; 901). Subject to
Motion in Limine re: Lilly profits and prices. St
303:6 303:18 Relevance; hearsay; authentication; probative value is

confusion (Alaska R. Evid. 401; 403; 802; 901). Subject to

‘\ 3 outweighed by the danger of unfair prejudice, delay and Q-/.)ﬁ'-\
l Motion in Limine re: Lilly profits and prices.
1
t

042 | Relevance; authentication; probative value is outweighed by o dﬂ,&k
S 299 14 the danger of unfair prejudice, delay and confusion (Alaska
R. Evid. 401; 403;901).
3137 3157 Relevance; probative value is outweighed by the danger of
: unfair prejudice, delay and confusion (Alaska R. Evid. 401; OUMLQ(
403).
315:)5 315:18 Relevance; probative value is outweighed by the danger of m
’ unfair prejudice, delay and confusion (Alaska R. Evid. 401;
| 403).
!r 316:1 318:12 Hearsay; relevance; probative value is outweighed by the W*—Qk
{ danger of unfair prejudice, delay and confusion (Alaska R. &
Evid. 401; 403 802).
— |
L> 20:14 320:18 Hearsay; relevance; lack of personal knowledge; probative ‘
l . value is outweighed by the danger of unfair prejudice, delay K CQ
|

and confusion (Alaska R. Evid. 401; 403; 602).

| o




Objection
(Page:Line) | (Page:Line)

320:21 3237

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

360:3 360:6 Relevance; probative value is outweighed by the dangerof | Frseee
unfair prejudice, delay and confusion (Alaska R. Evid. 401;
403).

361:4 361:20 Relevance; probative value is outweighed by the danger of
unfair prejudice, delay and confusion (Alaska R. Evid. 401;
403).

363:3 363:16 Mischaracterizes prior testimony, relevance; probative value O“"jk
is outweighed by the danger of unfair prejudlce delay and
confusion (Alaska R. Evid. 401; 403). X

363:19 364:2 Mischaracterizes prior testimony; relevance; probative value
is outweighed by the danger of unfair prejudice, delay and M
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).

Relevance; probative value is outweighed by the danger_o-f_ 4

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

Doz L T/Tes

\3?6:'7 § 367:11

Deposition of

Start End l Objection
(Page:Line) | (Page:Line) !

{387 38:11

‘7
‘4

=3

Foundation (Alaska R. Evid. 602, 701)

o

47:16

Relevance (Alaska. R. Evid. 401, 402)

L O (R T




Start 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) Sustn
62:13 63:3 Relevance; Probative value outweighed by danger of unfair Sy e
prejudice (Alaska R. Evid. 401, 402, 403) &
63:9 63:14 Relevance, Probative value outweighed by danger of unfair sw‘h&,
prejudice (Alaska R. Evid. 401, 402,403) o
68:19 68:20 Relevance, Probative value outweighed by danger of unfair ~! WLL
prejudice (Alaska R. Evid. 401, 402, 403)
75:19 76:3 Relevance (Alaska R. Evid. 401, 402) p vt
77:18 78:4 Relevance, Probative value outweighed by danger of unfair
prejudice (Alaska R. Evid. 401, 402, 403) ovt&
79:18 79:20 Relevance; Probative value outweighed by danger of unfair
prejudice. (Alaska R. Evid. 401, 402, 403) ot [
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 unfalr Ov M
prejudice (Alaska R. Evid. 401,402, 403)
86:01 86:08 Relevance; Probative value outweighed by danger of unfair Q0
| prejudice (Alaska R. Evid. 401, 402, 403) 0
L -4 |
‘ 88:18 1 88:24 | Relevance; Probative value outweighed by danger of unfair vl Q
i s | prejudice (Alaska R. Evid. 401, 402, 403)
' 127:16 127:22 Relevance; Probative value outweighed by danger of unfair S«I.)'l‘w\
| 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) ‘ st
l 136:6 136:15 Relevance; Probative value outweighed by danger of unfair 1
%elj;:dice; Foundation (Alaska R. Evid. 401, 402, 403, 602, l\ 5da+*411




Start End Objection
(Page:Line) | (Page:Line)
146:13 146:22 Relevance; Probative value outweighed by danger of unfair
prejudice (Alaska R. Evid. 401, 402, 403)
147:3 147:7 Relevance; Probative value outweighed by danger of unfair
prejudice; Foundation; Misstates the evidence (Alaska R.
Evid. 401, 402, 403,602, 611,701)
148:6 148:10 Relevance; Probative value outweighed by danger of unfair
prejudice; Foundation; Ambiguous; Misstates the evidence
(Alaska R. Evid. 401, 402, 403, 602, 611, 701)
148:11 148:13 Relevance; Probative value outwclghcd by danger of unfmr
prejudice; Foundation; Ambigi
Argumentative (Alaska R, Evid. 401 402,403, 6(72 611,
701)
148:14 148:22 Relevance; Probative value outweighed by danger of unfair
prejudice; Foundation; Misstates the evidence (Alaska R.
Evid. 401, 402, 403, 602, 611,701)
| 150:8 150:11 Relevance; Probative value outweighed by danger of unfair
{ prejudice; Foundation; Misstates the evidence (Alaska R.
l Evid. 401, 402, 403,602,611, 701)
i 152:12 l 152:20 Relevance; Probative value outweighed by danger of unfair
| prejudice; Foundation; Misstates the evidence; Ambiguous
1 l (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
l (Alaska R. Evid. 401, 402, 403, 602, 611, 701)
'lﬁfy 171:17 Relevance; Probative value outweighed by danger of unfair
“ prejudice; Ambiguous (Alaska R. Evid. 401, 402,403, 611) l
1 173:18 ‘ 174:2 Foundation (Alaska R. Evid. 602, 701) }
[174:17 ‘i 17421 Foundation (Alaska R. Evid. 602, 701) 1
il | . |
[ 178:14 1 178:23 Foundation (Alaska R. Evid. 602, 701) =
. ‘l Foundation; Ambiguous (Alaska R. Evid. 602, 611, 701) l‘

(0] vet
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o
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Start Objection

(Page:Line) | (Page:Line)

181:11 181:18 Foundation; Misstates the evidence (Alaska R. Evid. 602,
611,701)

181:21 182:4 Relevance; Probative value outweighed by danger of unfair
prejudice (Alaska R. Evid. 401, 402,403) -

1825 182:8 Argu ive; C by | (Alaska R. Evid. 611)

185:15 186:9 Relevance; Probative value outweighed by danger of unfair
prejudice; C by | (Alaska R. Evid. 401, 402,
403,611)

186:22 187:12 Relevance; Probative value outweighed by danger of unfair
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)

S

) 234:16 E 235:04 Relevance; Probative value outweighed by danger of unfair
T jor | prejudice (Alaska R. Evid. 401, 402, 403)

i541:19_ 24122 Relevance; Probative value outweighed by danger of unfair
! prejudice (Alaska R. Evid. 401,402, 403)

] 2423 | 242:18 Relevance; Probative value outweighed by danger of unfair
l prejudice (Alaska R. Evid. 401, 402, 403)

243:2 243:20 Relevance; Probative value outweighed by danger of unfair
prejudice (Alaska R. Evid. 401, 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 i \7'27;1-§:'240 Relevance; Probative value outweighed by danger of unfair
| prejudice (Alaska R. Evid. 401, 402, 403)
| 249:6 1 249:12 Relevance; Probative value outweighed by danger of unfair
Lo e g prejudice (Alaska R. Evid. 401, 402, 403)
249:19 249:22 Relevance; Probative value outweighed by danger of unfair
| prejudice (Alaska R. Evid. 401, 402, 403)
250:5 1250:9 Relevance; Probative value outweighed by danger of unfair
L prejudice (Alaska R. Evid. 401, 402, 403)

| suston,




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.
Evid. 401, 402,403,602, 611, 701)
357:23 358:8 Foundation; Misstates the evidence (Alaska R. Evid. 602,
611,701)
359:15 360:10 Foundation; Misstates the evidence (Alaska R. Evid. 602,
611,701)
361:3 361:14 Foundation; Misstates the evidgnce (Alaska R. Evid. 602,
611,701)
400:16 401:7 Foundation; Misstates the 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 (AlaskaR. Evid. 401,402, 403)
1416:19 417:6 Relevance; Probative value outweighed by danger of unfair
prejudice (Alaska R. Evid. 401, 402, 403) .
420:9 420:18 Compound (Alaska R. Evid. 611) oo
422:12 422:20 Argumentative (Alaska R. Evid. 611)  gueaue_
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) y
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

\awuﬂc

ovente,

prejudice (Alaska R. Evid. 401, 402, 403) J OVQ*‘QL




Objection
(Page:Line) | (Page:Line)

510:5 510:8

Relevance; Probative value outweighed by danger of unfair | Sﬂ‘ .
prejudice; 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. Sustny
Evid. 401, 402,403,601, 602, 611, 701)

5147 514:15 Relevance; Probative value outweighed by danger of unfair

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

527:17 528:2

Relevance; Probative value outweighed by danger of unfair 5&3""‘
prejudice (Alaska R. Evid. 401, 402, 403)

oule
‘\ 528:16 529:2
{
1

—

Relevance; Probative value outweighed by danger of unfair

prejudice; Foundation (Alaska R. Evid. 401,402,403, 601, S\b'}m\
602,701)

153023 |53L:14

Relevance; Probative value outweighed by danger of unfair |

prejudice; Ambiguous; Foundation (Alaska R. Evid. 401, vSUJh"‘-\
402,403, 602,611,701)

535:17 536:24 Relevance; Probative value outweighed by danger of unfair

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

5377 538:7 Relevance; Probative value outweighed by danger of unfair &3 [

prejudice; Foundation (Alaska R. Evid. 401, 402, 403, 602, 5"5*”’
701)

538:13 538:15 Relevance; Probative value outweighed by danger of unfair
L prejudice; Foundation; Misstates the evidence (Alaska R.
| 538:22

r

Evid. 401, 402,403, 602, 611,701) s
5393

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)

gt

— -
539:10 539:23

Relevance; Probative value outweighed by danger of unfair

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




Start End Objection
(Page:Line) (Page:Line)
540:1 540:19 Relevance; Probative value outwei

ighed by danger of unfair
prejudice; Foundation; Misstates the evidence; und;

Compound;: ;
Argumentative (Alaska R. Eyid. 401,402, 403, 602, 611, 51“’"4-:
701)
| 545:15

546:5 5 Relevance; Probative value outwej

ighed by danger of unfair
prejudice; Foundation; Misstates the evidence (Alaska R 5.05‘1\
Evid. 401,402,403.60&.611.70!) :

5467 | 546:11 ) Relevance; Probative valu

e outweighed by danger of unfair
prejudice; Foundation; Misstates the evidence (Alaska R. 5"’-&"‘
Evid. 401 »402, 403, 602, 61 1,701)

‘&ﬁ\._____________ ]
546:13 547:17 Relevance; Probative valu

¢ outweighed by danger of unfair
prejudice; Foundation; Mj

sstates the evidence (Alaska R. st
Evid. 401, 402, 403, 602,611,701)

548:17 548:21 Relevance; Probative value outweighed by danger of unfair §u5‘"ﬁ
prejudice (Alaska R. Eyid, 401,402, 403)

B e = T 1 T
Relevance; Probative vajue outweighed by danger of unfair
prejudice; Foundation; Misstates

the evidence (Alaska R. O\Mﬂ\
Evid. 401, 402, 403,602,611, 701)

| 549:8 154912

e

—}

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 action.
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= FILED IN OPEN COURT
IN THE SUPERIOR COURT FOR THE STATE dP@@iska  2-—03
THIRD JUDICIAL DISTRICT AT ANCHORA®IK:___MZ7

STATE OF ALASKA,
Case No. 3AN-06-5630 CI
Plaintiff,

MOTION FOR CLARIFICATION
V. OF INSTRUCTION REGARDING

PRESENTATION OF

ELI LILLY AND COMPANY, VIDEO DEPOSITION

TESTIMONY

B INTRODUCTION

To avoid confusion and unnecessary prolongation of this trial, defendant Eli Lilly
and Company (“Lilly”) requests that the Court clarify its February 22, 2008, directive that the
parties present their videotaped deposition designations and counter-designations in a staggered
fashion. The Court’s adoption of the State’s informal proposal to proceed in this manner will
prejudice the party offering counter-designation testimony because it will be heard out of
context. To avoid these issues, and consistent with the rule of completeness embodied in both
the Alaska Rules of Evidence and of Civil Procedure, the parties’ videotaped deposition excerpts

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

II.  ARGUMENT

The problem created by staggered presentation is illustrated by the following
representative example. The State has designated deposition testimony from the deposition of
Dr. Alan Breier, Lilly's Chief Medical Officer, about an analysis of a medical study - one
several discussed at his deposition. In response to some of these designations, Lilly offers a
counter-designation:

Q. You had considerable skepticism expressed about the results
of this analysis by other consuitants to the company, did you not?




-

—

A. 1would characterize that most people who saw the data found
it very helpful. This was a unique dataset of over 6,000 patients in
controlled trials. Just comparing it to the Casey report of a very
small, pective, poorly lled dataset. It were these kinds
of studies, the Casey report, that were in the public domain that
were not terribly informative. And we felt that we had a unique set
of data, a one-of-a-kind in terms 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 to
the FDA, but we submitted it to regulatory bodies worldwide, and
it's in the European label today. So those scientists looked at it and
found it quite helpful and meaningful.

If Lilly is required to present this excerpt only after the State presents all of its Dr.
Breier testimony, the jury will have no 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
by the State about this analysis discussed on page 213,214,219, 220, and 221 of the transcript.
Fundamental fairness requires that Lilly’s counter-designations for Dr. Breier, as well as those
for the other eleven witnesses for whom the State has affirmatively designated deposition

testimony, be p d cc poraneously with the affirmative designations in one single

videotape clip."

The current mechanism for presenting videotaped depositions to the jury requires
an awkward staggering of the party’s video clips for each witness. Under this approach, for each
witness, one party’s set of affirmative designations will be played for the jury in full, followed by
the other party’s set of responsive counter-designations in full. This approach removes the
context of the counter-designated testimony, which each party offers to clarify, explain and
contextualize the adverse parties’ affirmative designations. Now, this testimony will necessarily

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

! Cenainly the State should receive the same benefit as Lilly with its counter designations

Lo



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 dictates a contextual approach. Alaska Rule of Evidence 106 states that “[w]hen a
writing or recorded statement or part thereof is introduced by a party, an adverse party may

require the introduction ar that time of any other part or any other writing or recorded statement

"2

S

which ought in fairness to be ¢

ly with it.

i

This is the “rule of completeness,” which prevents misleading i i d

Ll

by taking a statement out of context’ As the Alaska Court of Appeals has stated, “the purpose of
Rule 106 is ... [to] give[] the parties against whom written or recorded evidence has been
admitted the power to accelerate the timing 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]f only part 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.™

? Alaska R. Evid. 601 (emphasis added)

' | Weinstein, Weinstein's Evidence 9 106{02] (1982); see 29 Am. Jur. 2d Evidence § 359 (The purpose of
the federal analog to Rule 106 "is to permit the contemporaneous introduction of writings or recorded statements
that place in context other writings or recorded statements admitted into evidence which, viewed alone, may be
misleading.” (citations omitted))

* Sipary v. State, 91 P.3d 296, 300 (Alaska Court of Appeals 2004) (emphasis in original)

* Alaska R. Civ. Proc. 32(a)(4)
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These rules are specifically designed to prevent the precise problems of jury

confusion and prejudice that will result under the current staggered approach. The Ci y
1o Alaska Evidence Rule 601 recognizes that “|w]here time elapses between the offer of part of a
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 . The Advisory

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

considerations as the basis for the rule: (1) “the misleading impressi d by taking matters
out of context,” and (2) “the inadequacy of repair work when delayed to a point later in the
trial ™’

As these rules reflect, any interruption of a party’s presentation of affirmative
deposition testimony (whether it is Lilly or the State), is far outweighed by the prejudice that

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

b

Court should direct the parties to coo their p ions of deposition excerpts so that any
party’s counter-designations will be played to the jury in context, during the same video clip as
the adverse party’s affirmative and counter-counter-designations.®

Further, because the preparation of video deposition excerpts requires significant

preparation time, Lilly requests that the Court rule on this motion as expeditiously as possible.

® Comm. 10 Alaska R. Evid. 601
7 Notes of Advisory Commitice on 1987 amendments to Federal Rules of Civil Procedure
® Short of this, Lilly will have no other option but to repeat the State’s designations in conjunction with its

counter designations in one clip. This is an unfavored aliemnative that would needlessly lengthen the trial
significantly
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IN THE SUPERIOR COURT FOR THE STATE OF ALASKA
THIRD JUDICIAL DISTRICT

&
&
) & 7
STATE OF ALASKA, ) %q, %:ﬁz&\(&)
Plainti : %"ﬁ.‘ ”SQ\
intiff, ) % Qb
) %
v. ) Case No. 3AN-06-5630 CIV
ELI LILLY AND COMPANY, ; %
Defendant. ;
)

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

Defendant Eli Lilly and Company (“Lilly”) counter-designates for trial the
following deposition transcript excerpts in response to Plaintiff State of Alaska’s Trial
Deposition Designations:

1 Deposition of John C. Lechleiter, Ph.D, designated pages Exhibit A.

Start (Page:Line) | End (Page:Line)

40:13 40:24
71:1 71:10
92:17 92:19
111:23 112:9

121:7




Start (Page:Line) | End (Page:Line)
275:23 276:14
277:12 277:17
280:6 280:18
292:24 293:10
300:11 300:21
310:11 310:20

s Deposition of Denice M. Torres, designated pages Exhibit

Start (Page:Line) | End (Page:Line)

147:8 147:12
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 — 51214
[SI216 = 1 ‘!':T:.ﬁ* S|




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 to this Court’s rulings on Motions
in Limine. Lilly reserves the right to introduce any of the deposition testimony set forth
in plaintiff’s deposition designations. Lilly further reserves the right to counter-
designate any deposition testimony not yet taken in this or any other matter. Lilly further
reserves the right to introduce additional deposition testimony not included above, if
deemed necessary for the rebuttal of testimony from witnesses called by plaintiff or

exhibits introduced by plaintiff at the trial of this action.
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I hereby certify that a true and correct copy of DEFENDANT ELI LILLY AND

COMPANY’S DEPOSITION COUNTER-DESIGNATIONS has been served on counsel

listed below. t ZM

v/
Brewster H. Jamievso|1

Counsel List

Eric T. Sanders, Esquire
Feldman, Orlansky & Sanders
500 L. Street, Suite 400
Anchorage, AK 99501-5911

Matthew L. Garretson, Esquire
Joseph W. Steele, Esquire
Garretson & Steele
9545 Kenwood Road, Suite 304
Cincinnati, OH 45242-6100

H. Blair Hahn, Esquire
Richardson, Patrick, Westbrook & Brickman, LLC
1037 Chuck Dawley Boulevard, Building A
Mount Pleasant, SC 29464-4190

Date: March 5, 2008




FELDMAN ORLANSKY

& SANDERS

500 L STREET

FOURTH FLOOR

ANCHORAGE, AK
99501

TEL: 907.272.3538
FAX: 907.274.0819

A

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

.p
%“a\%

THIRD JUDICIAL DISTRICT AT ANCHORA&E

STATE OF ALASKA, )
)
Plaintiff, ) ‘\‘
)
v. ) Case No. 3AN-06-05630 a\%
) S
ELI LILLY AND COMPANY, )
)
Defendant. )
=

PLAINTIFF’'S SECOND AMENDED PAGE/LINE DESIG! NS
AS OF MARCH 3, 2008

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

amends its deposition designations as follows:

CHARLES BEASLEY
JULY 26, 2006
| START PAGE/LINE END PAGE/LINE
26:10 26:14
26:21 27:4
32:12 32:22
447 44:14
Lda 45:18 45:22
IR 56:15
T 74:16
75:19 77:10
T St I8 771 79:6
82:11 82:16
A 858 _ 82:22
Plaintiff”s Second A ded Page/Line Di ns

As of March 3, 2008 - Charles Beasley
State of Alaska v. Eli Lilly and Company

Case No. 3AN-06-5630 C1
Page 1 of 5




Page 2 of 5

83:15 84:6
84:7 84:13
84:15 85:19
86:12 86:17
94:4 94:23
94:24 95:4
95:9 96:4
96:7 96:12
99:1 99:11
1552 111:2
1113 111:11
111:13 111:18
135:15 135:17
135:19 136:2
136:3 137:15
142:3 142:7
142:9 142:15
145:13 145:15
145:16 145:16
146:12 147:3
147:12 148:4
149:12 149:14
149:15 149:16
149:18 149:19
150:7 150:12
150:14 150:17
151:11 151:13
156:17 157:3
15877 157:10
160:6 161:17
183:23 184:3
184:15 184:22
185:21 186:21
186:23 186:23
190:22 191:11
___191:13 191:17
_193:21 194:3
1944119 195:13
FELDMAN ORLANSKY 18919 196:15
& SANDERS
500 L STREET 4 : oo
FOURTH FLOOR Plaintiff’s Second Amended Page/Line Designations
ANCHORAGE, AK As of March 3, 2008 - Charles Beasley Case No. 3AN-06-5630 CI
99501 State of Alaska v. Eli Lilly and Company
TEL: 907.272.3538
FAX: 907.274.0819




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

TeL: 907.272.3538
FAX: 907.274.0819

202:14 202:16
205:21 205:24
207:3 207:12
209:21 10:1
218:2 18:8
218:12 19:8
223:15 223:17
230:23 231:1€
232:6 232:2
233:17 233:2¢
234:18 234:2¢
2351 235:2
235:16 235:23
236:1 236:1
236:6 236:1
236:14 236:1
237:1 237:13
237:14 237:14
238:7 238:19
242:9 242:14
243:18 243:22
244:17 246:25
2471 247:17
250:17 50:23
252:7 253:6
253:8 253:10
255:19 256:13
= 258:3 258:9
258:11 258:23
259:3 259:12
| 259:19 260:1
260:2 260:19
263:14 264:5
266:8 266:15
2698 272:17
274:5 27410
276:8 277:23
278:16 278:23
283:11 288:9

Plaintiff"s Second Amended Page/Line Designations
As of March 3, 2008 - Charles Beasley
State of Alaska v. Eli Lilly and Company

Case No. 3AN-06-5630 CI
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500 L STREET
FOURTH FLOOR
ANCHORAGE, AK

TeL: 907.272.3538
FAX: 907.274.0819

288:11 288:17
288:19 288:21
291:22 292:11
292:20 292:22
293:6 294:8
295:10 296:10
297:9 2987
298:21 298:22
298:23 99:
300:3 301:22
304:21 305:11
305:12 306:10
306:12 306:1¢
307:22 308:11
310:1 311:11
31113 311:19
317:20 318:9
339:16 339:19
341:16 342:4
343:5 343:18
344:2 346:1
346:4 348:4
348:7 349:1
372:18 372:23
386:4 386:22
393:1 393:9
393:12 394:24
395:3 395:18

DATED this 7~ day of March, 2008.

FELDMAN ORLANSKY & SANDERS
Counsel for Plaintiff

v H

Eric T. Sanders
AK Bar No. 7510085

Plaintiff’s Second A led Page/Line D
As of March 3, 2008 - Charles Beasley Case No. 3AN-06-5630 CI
State of Alaska v. Eli Lilly and Company Page 4 of 5




GARRETSON & STEELE

Matthew L. Garretson HENDERSON & ALLEN, LLP
Joseph W. Steele T. Scott Allen Jr.
David C. Biggs 2777 Allen Parkway, 7" Floor
5664 South Green Street Houston, Texas 77019-2133
Salt Lake City, UT 84123 (713) 650-6600
(801) 266-0999

FIBICH HAMPTON & LEEBRON
RICHARDSON, PATRICK, Kenneth T. Fibich
WESTBROOK & BRICKMAN, LLC 1401 McKinney, Suite 1800
H. Blair Hahn Houston, Texas 77010
Christiaan A. Marcum (713) 751-0025
David Suggs
P.O. Box 1007
Mt. Pleasant, SC 29465 Counsel for Plaintiff

(843) 727-6500

Certificate of Service
1 hereby certify that a true and correct copy of Plaintif’s Second Amended Page/Line
Designations as of March 3, 2008 was served by messenger on:

Brewster H. Jamieson

Lane Powell LLC

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

George Lehner
Captain Cook Hotel

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

FELDMAN ORLANSKY
& SANDERS

500 L STREET . :
FOURTH FLOOR Plaintiff’s Second Amended Page/Line Designations

ANCHORAGE, AK As of March 3, 2008 - Charles Beasley Case No. 3AN-06-5630 CI
(o 9:?7‘2.3538 State of Alaska v. Eli Lilly and Company Page 5 of 5
FAX: 907.274.0819




S Beasley, Charles (Vol. 01) - 07/26/2006

10 Q. Good morning, Dr. Beasley.
11 would you state your full name for the

12 record, please?

13 A. Yes, my name is Charles M.
14 Beasley Jr.

2. PAGE 26:21 7O 27:04 (RUNNING 00:00:13.000)

21 Q. Okay. And are you currently
22 employed by Eli Lilly?
23 A. Yes, 1 am.
24 Q. And what's your current job
00027:01 ctitle?
02 A. My current job title is
03 Distinguished Lilly Scholar and Chief
04 Scientific Officer For Global Product Safety.

3. PAGE 32:12 TO 32:22 (RUNNING 00:00:20.000)

12 0. Okay. And I believe you

13 became board certified in psychiatry in 1988;
14 is that correct?

15 A. That would have been correct.
16 It's a two-step process and I believe that I
7 completed the second part in, I believe, it
18 was October of 1988,

19 Q. Okay. And you joined Eli

20 Lilly as an Associate Reseazch Physician in
21 July of 1987; is that correct?

22 A. That's correct.

4. PAGE 44:07 TO 44:14 (RUNNING 00:00:05.000)

07 0. Okay.
08 I'm going to hand you what
09 has been previously marked Plaintiff's

10 Exhibit 1349,

11 {Whereupon, Deéposition
12 Exhibit (s} 1349 previously

13 marked, was presented to the
14 witness.)

5. PAGE 45:18 TO 45:22 (RUNNING 00:00:10.000)

18 By the way, for the record
19 this appears to be a

20 presentation. 1It's 24 pages. The
21 first page has a heading Human
22 abolism.

PAGE 56:04 TO 56:15 (RUNNING 00:00:24.000)

us
it
tescing was
SOA 2nd Amended Page/Line Designations
as of March 3, 2008 - Charles Beasley
Case No. 3AN-06-05630 C!
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07 done by Eli Lilly, correct?

o8 A T would characterize it as
09 being done by the -- by the investigators.
10 It was designed and administered by Lilly.

11 Q. Okay.
12 A. Now, I understand your -—
13 0. Okay.

Al ‘The FDA didn't actually do
15 the studies or contract to have them done.

7. PAGE 74:13 TO 74:16 (RUNNING 00:00:07.000)

13 Q. Okay. And back at that time
14 in December of 1995, were you reporting

15 directly to Dr. Tollefson then?

16 A. Yes, T was.

8. PAGE 75:18 TO 77:10 (RUNNING 00:01:43.000)

19 second paragraph -- actually, let's talk

20 about the first paragraph. It states, "The

21 third meeting of the U.3. Schizophrenia

22 Advisory Panel convened on December 10, 1895,

23 in Sap Juan, Puerto Rico, to discuss

24 olanzspine, the Eii Lilly and Company
00076:01 anti-psychiatric drug in development. Ten of

02 the 1l schizophrenia specialists who served

03 on the panel were present along with medical,

04 research, and marketing executives at Eli

05 Lilly and Company." Did I read that

06 correctly?

07 A, That's correet.

08 Q. And this would have been

03 about what, two, three months after the NDA

10 had been submitted to FDA?

11 A. I believe that's correct.

12 Because I think the NDA was submitted in

13 September.

14 Q. September, Okay. And then

15 the second paragraph it starts off by saying,

16 "The meeting began with first-time

17 presentation of efficacy and safety results

18 from HGAJ, the pivotal phase 3 trial by

19 Charles Beasle Jr, MD, and a review of the

20 de pmental history and update of the

21 integrated apine database by Gary

22 Tollefson," e that?

orrect

24 : when it uses the phrase
00077:01 "the piv phase 3 trial” referring to

02 ¢ that

03 A. That was one of the

¢ NDA.
as we talked
f the trials, it

ct your
paragraph,

11 in ab
lines

the midd
bo!

four
all
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13 patients treated with olanzapine for any

14 amount of time, forty percent gained greater
iS5 than or equal to 7 percent body weight.” Do
16 you see that language?

17 A. Let me just find it here.
18 Yes, 1 do.
15 Q. Okay. And it's generally

20 accepted that an increase in weight of

21 7 percent or more is clinlcally significant,

22 correct?

23 A, This has been & criteria

24 established with the FDA for which the temm
00078:01 is used potentially clinically significant.

02 Q. Okay. And that paragraph

03 goes on to note that, "Patients who remained

04 on olanzapine for 12 months gained an average

05 of 24 pounds at the end of 12 months,”

06 correct?

07 A. That's correct.

08 Q. Okay. By the way, if

09 40 percent cf the people who tock the drug

10 for any period of time had more than -~ had

11 equal to or more than 7 percent body weight

12 that means that 40 percent of the people who

13 took the drug for any langth of time had

14 potentially clinically significant weight

15 gain, correct?

16 A. That's correct,

I Q. Okay. And then there's a

18 paragraph below that that's in italics which

19 states quote, "Several advisors commented on

20 the association of olanzapine with weight

21 gain and encouraged Lilly to subject the data

22 to a full analysis, Clinically significant

23 weight gain is a risk factor for other

24 conditions such as increased blood pressure,
00079:01 increased cholesterol and type II diabetes.

02 The advisors also noted that Lilly has an

03 opportunity to develop strategies to help

04 manage the weight gain." Do you see that

05 language?

06 A. Yes, I do.

10. PAGE 82:11 TO 82:16 (RUNNING 00:00:14.000)

1 Q With respect to the weight
12 issue, your labeling did not inform

all patients treated with
¢ amount of time 40 percent
e than or equal to 7 percent of the

is that correct?

15 gained s
16 body welg

11. PAGE 82:18 TO 82:22 (RUNNING 00:00:10.000)

Well -

You

guestion ox

our label did --

12. PAGE 83:15 TO 84:06 (RUNNING 00:00:33.000)

r labeling also did not,
physicians that patients

SOA 2nd Amended Page/Line Designations
as of March 3, 2008 - Charles Beasley
Case No. 3AN-06-05630 CI
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15. PAGE 86:12 TO 86:17 (RUNNING 00:00:16.000)

who remained on olanzapine for 12 months
gained an average of 24 pounds at the end of

those 12 months, correct?
A. No, it did not.
Q. Okay, And on Page & at the

bottom there's a -- in the last paragraph,
there's a heading that says Laboratory

Anolytes?

A. Yes.

Q. And what does that phrase
mean?

A This would refer to all of

those things that are measured in blood or
urine, specific measurements such as sodium,

13. PAGE 84:07 TO 84:13 (RUNNING 00:00:15.000)

glucose, or white blood cells, that are
measured in a laboratory.

Q. And, in fact, the laboratory
testing that was done on HGAJ subjects showed
that there was a statistically significant
increased incidence of high glucose and also
high cholesterol; isn't that correct?

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

A. RAgain, without benefit of
locking at the -- at the entirety of the
data, my only recollection is with regard to
a analysis of the, what we call the
categorical incidence of elevated glucoses
relative to haloperidol, based on what we
call anytime data. I recall this number as
being atistically significant That is one
number that needs to be appropriately put in
the context of, actually, about nine
analyses.

Q. You say "based on what we
call anytime data I recall this number as
being statistically significant." What was
“this number® that you're referring to?

. 1 believe it was the
who showed a shift
to what would be

percentage
from a normal glu
considered a high

Q. Okay you were aware of
that at what point in time?
A. 't know the specific.
It 1ld have been when the data were
anal d.
It would be sometime between

when the data was cutoff in February of 1995
and when it was submitted to FDA in September
of 1995,

A. That would have been correct.

would
the

SOA 2nd Amended PagelLine Designations
as of March 3, 2008 - Charles Beasley
Case No. 3AN-06-05630 CI
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17 acute phase of study HGAJ.

16. PAGE 94:04 TO 94:23 (RUNNING 00:01:00.000)

04 Q- #ho was responsible for

05 having these types of analyses done and then
06 reviewed?

07 A. Okay, That would have been a
08 group of individuals, Dr. Tollefson, myself,
09 other physicians, senior statisticians that
10 would have been involved with the -- with the
11 project.

12 And 1 would think, also, we
13 would include the regulatory people who would
14 be involved with guiding us in temms of the
15 NDA preparstion,

16 Q. Ogay. Would it be fair to

17 say that if computer analyses were done of

18 the data from the HGAJ study back in June of
19 1995 that you and Dr. Tollefson would have

20 been awara of the results of those analyses?
21 A. Yes, we would have been.

22 Q. Okay. 1I'd like to direct

23 your attention to Page 11.

17. PAGE 94:24 TO 95:04 (RUNNING 00:00:08.000)

24 A. Yes.
00095:01 Q. Do you see there that there's
02 a heading for lab tests of Glucose,

03 Non-fasting?
04 A. Yes, T do.

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

09 In this study, HGAJ, there
10 were, actually, two groups of patients, some
11 of whom were taking olanzapine or Zyprexa the
12 other group was taking another drug referred
13 to as a first generation anti-psychotic drug
14 called Haldol or haloperidol; is that
15 correct?
That's correct.
Okay. And what
study was comparin

20 laboratory anclytes between those folks who
21 took Zyprexs and those who Haldol, correct?
22 A. That's

On Page 11
ntout reg

this portion

02
03
04

19. PAGE 96:07 TO 96:12 (RUNNING 00:00:20.000)

07 A. Yes., 1°

08 percent

tatistical sigr

SOA 2nd Amended PageiLine Designations
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20. PAGE 99:01 TO 99:11 (RUNNING 00:00:26.000)

00099:01 Q. Or. Beasley, could T get you
02 to lock at Page 12 of Exhibit 1605. And you
03 see at the top of the page there there's the
04 results of some laboratory testing on
05 cholestercl, corrsct?

06 A. Yes, 1 do.

o7 Q. And it slso shows &

08 statistically significant increased incidence
09 of high cholesterol, correct?

10 A, Yes, that's correct.

11 2.3 percent versus 0.8 percent.

21. PAGE 111:02 TO 111:02 (RUNNING 00:00:00.000)
02 2zyprexa came on the market in 1996, in
22. PAGE 111:03 TO 111:11 (RUNNING 00:00:25.000)

03 October, am I correct?

04 A 1 believe that was the case,
05 13 menths after the NDA filing.
06 Q. And the labeling that was in

07 effect at that time when the product came out
08 on the market, did not warn physicians that
0% your clinical studies had tound statistically
10 significant increased incidence of high

11 glucose in Zyprexa s, correct?

23, PAGE 111:13 TO 111:13 (RUNNING 00:00:00.000)
13 A. That {8 correct. But my
24. PAGE 135:15 TO 135:17 (RUNNING 00:00:07.000)
15 Q. Do you recall that by 1398
16 Lilly had almost 200 reports of blood sugar

17 elevation?

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

19 A. re you speaking about

20 spontaneous adverse event reports?

21 ) Y

22 year was?

23

24 I cannot give you the
00136:01 But that would seem

02 orrect

26. PAGE 137:03 TO 137:16 (RUNNING 00:00:38.000)

Ken Hornbuck
wWorldwide

Pharmacov

SOA 2nd Amended PagelLine Designations
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Epidemiclogy Department at Eli Lilly
14 and Company. And it is marked
15 contidential.

27. PAGE 142:03 TO 142:07 (RUNNING 00:00:15.000)

o3 Q. Ckay. And are you aware,

04 sir, that it's generally estimated that only
S 1 percent, maybe 10 percent of the number of
06 adverse events that, actually, occur in the
07 use of a drug ever get reported?

28. PAGE 142:09 TO 142:15 (RUNNING 00:00:25.000)

09 A. The literature that I am

10 famillar with estimated between ! in 5 and 1
11 in 30 cases would be repcrted. This was in
12 this time frame when I was more involved with
13 doctors Funk and Hornbuckle. 1 believe that
14 more recent literature has suggested it may
15 be as low as one in a hundred.

29. PAGE 145:13 TO 145:15 (RUNNING 00:00:10.000)
13 Q. If I could direct your
14 attention to Page 14, and I'm referring to
15 the bottom most number of Page 14.
30. PAGE 1456:16 TO 145:16 (RUNNING 00:00:00.000)
16 A. Okay.
31, PAGE 146:12 TO 147:03 (RUNNING 00:00:36.000)
12 Q. In any event, whoever
13 prepared this report, W

14 Doctors Hornbuckle and Fung, have a bold
15 headi there entitled Blood Sugar Elevationm,

17 A, That's correct.
And then below that they have

subcategories, including

20 mia, diabetes mellitus, diabetic

21 diabetic coma, ketosis, and glucose

22 jecreased, correct?

23 That's correct.

24 And then below that they have
00147:01 4 heading that says Unduplicated

02 T i

03 t's correct.

32. PAGE 147:12 TO 148:04 (RUNNING 00:00:56.000)
12 Q. Okay. And it shows that if
13 you looked at all four quarters of —- or I
14 guess eight quarters from '96 to '98 there
15 were a total 194 unduplicated reports of what

they had grouped together as blood sugar

elevation, correc

SOA 2nd Amended Page/Line Designations
as of March 3, 2008 - Charles Beasley
Case No. 3AN-06-05630 C!
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with respect to what's happening out in the
24 real world. If we multiply the 194 by S5

00148:01 that's almost a thousand and if we multiply

02 by a hundred it would be almost 20,000 cases

03 of blood sugar elevation, correct?

04 A. That is correct. As I said,

33. PAGE 149:12 TO 149:14 (RUNNING 00:00:10.99)

12 With respect to Exhibit 988.
13 The one you have there. It's marked
14 confidential on every page., Was it standard

34. PAGE 148:15 TO 149:16 (RUNNING 00:00:03.000)

15 drill ar Eli Lilly to mark reports of adverse
16 event reports as confidential?

35. PAGE 149:18 TO 149:19 (RUNNING 00:00:05.000)

18 A. Actually, 1 don't know
19 whether all such reports would be so marked.

36, PAGE 150:07 TO 150:12 (RUNNING 00:00:14.000)

o7 Q. Do yoit recall that by
08 December of 1998, just a couple of months
03 after the cutoff period for this report,
10 Lilly was struggling about what to say

11 regarding the link between weight gain and
12 diabetes?

37. PAGE 150:14 TO 150:17 (RUNNING 00:00:12.000)

14 A. Again, in the -- I don't

15 recall any specific information or discussion
16 about what Lilly was going to say in any

17 specific context in that time period.

38. PAGE 151:11 TO 151:13 (RUNNING 00:00:09.000)
And it's -- the agends is

er 9, 1998.
Yes.

1 0

1
12 dated Dac
13

39. PAGE 156:17 TO 157:03 (RUNNING 00:00:30.000)

17 Q. Okay. Do y see that under
18 the agenda there's b et points.
19 The middle one is weight gain and link to

20 mark, what 5 the data
21 what is action plan, question
22 Do you see t reference?
23 A. Yas, I
24 Q. And then there'

00157:01 ] = at the bottom
02 4

a7 a. handw
08 “Weight gain ar natic

03 to hyperglycemia,® correct?
10 A Yes, it does.

SOA 2nd Amended Page/Line Dowmms
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41. PAGE 160:06 TO 161:17 (RUNNING 00:01:48.000)

06 Q. Do you recall talking to

07 pecple in the marketing department in

08 December of 1996 about the issue of weight
09 gain and diabetes?

10 A 1 don't recall, specifically.
11 I may well have done so in the process of

12 trying to educate individuals that were

13 specializing in neurcscience as opposed to
14 diabetes care about sort of the basics of

15 diabetes.

16 Q. Do you recll). telling people
17 in the marketing ck in

18 of 1998 that the uu of nm.ipsychnth: drugs
19 could result in weight gain and that people
20 who gain weight may develop insulin

21 resistance which can lead to hyperglycemia
22 and diabetes?

23 Al I may have been explaining

24 that -- that there are these associations.
00161:01 . Okay. Was it your belief at

02 the time, back in December of 1998, that the

03 use of ipaychotic drugs could result in

04 weight gain?

05 A. Yes, I think the data for

06 that are rather clear as reflected in our

07 package insert, specifically, for our drugs
08 and I think the David Allison article that I
09 think was published by this time, to which

10 we'd contributed, looked at antipsychotics in
11 general and suggested that.

12 Q. And was it your view back in
13 December of 1398 that people who gain weight
14 may develop insulin resistance which caa lead
1§ ta hy[wlquLur\)a and diabates?

16 1 would characterize it as a
3T riak racror for developing.

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

23 Q. The first of which is an

24 e-mail on November 28, 1999, from Edmundo
00184:01 Muniz to Michael Clayman, Timothy Franson

02 with copies to Gregor Brophy, Kennath

03 Hornbuckle, Kenneth Kwong, corre

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

16 earlier t
17 his name,

ph

. Muniz

o -

says, "Mike and
ummary of issu

NN



24 regarding hyperglycemia and Zyprexa. There

00186:01 are two types of initiatives," and then he
02 1lists what those two different types ere,
03 correct?

04 A There are two types of

05 initiatives, yes.

06 Q. And the tirst is a, what he
07 refers to, as a cross-functicnal team -——

08 pardon me -- cross-functional action team led
09 by Alan Sreier. Do you see that?

10 A. Yes, I do.

11 Q. And it states that the goal

12 of this team is to bring to the same table

13 all the groups and functions working to

14 address the hyperglycemia issve, correct?

15 Al Yes.

16 Q. And the hyperglycemia issue
17 was the fact that by November of 1395 there
18 were published medical articles linking

19 nyperglycemia with Zyprexa and you also had a
20 number of adverse event reports linking

21 hyperglycemia and Zyprexa, correct?

45. PAGE 186:23 TO 186:23 (RUNNING 00:00:00.000)
23 A Yes, that would be correct.
46. PAGE 190:22 TO 191:11 (RUNNING 00:00:39.000)

22 Q. Okay. Anc then Dr. Muniz
23 states under that section, "while Val
24 Simwons, Man fung, Kenneth Kwong and Charles
00191:01 Beasiey have been working closely together on
02 this issue, it was felt that a broader
03 invelvement of regulatory pharmacovigilance
04 Mike Clayman, Tim Franscn, and Greg Brophy,
05 and Edmundo Muniz, was needed to evaluate a
06 short-term plan.” Did I read that correctly?
07 A. Yes.
Would it be falr to say, sir,
flects that in November
ypergl mia issue had -- with
become quite an issue, correct?

e
09 that this memo r
10 of 1999 the
11 zyprexa had

47. PAGE 191:13 TO 191:17 (RUNNING 00:00:13.000)

13 1 think what this reflects is
14 the company had very clearly intended to

15 increase the resources, bo number and level
16 of resources, that were bai t to bear
17 to assess the topic.

48. PAGE 193:21 TO 194:03 (RUNNING 00:00:16.000)

Okay. And right

0NN
-on e

00194:01

02

03

49, PAGE 194:19 TO 195:13 (RUNNING 00:01:00.000)

SOA 2nd Amended Page/Line Designations
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19 Q. And in fact, by thia point in
20 time, November of 1599, the European

21 regulatory agencies had already requested

22 that hyperglycemia be a precaution in the

23 European label; isn't that correct?

25 A. I -~ the European label does
00185:01 not make a distinction between warnings and
02 precautions. There's one unified section. I
03 don't have specific recollection of when they
04 that it be i as a warning.
05 - If 1 were to suggest to you
06 that it was requested in late 1998 and that
07 Lilly finally added it to the warnings slash
08 precaution section of the European labeling
09 in July of 1993, would that refrash your
10 recollection?

11 A, 1 could well believe that
12 that was correct. Again, ! don't remember
13 the specific.

50. PAGE 195:19 TO 196:15 (RUNNING 00:00:48.000)

19 Q. And regardless of the precise
20 month, you would agree with me that at least
21 by this point in time, November of 1599,
22 hyperglycemia had been added to the
23 precaution slash warning section in Europe,
24 corr

00196:01 A That's correct.
02 Q. Okay. In fact, there's even
03 a hand written note at the bottom of this
04 e-mail saying precaution in Europe, correct?
05 A, Yes,
06 Q. Okay. And by this point in
07 time, hyperglycemis was mentioned in the U.S,
08 labeling but only in the adverse reaction
09 section, correct?

10 A. Hyperglycemia, among other
11 diabetic related tezms, yes.
12 Q. In the adverse reaction

13 secti not in the precaution section, not
14 in the warning section, correct?
5 Al That's correct.

51. PAGE 202:14 TO 202:16 (RUNNING 00:00:05.000)

t that GPLC stands
ormittee?

14 Q Am
15 for Global
16 A. Th

I corr
Labeli
t's cor

52. PAGE 205:21 TO 205:24 (RUNNING 00:00:08.000)

rexa label the
weeks or

Q. And wa
of a GPLC session

o1lowing th

ne

NN~
i

53. PAGE 207:03 TO 207:12 (RUNNING 00:00:22.000)

03 Q. ;
04 refer you to the s
05 document

06 A. Um=hum.

07 Q. There 18 & heading towards

SOA 2nd Amended Page/Line Designations
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08 the top of the page below the confidential
0% label that says, "Olanzapine Labeling Change
10 on Hyperglycemia For February 21, 2000, GPLC
11 Meeting." Do you see that?

12 A Yes, I do.

54. PAGE 208:21 TO 210:01 (RUNNING 00:00:11,000)

21 Q. And regardless of whether you
22 peraonally drafted the text that's in here,
23 would it be fair to say you not only reviewed
24 but approved this language?
00210:01 A. Yes.

55. PAGE 218:02 TO 218:08 (RUNNING 00:00:20.000)

02 Q. Okay. So your analysis, as
03 reflected in this document, for the clinical
04 trial data yielded results that showed that
05 the frequency of hyperglycemia was common or
06 freguent, correct?

A. Yes, by this nomenclature,
08 absclutely.

56. PAGE 218:12 TO 219:08 (RUNNING 00:00:47.000)

12 Q. Okay. And then there's a box
hat that says, "How Has this Proposal

14
15 A Yes.
18 Q. And then the language of that

17 says, "Recent review of random glucose levels

18 of patients in olanzapine clinical trials

19 revealed that the incidence of

20 treatment-emergent hyperglycemia in

21 olanzapine group, 3.6 percent, was higher

22 than the placebo group, 1.05 percent. For

23 common events, instances from clinical trials

24 provide more meaningful informstion." Did I

00219:01 read that correctly?

02 A. That's correct.

03 Q Okay. HNow, this recent

04 review that's being referred to there was the

05 review that you and Dr. Kwong had done on

06 your own initiative because you felt it was

07 important to do; is that correct?
A. That's correct

57. PAGE 223:15 TO 223:17 (RUNNING 00:00:03.000)

iterature
have
h reports.
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Q. Okay. And you also make

08 reference to Dr. Daniel Casey from Oregon
09 presenting a seminar at Lilly at the end of
10 1999 in that box, correct?

i1 Al That's correct.

12 Q. Is thiy the same Dr. Daniel
13 Cesey who was one of the expert advisors who
14 you spoke with &t the Decomber 1995 meeting
15 in Puerto Rico?

16 A. Yes, he was,

59. PAGE 232:06 TO 232:23 (RUNNING 00:00:44.000)

06 Q. Okay. Now, the section of
07 the document goes on to say that Dr, Casey,
08 “performed chart review of 136 veteran

09 patients who had been axposed to olanzapine
10 therapy for at least four months, with an
11 average of 1.4 years, Of the 39 patients who
12 had normal fasting gluccse levels before

13 olanzapine therapy, seven or 18 percent had
14 fasting glucose levels of 126 milligrams per
15 deciliter or higher during clanzapine

16 therapy." And then it notes that that,

17 “"threshold met the 1998 ADA diagnostic

18 criteria for diabetes," dc you see that

19 language, sir?

20 A, That's correct.
21 Q. Now, the ADA refers to the
22 American Diabetic Association?
23 A, That's correct.

60, PAGE 233:17 TO 233:23 (RUNNING 00:00:23.000)

he found during that
snt of the people who
fasting glucose levels before they
i thresholds that met
riteria for

yprexa, correct?

A, Th: 8 correct,

61. PAGE 234:18 TO 234:23 (RUNNING 00:00:20.000)

well, yo ver warned
prexa labeling
j that 18 percent of pecple
ieast four months
met the ADA

62. PAGE 235:01 TO 235:02 (RUNNING 00:00:02.000)

00235:01
02

chart The answer to your

= placebo group

SOA zm Amended Page/Line Designations
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22 where the incidence was 1.05 percent,
23 correct?

64. PAGE 236:01 TO 236:01 (RUNNING 00:00:00.000)
00236:01 A, No, but we did place the
65. PAGE 236:06 TO 236:12 (RUNNING 00:00:23.000)

06 Q. In fact, the iabel change

07 that ultimately came about within months

08 after your propesal here in February,

08 asserted that there was, essentially, no

10 change in glucose levals between patients who
11 wused Lyprexa snd those who were on placebo,
12 correct?

66. PAGE 236:14 TO 236:16 (RUNNING 00:00:07.000)
14 Al My reccllection is that we
15 did report something close to 3.6 percent for
16 olanzapine.

67. PAGE 237:01 TO 237:13 (RUNNING 00:00:32.999)

00237:01 Sir, maybe you don't remember
02 what your labeling, actually, said,
03 80 let me show that to you, I'm
04 going to hand you what's been
05 previously marked as Plaintiff's
06 Exhibit 4858,

07 (Whereupon, Deposition
08 Exhibit (s) 4858 previously
09 marked, was presented to the
10 witness.)

11 MR. SUGGS: For the record

12 this is a May 9, 2000, letter to FDA

13 from Gregory T.

ophy with several
68. PAGE 237:14 TO 237:14 (RUNNING 00:00:00.000)
14 st tachment s
69. PAGE 238:07 TO 238:13 (RUNNING 00:00:31.000)
07 Q- Okay. Now, it has in the
08 upper ~hand corn of the first page a
09 bold label that says, "S ial Supplement
10 Changes Being Effected.” Do you see it?

11 A. Yes, I do.
12 And am 1
13 f th

14 “ompany

15

change strengthens the

second numbered item in
to the change that we
g hyperglyc

a, am I

SOA 2nd Amended Page/Line Designations
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corract?
13 A. It's with reference to the
14 laboratory findings of hyperglycemia.

71. PAGE 243:18 TO 243:22 (RUNNING 00:00:12.000)

18 with respect to the language that was used in
19 the label change, did you tell doctors that
20 the incidence of hyperglycemia was common Or
21 frequent? Did you use those words?

22 A. We did not use those words.

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

17 Q. n you -- would you read for
18 the jury the lanqunge that is used?
19 A. Yes. "In the olanzapine

20 clinical trial database, as of September 30,
21 1999, 4,577 onnnpinn-unmd patients begin
22 paren, p ing, 1y, 2,255
23 patient-years exposure,” end paren, “and 445
24 placebo-treated patients who had no history
00245:01 of diabetes mellitus and whose baseline
02 random plasma glucose levels were
03 140 milligrams per deciliter or lower were
04 identified. Persistent random glucose levels
0S greater than or equsal to 200 milligrams per
06 deciliter," paren, "suggestive of possible
07 diabetes," end paren, "were observed in
08 0.8 percent of olanzapine treated patients,"
09 paren, “placebo 0.7 percent," end paren".
10 Transient," paren, "i.e., resolved while the
11 patients remained on treatment," end paren,
12 "random glucose levels greater than or equal
13 to 200 milligrams per deciliter were found in
14 0.3 percent of olanzapine treated patlents,®
15 again, paren, “"placebo, 0.2 percent, end
16 paren. Persistent random glucose levels
17 greater than 160"-- excuse me -- “greater
18 than or equal to 160 milligrams per deciliter
19 observed in 1.0 percent of olanzapine treated
20 patients," begin paren®, placebo,
21 1.1 percent," end paren, "Transient random
22 glucose levels greater than or equal to 160
23 milligrams per deciliter but less than 200
24 milligram per deciliter were found in
nt of olanzapine treated patients,”
acebo, 0.4 percent,® end paren.
. And that's the final language
04 that went into the label
That's

correct?

10 level
11 treatment
xa_group of

percent a
placebo groy
bel

SOA 2nd Amended Page/Line Designations
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analysis.

19 0. And after you tortured the
20 data for some period of time you came up with
21 this language which, essentislly, shows no
22 difference between Zyprexa users and placebo
23 users in temms of hyperglycemls, correct?

73. PAGE 247:01 TO 247:17 (RUNNING 00:00:48.000)

00247:01 A, And again, I would disagree
02 with your characterization of tortured. 1
03 would again rafer to checking and double
04 checking. There is a numerical deference
05 with more on olanzapine but the numbers are
06 certainly closer together.

07 Q. 1s it your testimony that the
08 change here that we see, from what was in the
09 rationale for original proposal versus what
10 came out of the end of the process, is

11 because you checked your arithmetic and you
12 found the numbers were wrong?

13 A. Well, it would not be

14 appropriaste to characterize it as arithmetic.
15 It's the process of checking the computer

16 programs that result in finding the results
17 that you have.

74. PAGE 250:17 TO 250:23 (RUNNING 00:00:12.000)

17 that in just & minute. Let's finish up with
18 cthis label change that you quys did in May of
19 2000. What happened, five months later, was
20 that FbA came back and made you bake it

21 out mage you take that language out of the
22 labe 5 that correct?

23 A. That's correct.

75. PAGE 252:07 TO 253:06 (RUNNING 00:00:57.000)

07 Q. And 1f we just cut to the

¢ here, what happened was FDA five months
'u made th label @ on your own
came back on
have to take

That's correct.

14 Q. And the reason why they made
15 you take it out is because the FOA said, this
16 1is on the second page of the document, "The
17 descriptive data that is provided expresses a
18 certain lev of implied safety with respect
13 to treatment emergent hyperglycemia.” Do you
20 see that

23 the case.
24 there, the
00253:01 labeling s

02 no dif
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. PAGE 253:08 TO 253:10 (RUNNING 00:00:08.000)

08 B T think you've asked me two
09 questions. With respect to the FOA's
10 impression, that is correct. 1 view these

77. PAGE 255:19 TO 256:13 (RUNNING 00:00:49.000)

19 Q. Okay. And you had received a
20 request from Ralph Dittmann -- by the way,
21 who was Ralph Dittmann?

22 A, Ralph Dittmann was a
23 German -- he was a German psychiatrist in our
24 German affillate.
00256:01 c. And he was asking you for
02 information on hyperglycemis, correct?
03 A. Let me see if I can --
04 Q. 1f you lock at the top of the
05 second page.
06 A. Yes.
07 Q. Okay. And you wrote back to

08 him and you said, in part, "Our continucus
09 analyses show that olanzapine does result in
10 stauistically significant mean increases 1n
11 random glucoses telative to placebo and

12 halcperidol." Did I read that correctly?
13 A, That's correct.

78. PAGE 258:03 TO 258:08 (RUNNING 00:00:18.000)

03 0. Okay. 1 want to make sure T
04 understand the time frame here, In February
05 of 2000, a year before this e-mail, you and
06 Kenneth Kwong do an analysis which finds an
07 incidence of treatment-emergent hyperglycemia
08 throe and-a-half times higher in Zyprexa

09 users versus placebo users, correct?

79. PAGE 258:11 TO 258:23 (RUNNING 00:00:25.000)

11 A. And again you've
12 characterized that, I believe, as a
finging.

iz was three
users as

the
changes
¥y, no

placebo
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11 it's -- it gives an implied sense of safety,
12 correct?

81. PAGE 269:13 TO 260:01 (RUNNING 00:00:14.000)

19 A. I agree with you with respect

20 to the action of the FOA. In your guestion

21 you characterized our actions in a certain

22 fashion that T would disagree with,

23 Q. And then five months after

24 cthe FDA makes you take out that language,
00260:01 which they said was expressing a certain

82. PAGE 260:02 TO 260:18 (RUNNING 00:00:39.000)

02 level of implied safety with respect to

03 treatment-emergent hyperglycemis, you do

04 another analysis which finds a statistically
05 significant mean increase in random glucose
06 for Zyprexa relative to placebo and

07 haloperidol, correct?

o8 A That was my understanding at
09 the time having not been involved in those
10 analyses.

13 Q. And, sir, it 1 could direct
12 your attention to the remaining language in
13 that paragraph, you go on to state, “These
14 increases are occurting as early as week

15 one," correct?

16 A, Yeu,

17 Q. That would be week one after
18 beginning use of the drug?

19 Al That's correct,

83. PAGE 263:14 TO 264:05 (RUNNING 00:00:45.000)

14 talk about that right now. Do you recall

15 cthat {n October of 2000, you and various

16 representatives of Eli Lilly had a meeting

17 with a group of outside experts in Atlanta?
18 A. Yes, I do.

18 Q. o) And those were --

20 those people that you met with, those outside
21 experts, were an academic advisory board,

22 correct?

23 A That's correct.

24 Q0 Now, Eli ly is a drug
00264:01 company which mak not only psychiatric

02 drugs, but also makes and dis utes a

03 of the ¢t f

13 characteriz

a
4 number "
15 ind |
SOA 2nd Amended ine Designations




AGE 269:08 TO 272:17 (RUNNING 00:03:13.000)

08 Q- And for the record this is an
09 e-mail dated October 9, 2000, from Robert
Beasley, Christopher Bomba,
r, Thonas Brogie, Patrizia

12 Ccavazzo James Gregory, John Holcombe, Jack
13 E. Jordan, Sunl Keeling, Michael Murphy, John
14 Richards, Eugene Thiem, and Mauricio Tohen

15 and Paula Trzepacz, correct?

186 Al Yes,

17 Q. And in this e-mail Dr. Baker
18 states that -- in the first paragraph, "For
19 your information, the Lilly diabetes slash
20 endscrine group heid an academic advisory

21 board meeting this weekend in Atlanta."

22 So that would have been days
23 before October 9, correct?
24 A, Yes.

00270:01 Q- Okay. And we know that on

02 October 11, the FDA comes out and says you've
03 got to take that label language out, right?
04 A Correct.

05 Q. Okay. So within days after
06 you meot with the outside experts, FDA tells
07 you to take the label out, right?

] A. Yes.

05 Q. Dr. Baker in Exhibit 6998,

10 goes on in his e-mail to say, "They kindly

11 alletted two hours for discussion of

12 olanzapine's potential hyperglycemia risks

, Chris Bomba, Patrizia
taeling and 1 attended.

this consultation reinforced
16 my lmgression that b arglycemia remains

17 quite & threat for clanzapine and may merit
18 increasing even further medical sttention and

19 marketing focus on the topic.” Did T see
20 that?

s, that* orre
In the se

They were,
L ntaneous AE
referring to adverse event

03 AL That's correct.

"And quite impressed by the
Tt ga 3
glucose

1 warned about
her panel of
as we talked

his
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e-mail Dr. Baker said, "Citing methodological
questions, at least the vocal members were
not reassured adeguately by our analyses,
24 such that the finding that relative risk was
00272:01 not higher than comparative drugs.

02 pisconcertingly, one member compared our

03 approach to Warner-Lambert’'s repocted

04 argument that Rezulin did not cause more

05 hepatic problems than other drugs in its

06 class." Do you see that language, sir?

07 A. Yes, I do.

08 Q. Wera you familiar with what

09 Warner-Lambert was doing with respect to

10 Rezulin?

11 A. No. 1 was familiar with the

12 drug and 1 was familiar with the fact that it

13 was, ultimstely, withdrawn from the market.

14 o Because of safety problems,
15 correct?
16 A. Because of the perception

17 that it had a risk of hepatic dysfunction.

86. PAGE 274:05 TO 274:10 (RUNNING 00:00:10.000)

0s Friday. Let me show you another
06 e-mail regarding this meeting that
07 you had with the outside experts in
o8 October of 2000. I hand you what's
09 been previously marked as

10 Exhibit 1449,

87. PAGE 276:08 TO 277:23 (RUNNING 00:01:32.000)

o8 Q. S0 I want to direct your
09 attention first to that e-mail from Thomas
10 Brodie to Robert Baker and Eugene Theim.

11 1It's on -- it starts in the middle of the

12 first page. And first of all, who was Thomas
13 Brodie?

14 A, 1 don't know who Mr. Brodie

15 was.
Do you know who Eugene Thiem

1 think he waz an individual
e marketing area in the U.S.

Okay. And the subject is the
ndocrinalogic

24 A, Yes,
Q And Mr. Brodi
rring

ogists, who spoke up
who did speak up as
are very concerned
is taking towards the
to diabete I can
all of the team who
meeting are gaining the

approach




made a very strong point that unless we
come clean on this, it could get much more
16 serious than we might anticipate.” Do you
17 see that language, sir?

A. Yes, 1 do.
19 Q. Okay. MNow, you did, indeed,
20 have the ear of senior leadership within the
21 corporation, did you not?
22 A. Yes, I would characterize my
23 position as, at least, having their ear.

B8. PAGE 278:16 TO 278:23 (RUNNING 00:00:16.000)

16 Q. And the man that you had the
17 ear of was Dr. Gary Tollefson, correct?

18 A. That's correct.

19 Q. And did you have the ear of

20 any others who were -- would be regarded as
21 senior leadership in the company?

22 A, 1 pelieve that I also was
23 able to speak freely with Dr. Breierz.

89. PAGE 283:11 TO 288:08 (RUNNING 00:04:44.000)

11 0. Okay. And now, sir, if I

12 could direct your attention to the third

13 physical page. At the top of the page is an

14 e-mail from Robert Baker tc you, Alan Breier,

15 Christopher Bomba, Patrizia Cavazzoni, Suni

16 Keeling, again referring to the meeting with

17 endocrinologic consultants, correct?

18 A Yas.

18 Q. And in that e-mail Dr. Baker

20 does two things, number one, he forwards to

21 you and the others there that original e-mail

22 that he'd gotten frum Thomas Brodie, the one

23 where he said that, "Although the board's

24 recommendation ls, probsbly, not the way
00284:01 Lilly, typically, does business, I do believe

02 they made a very strong point that unless we

03 come clean on this it could get much more

04 serious than we might anticipate," correct?
05 THE WITNESS: Excuse me. I
06 was looking at this and T believe
07 that was on Page 1, as I recall.
08 Q. Wwell, sir, the language 1

n the
it's also in
tom of Page 3,
i does
Bakes

you're correct &
the bottom of Page

g was -

at e-mai
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put this in the ear of senior leadership of
the company, correct?
A.

04 That's corgect.
o5 Q. So Alan Breier was informed
06 in October of 2000, that these consultants
07 were saying that, “they made a very strong
08 point that unless we come clean on this it
0% could get much more serious than we might
10 anticipate,” correct?
11 A. That's correct.
12 Q. Okay. Aod then in his e-mail
13 to Robert Baker -- pardon me -- in Robert
14 Baker's e-mall to you and others at the top
15 of this Page 3, he has -- he starts off by
16 saying, "My take was that this beard of
17 academic endocrinologists was impressed
18 enough by the magnitude of weight gain and
19 the number of repcrts in the spontanecus
20 adverse event database that they were
21 predispesed to skepticism to any analysis
22 that did not find hyperglycemia rates of
23 olanzapine than comparators,” correct?
24 A. That's correct.

00286:01 Q. Then he goes on to have a

02 message to you and also to Alan Breier,

03 correct?

04 Al That's correct.

05 Q. And he says to you, "Do you
06 think it appropriate to look at secondary

07 analysis that does not exclude baseline

08 abnormals and another looking at mean changes
09 in glucose," correct?

10 AL at's correct.

11 0. And the looking at mean

12 changes in glucose Is the continuous analysis
13 that we referred to eariler, correct?

14 A. That's correct.

15 Q. And that's the one that when
16 you did it, a couple months later, your

17 understanding in February 2001 was that it

18 did, indeed, show a statistically significant
19 increase in random glucose for Zyprexa

20 relative to placebo and haloperidol, correct?
21 is my -- that was my

22 »se analysis at the time.
23 10 knowledge of the

f what may have been

is here.

Because by that point
., right, you were gone?
tzansitioning out of

continuing anal
02 9.

you were out of

¢ took you out of the
y sent you over
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35
20
21

"are suggestions to wore vocally assert that
olanzapine may have a problem on the glucose
§ssue and rather than moving forward with our
analyses turning all info over to an
independent board for review, conclusions and
dissemination.”
Do you see that language,

sir?

A Yes, I do.

Q. And so what Baker was telling
Breier -- and by the way, Breier was not at

the meeting, correct?
A. No.
Q. Okay. 5o Baker's telling

Breier that these experts were saying that
you should, actually, assert that Zyprexa may
have a problem on the glucose issue, correct?

90. PAGE 286:11 TO 286:17 (RUNNING 00:00:16.000)

Q. Is that what he says?
A. That was apparently
Dr. Baker's recollection at the time,
Q. Yeah. So he's saying that

the experts are saying, “Hey, go out and tell
doctors that Lyprexd may have a problem with
glucose."

91. PAGE 286:18 TO 288:21 (RUNNING 00:00:02.000)

Q. Right?
A Again, that was apparently
Dr. Baker's racollaction at the time.

92. PAGE 201:22 TO 292:11 (RUNNING 00:00:52.000)

Q. Sir, would you agree with me
that the e-mail that’'s at the bottom of

Page 3 of this exhibit is the same e-mail
that we were just talking avout in the prior
exhibit

ES e it ls.

) d then what's above
that, whic is
your e-mail to Dr. Baker?

read it yet but

the 9th at 3:42,
1d have presumably
in the afternoon and I would
the morning.

sent

have se it the next --

next

93. PAGE 292:20 TO 292:22 (RUNNING 00:00.05.000)

at's correct.

94. PAGE 293:06 TO 294:08 (RUNNING 00:01:06.000)

And then in the second
e guys were resally

gain, not only
sk but all the
sks. They initially

SOA 2nd Amended PageiLine Designations
as of March 3, 2008 - Charles Beasley
Case No. 3AN-06-05630 C!

Page 23 of 33




thought it might simply be a response
improvement in achizophrenia with a few
outliers, a ratl naive view, but they ain't
shrinks. When they understood that this is
seen in non-psychotic normals and animals on
fived diets, less concern with animals, and
that olanzapine is the worst offender other
than clozapine they advocsted a different
marketing Strategy than we are taking. They
believe we should,” quote, "aggressively face
the issue," end quote, "and work with
physicians to address methods of reducing
weight gain.”

pid I read that correctly?
A. That's correct.
Now, when you make a
reference to nenpsychotic normals, am I
correct that you're referring to clinical
studies done by Lilly which showed that
normal pecple, nonpsychotics, when they take
Zyprexa have significant weight gain?
A. Yes.

95. PAGE 295:10 TO 296:10 (RUNNING 00:01:06.000)

Q. Okay. And when you vefer to
the animals on fixed diets in this e-mail, am
1 correct that that's referring to scientific
studies conducted by Lilly which showed that
animals on fixad diets also showed
significant weight gain?

. 1 don't recall the specific
basis, at this point six years later, for
this statement on my part. Again,

Dr. Breier, on toxicology, were conducting
studies with animals and studies had been
previocusly conducted So I cannot recall the
specific studies th T was referring to.

Q Okay. But if your e-mail is
correct, and you ware the one that wrote
this?

A ht.

Q. t there were findings of
significant weight gain in animals on fixed
diets, that su were seeing weight gain
in anim, was controlled,
that they were not just

96. PAGE 297:08 TO 298:07 (RUNNING 00.01.10.000)

It wasn't like the

ware going out to get
bars?

they didn't move arcund

their cages as muct

Oka did these
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19 Obvicusly, 1 have my impression that -- of
20 what they meant.
21 Q. Okny., You go on to say at
22 the bottow of thatr first paragraph that,
23 again, talking about the weight gain "When
24 you transiate | to 2 percent gain of 30 plus
00298:01 kilos lato the absolute number based on

02 5 million patients, the number is 50,000 to
03 100,000, 10C,000 people putting on %0 pounds
04 of weight is & iot.“
0s Al And that was a speculation on
06 my part as a possibility to underscore this
07 to the people we cummunicated with.

97. PAGE 298:21 TO 298:22 (RUNNING 00:00:01.000)

21 Q. And, sir, do you recall
22 writing a memo some months later in which you

98. PAGE 298:23 TO 289:11 (RUNNING 00:00:37.000)

23 said it would be ludicrous to state that such
24 a patient is not at long-term increased
00299:01 cardiac risk relat!ve prior to gaining that
02 weight, especlally 1f in temporal relation
03 with that weight gain, the patient developed
04 an increase in fasting glucose and lipid
05 levels?
06 A. T don't recall that
07 specificall but I may well have written
08 that, Gaining body fat is clearly recognized
cardiovascular disease.
Lihat in my first year

0. Y ct your
04 attent > § ¢ document. That's
05 an e-mail rea Smith
06 asking statement to
07 clarify > whether

08

08 gain and diabetes
10 zed risk factors.
11 o 4 see that, sir?

this gets forwarded
2 of the
from you to

you as reflect
which

'One
is that

than
more than
n

SOA 2nd Amended Page/Line Designations
as of March 3, 2008 - Charles Beasley
Case No. 3AN-06-05630 CI

Page 25 of 33




that weight, especially, if in temporal

07 association with that weight gain the patient
08 developed an increase in fasting glucose and
09 lipid levels.*

10 Do you see that language,

11 sir?

1z A, Yeu.

13 Q. Lo you recall writing that
14 e-mail on or about March 15, 20012

15 Al Neo, 1 mean, again, ! do not
16 recall.

b i Q. You doa't disputa that you,
18 indend, did write chat, though?

139 Al No, not at all,

20 0. Turning your attention, if I
21 could, sir, back to Exhibit 1453,

22 THE WITNESS: 1453,

100. PAGE 304:21 TO 305:11 (RUNNING 00:00:35,000)

21 Q. Okay. You gu on in your

22 e-mail about ten lines down from there to

23 say -- ectually, 1, 2, 3, 4, 5, 6, 7, 8, 9 —-

24 ten lines from le top, "The problem is the
00305:01 arbitrary natuze of the cut point and the

02 potentlial for shifts depending on those

03 cut points and the fact that we chose the cut

04 points, not really they came from the ADA

05 website. They spacifically referred to the

06 data as being tortured." Did I read that

07 correctly?

08 A, That's correct,

09 0. Do you know who it was that
10 referred to the data as being tortured?

1 A, Ng, I do not.

101. PAGE 305:12 TO 306:10 (RUNNING 00:01:01.000)

12 Q. Dro
13 paragraph,
14 "They,” re
15 “They want t
16 data, ana
17 static, dia
18 obesity, et
18 weight
20 dose.

ond sentence you say,
the outslide consultants,
using all
ying for both

et
et ¢ co-variants,
in hyperglycemia

03 some proble t ticians, as

04 we've al because of that

05 sequ we talked about where
06 you went 2l proposal of the

07 labeling sruary and the basis for
08 that propo Wl you came out with a
09 much dif J>ased on what you

10 referred to as error?

102. PAGE 306:12 TO 307:19 (RUNNING 00:01:36.000)
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12 A. I don't believe that our
13 statisticians sre incompetent or --
14 incompetent. There is a process of going
15 through repeated snalyses, performing them by
16 multiple people until you are certain you get
17 them correct, like adding a long colwsn of
18 figures.
19 . You go on to say towards the
20 end of that paragrauph, "1 will say that I

21 believe we should nave a full time,

22 dedicated, sophizticated, statistical

z: resource that does nothing but hyperglycemia,

no meetings, no surveys, zilch, until we have

00307: 01 completely tortured the data.® Did I read
02 that correctiy?

03 A. That's correct.

04 Q. And did you completely

05 torture the data?

06 Az Well, and again, what T mean

07 by torture the dats here, in reference to the
08 paragraph above where it was used in a

05 positive context, that we thoroughly enalyzed
10 cthe data. Coming of this meeting, we had
11 the two inas that were interested in
12 working with d Dr. Cavazzoni

13 assigned tull d I beliaeva, although T
14 could be inc at Dr. Breler took

15 steps to see dditional statistical

16 resources were added.
17 We slso increased the time
18 commitment of the sndocrinologist that was
19 working with us on these matters.

103. PAGE 307:22 TO 308:11 (RUNNING 00:00:36.000)

22 Q. And the additional

23 statistical work that you did, at least your

24 understanding of it, up until the time you
00308:01 left the Zyproxs ject in later -- some

02 months later in . was that the continuous

03 analyses that the side consultants had

04 asked for show slanzapine does result

05 in a st ignificant mean increases

06 in random c lative to placebo and

07 haloperidol; t correct?

o8 A. At was my unde:
09 at the time of those analysis
10 do not know if tho were the final analyses

11 of those d

00310:01 ’ 1'd

)4 market
glucose ¢

SOA 2nd Amended Page’Line Designations
as of March 3, 2008 - Charles Beasley
Case

cl
Page 27 of 33




that. "Sounds exactly
was saying.® Did I read

what, Dan" -- stri

13 1like what Dan Cas

14 that correctly?
A.

‘s correce.
the W-1 that's referred
+ correct?

16 Q.
17 to is Warnec-lamb

18 A. I believe that would be
18 correct.
20 Q. And we've talked about that

21 Rezulin example borfore. And when you said

22 that sounds exsctly llke what Dan Casey was

23 saying, when had Dan Casey told Lilly that

24 you shouldn't be too aggressive about denial,
00311:01 blaming it on schizophrenia, or claiming that

02 Zyprexa was no worse than other agents.

03 Well, again, 1 don't recall,

04 specifu:ally, when Dr. Casey would have made

05 those suggestions teo us.

06 0. Sir, in fact, despite these

0?7 recommendations by your outside consultants,

08 in fact, what Lilly did, for years after

09 this, was to insist that the rate of

10 hyperglycemia and disbetes with Zyprexa was

11 comparable to other drugs, correct?

105. PAGE 311:13 TO 311:19 (RUNNING 00:00:21.000)

13 A. 1 do not have specific
14  knowledge of the marketing materials that
15 were put together ar time and have been

16 used over time. did recall -- I did review
17 one initial marketing plece that did present
18 the data that was presented in our package

19 insert.

106. PAGE 317:20 TO 318:09 (RUNNING 00:00:32.000)

these were the

ed the questions in
ere the advisory board
ide of the company, the
ct?

21 endocrir
October

00318:01 rrect.
02 n the information
03 s b ht te the
04 1 board, that was not
05 ‘re the individuals
06 15 that Mr. Suggs
07 ctober of 2000, isn't

107. PAGE 339:16 TO 339:19 (RUNNING 00:00:00.000)

16
12
18
9




19 by the American piabetes Association, Cure,
20 Care snd Commitme Do you see that?
21 A, Yes.
22 Q, Asd you've alrsady told this
23 jury that they'ze much more qualified than
24 you to discuss issues concerning the
00342:01 sericusness or lack of seriousness of
02z

diabetes, right?
03 A i think that would be the
04 generally held opinion, yes.

109. PAGE 343:05 TO 343:18 (RUNNING 00.00:41.000)

05 Q. Tuls says, "Diabetes is a

0€ disease in which the body does not produce or
07 properly use insulln. Insulin is a hormone
08 that s needed to convert Bugar, starches and
09 other food into er *rgy needed for daily life.
10 The cause of dial @3 continues to be a

11 mystery® -- oh, lel me see -- “continues to |
12 be a mystery, although both genetics and

13 environmental tactors such as" -- what, sir?

14 WITNESS: As -- you're

15 asking me to read the --

16 Q. Yeah Such as what?

17 A. obesity and lack of

18 exercisa appear to play roles."

110. PAGE 344:02 TO 346:01 (RUNNING 00:01:52.000)

02 Q. You testified under cath that
03 diabetes is a known risk factor -- I mean,

04 excuse me -- obesi i8 a known risk factor
05 for diabet cig

06 A, Thal's correct.

07 Q And In fact, you tescified
08 that the weight galn that you saw in
09 Z2yprexa -- I think -- You can correct me,

ably get it -- you
ent of patients who
1 ficant

thonk the best
m the HGAJ study.
tation is, actually,
data which would suggest
indi

significant

ically

or greater.
t them at an
oping hyperglycemia

1 be & risk factor and

‘ing's a risk factor

correct.
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Q. And Lf you continue to smoke
12 you increase your risk fer lung cancer,
13 correct?
14 Al You are at an increased risk.
15 Q. Right. It's not -=- when you
16 go to the doctor, do they try to advise you
17 to increase your risk for diabetes or
18 decrease your risk for diabetes?
19 A. On, they would clearly
20 suggest that you take steps to do those
21 things that would dacrease your risk.
22 Q. And you, certainly, then
23 would agree with me that 2yprexa causes
24 clinically significant weight gain which is a
00346:01 risk factor tor diabetes, correct?

111. PAGE 346:04 TO 348:04 (RUNNING 00:01:54.000)

04 A. T have sald that there is a
05 strong assoclation, and I believe that in

06 some patisnts Lyproxa can cause weight gain.
07 I've also t i that weight gain is a

08 risk fac tes.

Now, you've alsc

10 taken -- an y it's not a

11 preferable ng to increass your risk factor
12 for diabetes slnc es is such a severe
13 disease, is {v

1, again, one does not

15 want to in y risk factor that would

16 put one at -- at reasnd risk of any
17 disease, including diabetes.
18 R And diabetes, we

19 know, and itself, is a -- has
20 numerous complications, does
21 it not?

22 A are a number of

23 compli ns ire associated with both

24 hyperglycemla and, yre importantly,
00347:01 diabete:

02 Right. Such as heart disease
03 and strok

4 ¥ ‘ve got a new page
05 here.

06 ’ btably, don't need to

an just tell us,
with it the risk of heart

an

painful

cmplications

suse depression in and

ed with

BEUR-OW® Dm0 W

0N N RN 15 s s et s
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00348:01
02
03
04

07
08
08
10
11
12
13
14
15
16
17
18
13
20
21
22
23
24
00349:01

18
19
20

00393:01
02

112. PAGE 348:07 TO 349:01 (RUNNING 00:

all communicating now, you and I will now
both agree, and you can tell the Jury under
ocath, that dlabetes and hyperglycemia are
serious medical conditiona?

:50.000)

Q. Are thay not?

- Okay. Diabetes clearly has
very serious potential outcomes. ‘he
condition can, therefore, be considered
clinically serlous. Many cases would not
meet the regulatory definition of
seriousness,

Q. Well, row about when I say
you can gel amputacions, heart disease, loss
of vision, peripheral neuropathy, are you
telling this jury that doesn't meet the FDA
regulation definition of serious?

e things that you just
the FDA criteria.

Q Right. And aren't all those
things as reported in this document, Beasley
Ne. 1, se tors that ocecur
following ur following diabetes?

A Can occur, yes, sir.

mention would ma

113, PAGE 372:18 TO 372:23 (RUNNING 00:00:19.000)

0. Okay, sir, I don't think you
need to pull It v dt's Exhibit 1453, but
it is in that svack here. Just so the record
is his your ¢-mail chat you wrote
on 10, 200¢, follow this is

knew that is your words, I'1l
read ic, “ about after
@ meeting

statement o
concerned ak t diabetes,
right?
ny
recol le i of interest
i
Sir, and I'm not trying to
call it topic of
yS were really
: you said? Not

115. PAGE 393:01 TO 393:09 (RUNNING 00.00:15, 000)




05 a rather naive view you were saying the
06 reason weight gain was occurring wasn't
07 because people wure getting better on
08 schizophrenia, that's what you're saying
09 here, right?

116. PAGE 393:12 TO 394:24 (RUNNING 00:01:36.000)

12 A. well, it was the issue with
13 their belief -- and I'm not sure how they got
14 this impression -- that it was a few

15 outliers, that would influence the mean

16 change.

17 Q. Andd you thought that was a
18 rather naive viaw, correct?

12 A t's correct.

20 Q 1 they understood this is

21 seen in nong
22 Mr. Suggs, we See

normals, which you told
welght gain in individuals

23 who are not schizophrenic and psychotic,
24 correct?
00394:01 A. ‘That's correct.
0z 0. i animals on fixed diets.

mal model in testing
:d food intake,“ correct?
way clearly my
roclinical studies at the
11 those studies sitting

03 "We see it
04 when they {
05 A, T
06 understandi
07 time. I do
08 here today.

08 Q. But you would have tried to
10 be accurate when you wrote this e-mail?
11 A ¥

"That's concerned with
e is the worst

) They

srketing strategy than

12 Q.
13 animals and that
14 offendsr ot ut
15 advocated

16 we are 1 I rasad that correctly?
17 t's correct

18 ctha a long way it took
19 me to get s were saying is
20 s t her second

21 Seroguel,
22 xa is the
23 n sue of weight
24

117. PAGE 395:03 TO 395:18 (RUNNING 00:00:33.000)

03
04 A
05 $
06

October

SOA 2nd Amended Page/Line Designations
‘as of March 3, 2008 - Charles Beasley
Case No. 3AN-06-05630 Cl

Page 32 of 33




18 A. That's correct.
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© Wojcieszek, Robin (Vol. 01) - 12/11/2007
& Wojcieszek
FINAL 226 08 (45 SEGMENTS RUNNING 00:49:02.653)
SR
00:00:03.933)

1. PAGE 6:10 TO 6:12 (RUNNING

loolmndywlut-ymm.ln—!uzmm.
1 please.
12 A Robin Pitts Wojcieszek.

2. PAGE 6:16 TO 6:17 (RUNNING 00:00:07.867)
15 Q And what's your occupation?
16 A I am a pharmacist, and I work at Eli Lilly &
17 Company in regulatory affairs.
3. PAGE 10:02 TO 10:04 (RUNNING 00:00:06.500)
02 Q Okay. And when did you begin working for Eli

03 Lilly?
04 A I began working for Lilly in August of 2002.

4. PAGE 11:06 TO 11:25 (RUNNING 00:01:12.667)
06 Q Did you have any job responsibilities with Zyprexa

07 after you came to Lilly?

08 A Yes.

09 Q Okay. And could you describe those for me?

10 A I began working on Zyprexa in April of 2003 as a
11 regulatory scientist.

12 Q And who did you report to?

13 A Greg Brophy.

14 Q And who reported to you?

15 A I don't have anyone reporting to me.

16 Q How did you come to be designated as the person to
17 testify on behalf of Lilly in this deposition?
18 A I was responsible for some of the supplemental
19 applications that are referred to in this

20 communication or in this deposition, and I have
21 primary ibility for i ons with FDA
22 regarding Zyprexa and labeling changes.

23 Q Okay. And how long have you had that

24 responsibility?

25 A Since 2003.
5. PAGE 12:15 TO 12:17 (RUNNING 00:00:06.933)
15 Q Okay. Are you also the prime person responsible
16 for communicating with FDA regarding Symbyax?
17 A Yes, I am.

6. PAGE 14:02 TO 14:20 (RUNNING 00:01:19.367)
02 Q Okay. Let's first talk about the first item in the

03 notice of deposition, which is regarding Lilly's
04 responses to a letter from FDA in March of 2007,
05 which was the subject of Plaintiff's Second Set of
06 Interrogatories and q s to d
07 in the Alaskan litigation. And I'm going to hand
o8 you == I'll hand you what we'll have marked as
09 Plaintiff's Exhibit 2.
SOA 2nd Amended ine Designations
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(Plaintiff's Exhibit 2 was marked for
identification.)

the
um-awmumm-cm
that's dated March 28, 2007. Do you see that?

18 A Yes, I do.
19 Q Was this letter faxed to you on March 28, 20072

20 A Yes, it was.
7. PAGE 15:20 TO 16:04 (RUNNING 00:00:23.500)

Now, the letter from FDA makes reference to a
number of regulatory filings with FDA by Lilly

Correct.

And is a drug both
and ?

That's correct.

Or, I guess, the generic terms would be containing

both ol and

That's correct.

8. PAGE 16:07 TO 17:01 (RUNNING 00:01:03.365)

00017:01

Q

A

Okay. And in those regulatory submissions, Lilly
was seeking approval from FDA to market the
combination drug Symbyax for use in treatment
resistant depression or TRD; is that correct?
That's correct.

Okay. &And it indicates that these prior
submissions had occurred in September of 2006, in
November of 2006, December of 2006, and February of
2007; correct?

That's correct.

Okay. And am I correct that those submissions made
by Lilly to FDA included information from clinical
studies of the combination drug?

That's correct.

Okay. And among other things, that clinical data

i i ion in the blood
glucose of patients who were exposed to the
combination drug as compared to people who were
just receiving placebo; is that correct?

That's correct.

9. PAGE 17:23 TO 18:18 (RUNNING 00:01:06.585)

Q

Okay. I want to make sure I understand. So that
the submissions that occurred in the fall of 2006
to support the additional indicaticn for

treatment resistant depression included data from
studies that had been conducted in support of the
original Symbyax submission in 2002 as well as
other studies after that point, the last of which
had been completed by the fall of 2005. Is that a
fair statement?

That's a fair statement, yes.

Okay. And the earliest of those studies that had
been done in support of the 2002 submission, I
presume, would have been completed sometime before
2002; is that correct?
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12 A That's correct.
lSQDoyoukmnhnunlthmMMnb—n
14 completed?

15 A I don't know the exact dates, but, typically,

16 they're done about six months prior to a

17 submission.

18 Q So probably 2001 sometime?

19 A Some of them were, yes.

10. PAGE 19:01 TO 20:22 (RUNNING 00:02:30.999)

00019:01 Q Okay. So it'd be fair to say that the data that's
02 umnzmmumum-rumau
03 that was generated between, S2y, early 2002 and
04 2005 in that time frame; correct?

05 A Majority of the data, yes.

06 Q Okay. Now, in order to approve Symbyax for use in
07 treatment resistant depression, FDR needed to

08 approve the labeling for the drug; correct?

09 A Correct.

10 Q Okay. And on the first page of the letter in --

11 there's a bolded heading that states "Updated

12 Information on Risks of Weight Gain, Hyperglycemia,
13 and Hyperlipidemia." Do you see that?

14 A Yes, I do.

15 Q 1In the first paragraph right after that heading, it
16 states "A primary concern with this application and

17 the primary basis for our not taking a final action
18 is our view that we lack important safety

19 information needed to adequately update the

20 labeling with all relevant risk information.

21 In particular, we are concerned that the

22 labeling is deficient with regard to information
23 about weight gain, hyperglycemia, and hyperlipidemia

24 that is associated with olanzapine use, whether

25 taken alone or in combination with fluoxetine. You
00020:01 must fully address these concerns before we will be

02 able to take a final action on this application.”

03 Do you see that language that I read?

04 A Yes.

05 Q And I read it correctly; correct?

06 A Yes, you did.

07 Q And it was clear, was it not, that the concerns

08 about weight gain, hyperglycemia, and

09 hyperlipidemia that it's referring to in connection

10 with Symbyax had to deal with the Zyprexa portion

11 of the drug and not the Prozac pertion; correct?

12 A That's correct.

13 Q Okay. And, in fact, FDA has not requested any

14 change in the labeling of Prozac regarding weight

15 gain, hyperglycemia, and hyperlipidemia recently,

16 have they?

17 A No, they have not.
18 Q Okay. Now, if I could direct your attention to the

19 following page, in the first full paragraph on that
20 page, FDA is talking about the data that they would
22 like to see presented in the labeling;

22 correct?

11. PAGE 20:24 TO 22:22 (RUNNING 00:02:35.133)

24 A wWhat they're asking for is regarding —— if you look
25 at the previous paragraph, it's an extension of
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00021:01 what type of information that they would like to
02 see prior to making any labeling change.
03 Q An, okay. Good point. So the FDA is telling you
04 before they can approve a labeling change to allow
05 for a further indication of treatment res:
06 uwmucnth-ymt.dtommtmo!aumt
07 they're referring to in the first full
o8 on page 2; correct? Is that a fair

s statement?

10 A That's -- that's a fair statement.

11 Q Okay.

12 A Yes.

13 Q And what they said in that paragraph was *"Regarding
14 data displays, an overall strategy will be to

15 mminummmhoﬁmﬂz status at
16 baseline so that clinicians can better understand
17 the risks associated with treatment of patients
18 falling into different risk categories.

139 For example, we note that your proposed

20 label only on

21 proportions of patients who are relatively normal

22 at baseline with regard to random blood glucose

23 (less than 140 milligrams per deciliter): i.e,

24 2.9 percent of such patients receiving OFC

25 on levels than or equal to
00022:01 200 milligrams per deciliter compared to .3 percent

02 of placebo-treated patients." Do you see that

03 language?

04 A Yes, I do.

05 Q WNow, when they talk about OFC, that's another way
06 of talking about Symby or the on of
07 olanzapine and fluoxetine; is that correct?

08 A That's correct.

09 Q Okay. And was it your understanding that ‘blood

10 glucose levels greater than or equal to

11 200 milligrams per deciliter was regarded as

12 diagnostic for diabetes by the American Diabetes
13 Association?

14 A Yes. Based on the -- kind of the ADA guidelines,
15 that's correct.

16 Q So what the FDA was saying here was that the data
17 that you had presented to them already indicated
18 that 2.9 percent of the patients who had rand- --
19 who had baseline random blood glucose of less than
20 140 wound up having on-trestment levels greater
21 than or equal to 200 compared to .3 percent of

22 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

05 application.
06 Q Okay. And was that an analysis that had been done
o7 by Lilly or by FDA?

08 A By Lilly.
13. PAGE 24:02 TO 26:09 (RUNNING 00:03:04.267)

02 Q This particular analysis, however, showed

03 essentially a tenfold higher rate of patients going
04 from nondiabetic levels of blood glucese to blood
05 glucose levels over 200; correct?

06 A For this particular analysis?

SOA 2nd Amended Page/Line Designations.
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Yes.

Yes.

Okay - And do you know who within Lilly did that

analysis, that d

That would have been done with our statistical

12 group, with the medical group doing an evaluation

13 of the results. Fste oakas

14 Okay. And I'm presuming tha some they

15 = p:vzubd you in regulatory affairs with that data

15 or write-up of the data, which you then submitted

17 to FDA; correct?

18 A That's correct.

19 Q Okay. mytmngom:ouyinmulnttu, FDA

20 does, "However, we note that 46 percent of patients

21 who were borderline to high at baseline (140 to

22 200) had such levels to only
3 of pl d ." Do you see

o
o
» oO¥»o

24 that?
25 A Yes.

00025:01 Q Okay. And it was your understanding that they were
02 saying there that when you looked at the data that
03 Lilly had generated, it showed that those folks who
04 had somewhat elevated levels of blood glucose in
05 the 140 to 200 range that when you looked at those

06 folks, about 46 percent of those people who were
07 to the binati drug went over 200 as
o8 compared to only 5 of the pl

09 patients; correct?

10 A That's correct.

11 Q Okay. And that, again, would -- presuming would
12 have been another analysis done by Lilly itself;
13 corgect?

14 A That's correct.

15 Q Okay. So in both of these statements here about

16 what that data showed, FDA was really talking about
17 what Lilly's own analysis had shown. And this was
18 not some separate analysis that FDA had done. Is
19 that a fair statement?

20 A That's a fair statement.
21 Q Okay. Continuing down in the letter a couple of

22 lines, the FDA said, I believe, mzking reference to

23 that latter analysis where the 46 percent of

24 patients had blood levels over 200 after treatment,

25 they go on to say “In addition, we were troubled
00026:01 that this important finding was not included in

02 your proposed label." Do you see that?

03 A Yes.

04 Q Okay. And do you know who it was that made the

05 decision not to include that information in the

o6 proposed label?

07 A That's a decision that's made -—- it's actually a

08 very cross-functional group of individuals within

09 medical, regulatory, and global patient safety.

14. PAGE 28:13 TO 28:15 (RUNNING 00:00:06.900)
13 Q Ah, okay. Okay. So this analysis was done, you
14 believe, probably in the summer of 200672
15 A Yes.

15. PAGE 28:17 TO 30:23 (RUNNING 00:02:33.334)

17 that was in that 2002 to -- strike that. The
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Q

analysis that was done in the summer of 2006, as
referred to in this first full paragraph on page 2,
was an analysis of data that had been actually
generated sometime between 2002 and 2005. Fair
statement?

That's correct.

I'd like to direct your attention to the
Mhup.mtlﬂlmmamdmo!m
FDA's letter, the one that starts off "Our overall
Do you see that?

es, do.
ltluus'ouzmnnguxubomlm
with regard to these i so that clinici

will be better informed on what the risks are for
their patients. They cannot make reasonable
treatment decisions until they have such
information.

We do not feel that current labeling for

either Symbyax or provides sufficient
information on these risks, and we fully intend to
insure that these labels are enhanced with the best

available to rize these risks.”
Do you see that language?
Yes, I do.

Now, are you aware that in the Zyprexa litigation,
not only in this case in Alaska, but in thousands
of other cases around the country, Lilly has been
asserting that its Zyprexa label was already
sufficient and adequate?

Yes.

But at least the -- and Lilly has never, to your
knowledge, admitted that its labeling was
inadequate, has it?

Yes, that's correct.

Okay. But in this March 2007 letter, FDA told the
company that it felt the Zyprexa labeling was not
adequate; correct?

That's correct.

Okay. Now, after receiving this communication from
FDA in March of 2007 that it did not believe that
the Zyprexa label was adequate, the company did not
change the label in April, did it?

No, we did not.

Or May?

No.

Or June?

No.

Or July?

No.

Or August?

No.

Or September?

No.

There was, finally, a label change in October of
2007; correct?

That's correct.

16. PAGE 31:20 TO 31:23 (RUNNING 00:00:13.466)

Okay. The sacond full paragraph on page 2 of the
FDA letter makes reference to a New York Times
article. Do you see that?

Yes, I do.

SOA 2nd Amended Page/L}
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24 Q

02 A

-
o
oro¥

o
2
o> o

-
o
YOy O»

« PAGE 33:24 TO 37:08 (RUNNING 00:05:25.967)

And I gather that FDA was -- was wanting to know
Lilly's to the i that was
presented in this article; is that correct?
That's correct

mmtuz'; Exhibit 4 was marked for
identification.)
I'm going to hand you what we'll have marked as
Plaintiff's Exhibit 4. Before I do that, am I
correct that there were essentially three parts to
Lilly's response to FDA regarding the New York
Times article?
Yes.
Okay. One was -- Part 1 was submitted in February
of 2007, Part 2 was submitted in May of 2007, and
Part 3 in June of 2007; correct?
Part 3 was in July.
I'm sorry. dJuly 29 of 2007; correct?
No. If I recall, it was July 2.
Okay. Okay. I'm going to hand you what I've
marked as Plaintiff's Exhibit 4, and I realize this
is Part 2. But at least in the way the documents
were presented to me, this is — I have to refer to
pazu in here to try to track through the sequence.

Y.
And for the record, Part 2 is a 77-page document
produced to the state bearing the title “Regulatory
Response, Response to the FDA Query Regarding the
New York Times Articles, Part 2" and bears the date
May 10, 2007. Did I describe that accurately?
Yes, you did.
And were you involved in preparing this response
and then submitting it to FDA?
Yes.
Okay. If I could direct your attention to page 41,
they're numbered in the upper right-hand corner,
there is on that page a copy of a letter from FDA
to Lilly to the attention of your boss, Gregory
Brophy, that is dated January 12, 2007. Do you see
that?
Yes.
And is that the January 12 letter that was referred
to in the FDA's March 27 -- or March 28 letter?
Yes, it is.
Did we mark that as 2, Exhibit 2?
It's 2.
And in the second paragraph of FDA's January 12
letter, they state "Recent articles in the New York
Times reported on clinical trial data from
70 clinical trials on Zyprexa that showed patients
taking Zyprexa experienced high blood sugar levels
and weight gain that may have differed from
information Eli Lilly revealed publicly and to the
FDA." Did I read that correctly?
Yes.
And then if you can drop down to the last paragraph
on the page, the FDA says "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 submit to the agency
all data and information, including but not
SOA 2nd Amended PagelLine Designations
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limited to those referenced in the recent New York
Times articles that bear on the safety of Zyprexa.
In particular, we are interested in receiving
d-ummlylublz!.ngenmnmmmt
weight gain and hyperglycemia that have not already
been submitted to the agency.

Additionally, if you are in possession

other information not specifically r-qund to be
submitted by statute or regulation, but that would
nevertheless be useful to FDA in evaluating the
safety of these of
weight gain and hyperglycemia, we request that you
please submit this information to us as well." Do
that language?

So, basically, what they were -- they were asking
for was for Lilly to submit data and analyses about
weight gain and hyperglycemia that had not

been submitted, and they were telling you to submit
any other information that would be useful to FDA
in analyzing the safety of Zyprexa regardless of
whether such information was specifically required
to be submitted by statute or regulation; is that
correct?

08 A That's correct.
18. PAGE 37:16 TO 38:13 (RUNNING 00:01:12.966)

00038:01

Oo¥o»

that. At any time after receiving this letter in
January of 2007, did Lilly tell FDA, no, we are not
going to comply with your request to submit
information bearing on this issue even if it's not
called for by statute or regulation?
What we did is we -- with receipt of this
letter in January of this year, snoruy after

we had a te. with FDA to get a
better understanding and clarity of what they would
like us to submit that we are not red to
submit under the regulations, so getting clarity
around that.
Okay. But it's fair to say that Lilly never told
the FDA, no, if it's not called for by statute or
regulation, we're not giving it to you?

Right. No.
FDA -- pardon me. Lilly never said that; correct?
No.

Okay. So FDA would have been under the impression
that if you had information that bore on the safety
of Zyprexa, you were going 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 00:00:06.233)
22 A Post -- post this letter we did commit and

23

responded to this request.

20. PAGE 48:01 TO 48:13 (RUNNING 00:00:46.232)

00048:01

Suppose that there was a particular document that

was found. It was come across., It tended to

indicate that Zyprexa was probably causally related

to higher blood sugars.

Who within the team that was working on
SOA
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Q

ing to FDA's here, who on the team
would have that was to be
included or not in what was submitted to FDA?
We had -- ultimately, Dr. Charles Beasley was
involved in determining what was deemed as

tentially discrepant.

;:n said h: was involved. Was he the play caller
on that?

21. PAGE 48:15 TO 48:22 (RUNNING 00:00:21.738)
15 A He was -- there were some additional physicians

Q

that were involved in the review, but he

made -- had the oversight of kind of those
definitions.

He would have been the most senior person involved
in making that decision as to what was discrepant
and should be submitted versus what was not?

22 R That's correct.

22. PAGE 55:24 TO 56:08 (RUNNING 00:00:48.185)
24 Q Now I'm going to hand you what's been previously
the

00056: 01

marked as Plaintiff's Exhibit 5565. For

record, this is an e-mail chain. The most recent
of which in time was dated February 22, 2001, from
Jared Kerr to Mark Millikan, but I'm particularly
interested in the e-mail right below that, which is
from Charles Beasley to Ralf Dittman with copies to
Alan Breier, Patrizia Cavazzoni, Mark Millikan,
Anna Thornton, and Gary Tollefson regarding
olanzapine and hyperglycemia. Have you ever seen

23. PAGE 56:11 TO 56:12 (RUNNING 00:00:02.224)

11 Q Have you ever seen this document before?
12 A No.

24. PAGE 56:16 TO 56:21 (RUNNING 00:00:17.432)
16 Q Is the Charles M. Beasley, Jr., that is there

listed there as the author of the -- the e-mail on

18 the middle of 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.

26. PAGE 56:23 TO 67:22 (RUNNING 00:01:18.733)

00057:

I take it back. The third sentence states "“Our
continuous analyses show that olanzapine does
result in statistically significant mean increases
in random glucose relative to placebo and
haloperidol.” Do you see that language?

Yes.

It also goes on to say about three lines up from
the bottom over on the far right-hand side, the
sentence starts off by saying "These changes are
accounted for in part but not entirely by weight
increase." Do you see that language?

Yes.

This document was not included as part of any
response to the FDA, was it?

No.
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Were you —-
It doun’t look familiar.
Were you aware that this document even existed

b-fun 1 showed it to you today?

ohy. I'm going to hand you what's been previously
138 marked as Plaintiff's Exhibit 6128, and this is

20 another e-mail chain. And I'm particularly

21 concerned with the e-mail that is on the

22 page.

26. PAGE 58:01 TO 62:17 (RUNNING 00:06:38.000)

00058:01 Q Directing your attention in particular to the
02 e-mail on the second page, which is an e-mail from
03 Charles M. Beasley on htch 15, 2001, to Andrea
04 Smith, Ernie Anand,
05 80»-11 and lmu 'l‘honton, m ﬁm being
06 s
07 2T cou.ld direct your lttlntim to the third
08 line down in that e-mail that states "One thing
s that we can say definitively is that olanzapine
10 causes weight gain, and for approximately
11 50 percent of patients in trials who remained on

I
o
o¥ oO¥»o0

12 the drug for more than six mnr.ha. the amount of
13 gain was greater than 10
14 "Some patients in clinical trials gained as
15 much as 80-plus pounds. Lacking empirical data to
16 the contrary, it would be ludicrous to state that
17 such a patient does not at long-term increased
18 cardiac risk relative to prior to gaining that
19 weight, especially, if in :npunl association with
20 that weight gain the i 1 d an
21 in fasting glucose and lipid hvula. Do you see
22 that language?
23 A Yes.
24 Q That e-mail was not submitted to FDA as part of the
25 response, was it?

00059:01 A No, it was not.
02 Q Okay. And have you ever seen this e-mail before I
03 showed it to you today?
04 A No.
05 Q Okay. By the way, the Zyprexa labeling, even
06 today, does not state that olanzapine causes weight
07 gain, does it?
08 A No.
09 Q Dr. Beasley said he could say that definitively
10 back on March of 2001; correct?
11 A Not understanding the overall context of what data
12 he's referring to or the situation, I don't feel
13 comfortable answering that question.
14 Q Okay. I'm going to hand you what's been previously
15 marked as Plaintiff's Exhibit 7802. For the
16 record, this is a P that to
17 be a chart. I'll mptaaant to you that the
18 database that was provided to us by Eli Lilly says
19 that this document is dated June 24, 2002.
20 And I'll also represent to you that the
21 database provided to us by Lilly says that it came
22 from the files of Michelle Sharp, and I believe
23 that Michelle Sharp was at least once a colleague
24 of yours in regulatory affairs; correct?

25 A That's correct.
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pack in 2002 she had regulatory responsibility
for Zyprexa, did she not?

And the title of this document is *Listing
1 Lab Findings in
b 1led

Pl

zapine-Treated ient
F1D-MC-HGFU, Studies 1 and 2 Combined.® Do you see
that?
09 A Yes.
10 Q And then there is a 1listing of various laboratory
11 findings, 1 1 i and do you
12 sea that there's a listing for glucese, nonfasting,

13 high?

14 A Yes.
lﬁomdnym-nthltitlmiummtm

16 of ol who had high

17 glucose was 2.2 percent, and that the percentage
18 for placebo patients was 0 percent?
A Yes, I do.
Q And do you see that there are, to the right of
that, several -- several As, the letter As?
A Yes.
23 Q Okay. And if you look down at the bottom, there's
A
Q

24 a little legend as to what the letters mean.
25 Uh-huh.
00061:01 And it says, according to this, that the letter A

means "Event probably causally related." Do you

03 see that?
A Yes.
Q And this document was not submitted to FDA as part
of the response in 2007, was it?
A Wo. I'mnot -- no, it was not.
08 Q In fact, have you ever seen this document before I
showed it to you this morning?
A No, T have not.

Q Okay. I'm going to hand you what's been previously

12 marked as Plaintiff's Exhibit 8666, which is

13 another e-mail chain. I'm concerned really only

14 with the -- the one on the first page, which is the

15 last one.

16 It is dated June 27, 2002, It is from

17 Dr. Simeon Israel Taylor to a number of

18 individuals, and if I could direct your attention

19 to the last two sentences in the first paragraph

20 over towards the right, do you see where the

21 sentence starts off "however"? It's about two

22 lines from the bottom.

23 A Yes.

24 Q Okay. It states “However, I feel that we need to

25 deal with the scientific facts, whatever they are.
00062:01 Ultimately, I expect that a fair-minded scholarly

02 evalvation of the available data is likely to

03 support several conclusions.

04 "No. 1, Zyprexa, like other members of the

05 class, causes weight gain.

06 "Two, like other causes of weight gain,

07 Zyprexa-induced weight gain probably increases the

08 risk of diabetes."” Do you see that language?

09 A Yes.

10 Q And this was not provided to FDA in the response in

11 2007, was it?

12 A I'm taking a minute to --

Q Sure.
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-~ look through it. No.

15 Q Okay. And, in fact, had you ever seen this

16 document before I showed it to you this morning?
17 A No.

27. PAGE 73:01 TO 73:08 (RUNNING 00:00:23.999)

00073:01 Q@ Do you recall that about two months after receiving
02 Part 3 of your submission --

03 A Okay.

04 O—Zm-zmuvmmmtmmmmo:
05 submissions that Lilly made to the agency,

06 agency wrote to Lilly on August 28, 2007,

07 requesting that Lilly make substantial changes to
oe the Zyprexa labeling to protect the public health?

28. PAGE 73:10 TO 73:21 (RUNNING 00:00:54.700)
10 A They sent us a communication on that date
12 Q And they did that because they thought it was in

13 the best interest of the public health; correct?
14 A That was a statement made in that particular

15 letter,
16 (Plaintiff's Exhibit 8 was marked for
17 identification.)

18 Q Let me hand you what we'll have marked as

19 Plaintiff's Exhibit No. 8. For the record,

20 Exhibit 8 is a letter dated August 28, 2007, from
21 Thomas Laughren to Ms. Wojcieszek. Did I pronounce

29. PAGE 74:25 TO 76:22 (RUNNING 00:01:10.000)

25 And in the third paragraph they said "We have
00075:01 reviewed the data that you have submitted thus far

02 as well as the available literature, and we would

03 like to request that you make the labeling changes

04 listed below pertaining to the effect of olanzapine

05 and Symbyax on body weight, lipids, and glucose."

06 Do you see that language?

07 A Yes.

08 Q Okay. So notwithstanding the fact that Lilly had

09 taken the position that the labeling did not need

10 to be changed and the FDA, after reviewing all of

11 the material that you had submitted thus far by

12 August 28, was of the view that, indeed, the

13 labeling did need to be changed; correct?

14 A That's correct. The one point that we were also

15 trying to get clarity is what data they were

16 referring that they had reviewed thus far.

17 Q Okay. They go on to say "We anticipate that

18 additional labeling changes will be necessary when

19 we have reviewed the results of the additional

20 analyses that we have requested."” Do you see that

21 language?

22 A Yes.

30. PAGE 78:25 TO 80:03 (RUNNING 00:01:21.000)

25 Q Okay. Referring back to the FDA's letter in that
00079:01 same paragraph, FDA goes on to say "Given that
02 you're completing these analyses and our review of
03 them will take scme time, we believe that it is in
04 the best interest of the public health to make
SOA 2nd
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2.
00080:01

02

03 a

030

-
o
o» O Yoy

21 Q
22 A

20 Q

interim labeling changes now based on the data that
we already have available." Do you see that

Okay. And then FDA proceeds to lay out the
l.lnq\uqn that they were suggesting with :‘.p-ct to
o the section;

Correct.

Okay. But with the full contemplation that these

changes might well only be interim and that there

may be additional changes that may or may not come

into play after you submit all of your other data;

correct?

That's correct.

Okay. And the first section that they have changes

mttmwmmmdoﬂthmhypwlm
mellitus ion of the

anxll correct?

Correct.

And what they show there is by strike outs

and underlining the language that they want

el and the 1 they want to replace
it; correct?
Correct.

31. PAGE 81:03 TO 81:19 (RUNNING 00:01:07.486)

Okay. And in the -- at the end of the first
paragraph it states "Olanzapine and clozapine
treatments have been associated with a greater
potential to induce hyperglycemia than other
atypical antipsychotics.” Do you see that?

Yes.

And what does the word "induce” mean?

It means that there's some sort of a kind of
relationship of olanzapine and hyperglycemia.

Well, in fact, the word induce indicates that it's
a causal relationship, does it not?

It could mean that.

In fact, the ordinary definition -- the ordinary
dictionary definition of the word induce definitely
indicates that it's a causal relationship. If I
induce something, that means that I have brought --
brought about that result; correct?

32. PAGE 81:21 TO 81:22 (RUNNING 00:00:06.900)

You may answer.
Again, it could be defined that way.

33, PAGE 83:06 TO 83:13 (RUNNING 00:00:30.433)

Okay. And then FDA also proposed that on the
following page a completely new section in the
warnings section regarding weight gain; correct?
Correct.

Up until this point in time, Lilly had never
discussed weight gain in the warning section of the
Zyprexa labeling; correct?

At this time it was not in our current label;

34. PAGE 83:20 TO 84:01 (RUNNING 00:00:20.999)

And then also in this letter the FDA was
SOA 2nd Amended Page/Line Designations
as of March 3, 2008 - Robin Wojcieszek
Case No. 3AN-06-05630 CI
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requesting a completely new section on —- in the
ion for

23 hyperlipidemia; correct?

24 A That's correct.

25 Q Now, hyperlipidemia refers to fats in the blood;
00084:01 correct?

35. PAGE 84:03 TO 84:12 (RUNNING 00:00:42.577)

03 A It -- it refers to, yes, things such as

04 triglycerides, cholesterol, lipids, t's correct.
05 Q That's what hyperlipidemia means is elevated levels
06 of triglycerides and cholesterol:; correct?

07 A Correct.

08 Q Okay. And after receiving this letter in which FDA
09 laid out the language it wanted to see in the

10 labeling, Lilly did not accept the language

11 nqulltodbym-ndmltudlo\whttochlnqltbu
12 language; correct?

36. PAGE 84:14 TO 84:18 (RUNNING 00:00:18.831)
14 A In response to this -- this communication, we

15 initiated discussions and proposals with FDA

16 shortly after receipt.

17 Q Lilly did not accept the language that was laid out
18 by FDA in their August 28, 2007, letter; correct?

37. PAGE B4:20 TO 85:01 (RUNNING 00:00:27.467)

20 A We p our p 1 in to their
21 request based on data that we had available
22 short -- you know, during this time frame.

23 Q Your response to FDA was not, okay, we'll make
24 the -- we'll make the label change that you've
25 suggested; correct?

00085:01 A Correct.
38, PAGE 86:21 TO 87:07 (RUNNING 00:01:24.461)
21 Q Okay. If I could, I'll mark -- strike that. 2 S

22 mark as the next exhibit Plaintiff's Exhibit 8. I

23 stuck it on my copy. And for the racord, Exhibit 9

24 is a document entitled "FDA Briefing Document." In

25 the upper left-hand cormer it says “"Revised
00087:01 September 12, 2007."

02 That's correct.

A

03 Q And was this actually submitted to FDA?

04 A It was -- the information included in this was

05 e-mailed to FDA --

06 Q Okay.

07 A -- in preparation for our meeting on September 17.

39, PAGE 87:14 TO 87:24 (RUNNING 00:00:37.100)

14 Q And I'm going to hand you what I've marked as

15 Exhibit No. 10, but keep Exhibit 9 bandy.

16 A Okay.

17 Q A document which purports to be meeting minutes of
18 a meeting between FDA and Lilly on September 17,
19 20072

20 A That's correct.

21 Q And did you prepare the minutes that are in
Exhibit 107

SOA 2nd Amended Page/Line Designations
as of March 3, 2008 - Robin Wojcieszek
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00096:

00097:

A

Yes. In addition to my colleague, Catherine Melfi,
from regulatory who was also in attendance.

. PAGE 94:04 TO 94:19 (RUNNING 00:00:52.142)

4 could direct r attention to the last two

35 a ghs ulotﬂn m‘ 1 that Lilly had
06 proposed after FDA's request, they start at the

07 very, very bottom of the page, the last three words
08 on the page “in contrast.”

09 A Yeah.

10 Q Okay. They say "In contrast, th:;a!nchﬂm

1 1 3 g 3

12 control appears to fall along a continuum, although
13 risk have been

14 Clozapine appears to have the greatest association
15 while olanzapine may have a slightly greater

16 association than tiapine and ri idk and

17 greater association than ziprasidone.” Did I read
18 that correctly?

19 A Yes.

41. PAGE 95:18 TO 95:19 (RUNNING 00:00:08.133)

18 Q But you took about -- you took out any reference to

19

25
01
02
03

04
05

A
Q

A

A

language that indicates a causal relationship?

42. PAGE 95:25 TO 96:05 (RUNNING 00:00:19.900)

We -- we did not include that in our proposal.
Okay. And, in fact, to this day, Lilly denies that
olanzapine can induce or cause hyperglycemia;
correct?

We don't feel that the -- that we have data to
support that particular statement FDA included.

43. PAGE 96:22 TO 97:16 (RUNNING 00:01:13.800)

If I could have you look at Exhibit 10, please,
which is the minutes of the September 17, 2007,
meeting Lilly had with FDA. And was this meeting
at the FDA headquarters?

Yes, it was.

Would Dr. Thomas Laughren have been the leader of
the FDA side?

Yes.

Okay. And within the Lilly participants, was there
one leader?

I facilitated the meeting, and Dr. Corya was the
medical lead. So the two of us co-facilitated the
discussion.

Okay. And the purpose of this meeting was to
discuss Lilly's response to FDA's August 28, 2007,
letter. And just so, I guess, the record is clear,
the response that you're referring to there would
have been what we had marked as Exhibit 9; is that
correct?

Yes.

44. PAGE 98:19 TO 100:25 (RUNNING 00:03:08.646)

19 Q Point 2 was “FDA's labeling ©

20
21

that all patients on olanzapine should be monitored
regularly for worsening of glucose control.™ And
SOA 2nd Amended Page/Line
as of March 3, 2008 - Robin Wi
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22 that was different from what had been before;

23 correct?

24 A That's correct.

25 Q There had been -- the labeling change that was made

in 2003 had suggested that there be monitoring of

glucose for patients who had diabetes or risk ’
03 for di ?

04 A Correct.

05 Q And here FDA was -- was recommending that —— that

06 all patients on olanzapine should be monitored

07 larly for of g

08 regardless of whether they had diabetes or risk
039 for ?

10 A That's correct.

11 Q Okay. And in the here, it indi that
12 *Lilly the moni

13 Lilly believes that the recommendation should cover
14 the class of atypical antipsychotics"; correct?

15 A That's correct.
16 Q Okay. And as far as you know sitting here today,
17 you're not aware of any such change to the other
18 labeling of atypical antipsychotics saying there
19 should be a monitoring of every patient; correct?
20 That's correct.

section you note what FDA'S response was; correct?

A
21 Q Okay. And then in italics at the bottom of that
A Right.

Q

24 And that was that FDA is not convinced that all
25 patients on atypical antipsychotics require the

00100:01 same level of monitoring, but does agree with
02 Lilly's assertion that all patients should get
03 baseline glucose measurements; correct?

04 A Correct.
05 Q Okay. And then Point 3 stated that "FDA's
06 requested labeling places olanzapine and clozapine

07 in the same category in terms of association with
08 glucose dysregulation; however, Lilly asserted that
09 available data, including both Lilly clinical trial
10 data and the available literature, support a

11 differential association between clozapine and

12 olanzapine and reiterated the belief that the

13 association between antipsychotics and glucose

14 dysregulation appears to fall on a continuum." Did
15 I read that correctly?

16 A Yes, you did.
17 Q And then you note there that FDA agreed there was a

18 continuum on which the atypicals fall in terms of
13 association with -- with glucose dysregulation;
20 correct?

21 A Correct.
22 Q By the way, with respect to the monitoring of all

23 patients that FDA was insisting on here in 2007,
24 that had been required by the Japanese label in --
25 as of April of 2002; correct?

45. PAGE 101:02 TO 101:04 (RUNNING 00:00:07.133)

02 A It was -- that's my understanding based oa, you
03 know, the history. I was not involved in that
04 particular issue.

SOA 2nd Amended Page/Line Designations
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1. PAGE 49:12 TO 49:24 mmmlm)

12 State your name for the Court

13 and Jury, p:ulll sir. -
11 A My name is Michael Edwin

15 Bandick.

16 Mr. Bandick, my name is Scott

17 Allen, 1'm from Houston, Texas. I'm here to
18 c:)m youx deposition today, do you understand

19

20 A.

21 Q. 'lou uud-ntand the court
22 reporter has sworn you in and you're under
23 oath?

24 A,

2. PAGE 54:05 TO 54:07 (RUNNING 00:

05 Q. When did you become employed
06 by Eli Lilly?
07 A,

\ May of 1991.
3 3. PAGE 55:22 TO 56:10 (RUNNING 00:00:23.033)
22 Q. And you're at, your title's

23 described here under Denice Torres, who was
24 director of global marketing, there are four
00056:01 people who reported directly to her; is that

02 correct?

03 A. Yes, it is.

04 Q. And you were one of those
05 four Lndividuals?

06 Yes.

07 Q And your title is listed Mike
o8 Bandick, Director Marketplace Management; is
09 that correct?

10 A. Yes, it is.
4. PAGE 56:23 TO 57:03 (RUNNING 00:00:09.500)
23 Q. I've also seen documents,

24 Mr. Bandick, that indicated you were Brand
00057:01 Manager !ur Zyprexa for Lilly?

02 I did have that role

03 previously

5. PAGE 58:04 TO 58:10 (RUNNING 00:00:22.933)

04 Q. What year were you Brand

05 Manager, years?

06 A. Part of 2000, part of 2001.
07 Q. Okay, when were you Director
o8 of Haxketplace Management for Zyprexa?

09 From the latter part of 2001

10 to the aarly part of 2004.

6. PAGE 58:15 TO 58:23 (RUNNING 00:00:17.433)
15 You said as Brand Manager fmwmmmpmmlmmﬂmzeuwa)-

aodLmD.mmuoiMm:ha
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Zyprexa-Alaska

16 2000/2001, your answer was something like: I
17 handled one segment of Zyprexa's market.

18 Right?

19 A. That's correct.

20 Q. What segment did you handle?
21 A. The primary care segment.

22 Q. That's the PCP segment?

23 A. It was also called FCP.

7. PAGE 82:07 TO 82:11 (RUNNING 00:00:10.967)
Q. Next question: Did you

08 sssist in writing documents that were

09 prepared for the sales force to give to

10 physicians about Zyprexa?

11 A. Sometimes

8. PAGE 115:23 TO 116:01 (RUNNING 00:00:12.567)

23 Q. In your role and roles in the
24 marketing of Zyprexa, why would you want to
00116:01 send audi about ?

9. PAGE 116:02 TO 116:10 (RUNNING 00:00:28.733)

02 A. As 1 indicated earlier,
03 conveying a concept can be a very valuable
04 piece of what we think those audiences would
05 need to know. And I guess the difficulty I'm
06 having in answering your question is the work
07 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 satisfactory answer.

10. PAGE 127:09 TO 127:11 (RUNNING 00:00:10.367)

09 let me rephrase the guestion. Can you
10 describe to the jury, please, sir, what
11 markets did Eli Lilly market Zyprexa to?

11. PAGE 127:12 TO 127:16 (RUNNING 00:00:18.233)

. Primarily, physicians who
could be either in psychiatry or other
14 specialties. Would you like me to -—
15 Is that a satisfactory answer
16 to you?

12, PAGE 130:18 TO 131:19 (RUNNING 00:00:57.000)

18 Q. You agree you shouldn't
19 withhold important information from doctors
20 and patients about a drug preduct and in this

12
13

21 case in particular Zyprexa?

22 A That's not what I said.

23 Q. Okay. Well, then I'll ask

24 you another question. Do you agree you
00131:01 shouldn't withhold important information from

02 doctors and patients about Zyprexa?

03 A. Without a specific reference

04 to what you might mean by important

s information I'm not sure how to answer your

06 question.

07 Q. Thank you.

08 Now you said the doctors to

09 whom you market the products are

10 psychiatrists and primary care physicians; is

11 that correct? Pret

Disclosures Pursuant to ARCP Rule 26(A)3(B) -
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Zyprexa-Alaska

12 A. Yes.

13 Q. Tell the jury what primary

14 care physicians are?

15 A. Primary care physicians are
16 comprised of family pfncth:-: general iy

2 3

16 See petients of all ages on a wide variety of

19 health issues.

13. PAGE 152:14 TO 152:24 WW

4 Q. Thank you. Did Lilly market

s Zyprexa for use in treating symptoms of mood?
A

16 . No.
17 Q. pid Lilly market and/or
18 P VP for of symp
19 anxiety?
20 A. No.
21 Q. Did Lilly market and/or
22 P: YP! for the t of sy
23 of depression?
24 A. No.

14. PAGE 153:05 TO 153:08 (RUNNING 00:00:09.433)
05 Q. Did Lilly market and/or
06 P YP for the t of
07 behavioral disorders?
08 A. No.

15. PAGE 154:04 TO 154:11 (RUNNING 00:00:14.067)
04 Q pid Lilly market or promote

05 Zyprexa Zo; the treatment of irritability
06 symptoms?

07 A. No.
08 Q. pid Lilly market or promote
09 %3 for ht di in psSy
10 patients?
11 A. No.
16. PAGE 164:20 TO 165:08 (RUNNING 00:00:43.233)
20 - Do you agree that Lilly

21 cannot actively promote and/or market Zyprexa

22 outside of the FDA approved indications on

23 the label?

24 A Yes. I agree that Lilly
00165:01 cannot promote Zyprexa outside of the

0 approved indication on its label. There are
03 opportunities to share data that might fall
04 outside of that.
05 So when you said promote and
06 market, I'm dividing the two, and I would say
07 it's true that Lilly would not be promoting
08 Zyprexa outside of its approved label.

47. PAGE 169:01 TO 169:07 (RUNNING 00:00:28.000)

00169:01 Q. Okay. Can Lilly under FDA
02 regulations or the GPP direct the Zyprexa
03 sales force to actively proceed to a
04 physician's office on a routine sales call
05 and promote Zyprexa for the treatment of

06 symptoms?

A. Wo.

mww!meMMwB)-
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Zyprexa-Alaska

18. PAGE 197:03 TO 197:15 (RUNNING 00:00:35.400)

Q. one of the marketing roles of
the Zyprexa sales force was to overcome
d by the when they

would ask ;uudm about Zyprexa?
A. That's a phrase that is used

in sales training as a way to help direct a
sales rep in the of a

call.

Q. one of the roles of the
Zyprexa sales force in the area of marketing
was to accurately respond to doctor's
questions concerning the risk of Zyprexa?

A. That's correct.

19. PAGE 200:24 TO 201:08 (RUNNING 00:00:22.733)

24
00201:01
02

to my guestion. Part of the tool or channels
of marketing for Zyprexa was Lilly giving

money to medical organizations?
A. There were medical
associations that received that type of

funding, yes.
A As part of the marketing
activities for Zyprexa from Eli Lilly?
A. Yes.

20. PAGE 201:24 TO 202:03 (RUNNING 00:00:1 3.433)

24
00202:01
02
03

Tell the jury, please, those
medical organizations or associations to whom
money was given as part of the channel or
tool in the marketing of Zyprexa?

21. PAGE 202:04 TO 202:11 (RUNNING 00:00:16.500)

. The only two associations
that come to mind are the American
Psychiatric Association and the American

Diabetes Association.

. How many millions of dollars
was given to those organizations over the
period of let's say 1995 to 2004 at the time
you left?

22. PAGE 202:14 TO 202:14 (RUNNING 00:00:01.100)

14

A. I don't have any idea.

23. PAGE 214:13 TO 216:05 (RUNNING 00:00:42.933)

And tell this journey any
other indications besides schizophrenia and
bipolar mania that were ever added and
approved by the FDA for Zyprexa?

A. I don't recall the date, but
later, after March of 2000, there was a
broadening of the bipolar indication to
include mai bipolar mai .

Q. So the three FDA approved
indications for Zyprexa since it's been on
the market are schizophrenia, bipolar mania
and bipolar mania maintenance, correct?

A. Bipolar maintenance.
Q. Okay. Any other indications
approved by the FDA other than those you just
identified?
A. Not that I'm aware of. Pretrial Disclosures Pursuant to ARCP Rule 26{A)3(B) -

qumowumums.m-mw
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24. PAGE 327:14 TO 328:04 (RUNNING 00:00:34.167)

14 You've heard the temm "fair
15 and balanced” before have you not, in regard
16 to marketing documents?

17 A. I've heaxd the term "fair

18 balance.”

19 Q- What does that mean to you?
20 A. That there is an appropriate
21 palance between what would be considered

22 or di ££1 ',

23 safety.

24 < For example, you cannot, you,

00328:01 being the marketing department, in order to
02 reach fair balance, you cannot overemphasize
03 the benefits of Zyprexa and underemphasize
04 the risk of Zyprexa?

25. PAGE 328:11 TO 328:11 (RUNNING 00:00:04.000)

11 A. That's my understanding of
26. PAGE 372:10 TO 372:13 (RUNNING 00:00:09.433)

10 Q. Mr. Bandick, I handed you at

11 the break what's been marked as Bandick

12 Exhibit No. 7. Do you recognize this
13 document?

27. PAGE 372:23 TO 372:23 (RUNNING 00:00:00.833)

23 A Yes, 1 do.
28. PAGE 373:07 TO 374:09 (RUNNING 00:01:09.033)
07 Q. It is a document entitled the

08 "Consensus Development Conference on

09 Antipsychotic Drugs and Obesity and

10 Diabetes.” And it's published by the

11 American Diabetes Association, the American
12 Psychiatric Association, the American

13 Association of Clinical Endocrinologists and
14 the North American Association for the Study
15 of Obesity, in 2004; is that correct?

A.

16 It was published in Diabetes
17 Care and those four associations are

18 associated with it.

19 Q And you read this in your

20 role at El; Lilly before you left your
21 employment, did you not?
A.

22 Yes, that's true.

23 Q. And just for the record, as

24 reflected in this exhibit, this is &
00374:01 consensus development document involving a

02 conference that was held in November of 2003;

03 is that correct?

04 A. Yes, I believe it is.

05 Q. And individvals as reflected

06 in this document, individuals from E1i Lilly

o7 made a p tion at that .

08 correct?

09 A. That is correct.

29. PAGE 374:18 TO 374:20 (RUNNING 00:00:04.767)

18 Q. By the way, did you attend
19 this conference?
20 A. Yes, I did.

Pretrial Disclosures Pursuant to ARCP Rule 26(A)3(B) -
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31. PAGE 376:19 TO 377:09 (RUNNING 00:00:37.067)

30. PAGE 375:22 TO 376:02 (RUNNING 00:00:13.533)

Q. Why were you selected to

attend?

3 Many of the things that we
did involved a collaboration between
marketing and medical

Q. Okay. Now, this conference
was convened to answer several guestions, was
it not?

A. Yes, it wa:

Q. Okay. x'- jult going to have
you skip over to Page 597 of Bandick Exhibit
No. 7, the consensus statement, and you see
question three?

A. Yes.

Q. The question is: "What is
the relationship between the use of these
drugs and the incidence of obesity and
diabetes, question mark." Did I read that
correctly?

A Yes.

32. PAGE 378:04 TO 378:22 (RUNNING 00:00:39.500)

Q. The first heading, the bold

heading, obasity, do you see that?
Yes, I do.

Q It says under there: "“There
is considerable evidence, particularly in
patient with schi a, that
with the second general antipsychotics can
cause a rapid increase in body weight in the
first few months of therapy that may not
reach a plateau even after one year of
treatment. There is, however, considerable
variability in weight gain among the various
second generation antipsychotics.” And it
references Table 2. Did I read that
correctly?

A. Yes.

Q. And you see table two
undumen:h that statement?

Yes, I do.

33, PAGE 379:14 TO 380:05 (RUNNING 00:00:38.533)

00380:

Q. According to table two, which
is directly in front of you, at a conference
you attended, what second generation
antipsychotics carried the largest risk of
weight gain and risk for diabetes according
to Table 2?

A. According to this panel,
clozapine and olanzapine, Clozaril and
Zyprexa, had a higher relative risk for
weight gain.

Q. And for diabetes?

A. And to answer the other part
of your gquestion, according to this table
they also identify clozapine and olanzapine
as having a relatively higher risk for
diabetes.

WWWIMARCPRWMA)J(B)-
Page/Line Designations as of March 3, 2008 - Michael
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34, PAGE 398:11 TO 399:05 (RUNNING 00:00:49.400)
11 Q. Why don't you turn, now, sir,
12 to Page 598 in Bandick Exhibit No. 7, which
13 is the consensus statement, and go to
14 question llo. 4. Do you see that?
15 Yes.
16 The question No. 4 reads:
17 Given the nbun risks, how should patients be
18 monitored for the development of significant
-1 weight gain dyslipidemia, and diabetes, and
20 how should they be treated if diabetes

21 devel| question mark."
22 i Did I read that correctly?

23 A. Yes.

24 Q. The answer says: "Given the
00399:01 serious health risks, pltients taking SGAs

0z should receive appropriate baseline screening

03 and ongoing monitoring. Did I read that

04  correctly?

05 A. Yes.

35. PAGE 399:14 TO 399:22 (RUNNING 00:00:23.533)
14 Q. Do you agree with that?
15 A. Based on my conversations

16 with Lilly clinicians I believe that would be
17 reasonable.

18 Q. And when did you form that
19 belief?
20 A. I don't recall.
21 Q. What year?
22 A. Probably, 2003.
36. PAGE 401:22 TO 402:02 (RUNNING 00:00:09.533)
22 . I've handed you what I've

Q
23 marked as Bandick Exhibit No. 9, which I'11
24 represent to you is a 2005 PDR reference on
00402:01 Zyprexa.
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
1] section which bcgina on the fourth page of

05 Bandick Exhibit No. 9.
10 Are you there with me?

1 A. I believe so.
39. PAGE 403:17 TO 403:20 (RUNNING 00:00:09.433)
17 Q. And there's a section in the
18 precaution section entitled "Laboratory
19 Tests, " isn't there?
20 A. Yes, there is.
40, PAGE 405:12 TO 405:18 (RUNNING 00:00:20.800)
12 Q. My simple question was: In
13 the precaution section of the label is there
14 any laboratory testing recommended for
15 patients who take second generation
16 antipsychotics to have their fasting plasma
17 glucose monitored? Pretrial Disclosures Pursuant to ARCP Rule 26(A)3(B) -
Page/Line Designations as of March 3, 2008 - Michael

Bandick
Case No. 3AN-06-05630 C!
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18 A. Not under laboratory tests in
19 the precaution section.
41. PAGE 408:0¢ TO 409:09 (RUNNING 00:01:23.267)
sir, let's go tgk:h- summary
05 of the it No. 7, on
06 Page 600. Do you see the summary, sir?

A. Yes, I do.
08 Q. I'm going t
09 as follows: "The SGAs are
10 to a wide variety of people
11 disorders. As with

14 increased risk for obesity,

15 dyslipidemia." Did I read that correctly?
16 A. Yes.
17 Q. I'm going to skip down to the

18 next paragraph, it says: "These three
19 adverse conditions are closely linked, and
20 their prevalence appears to differ depending
21 on the second generation antipsychotic used.
22 Clozapine and olanzapine are associated with
23 the greatest weight gain and highest

24 occurrence of diabetes and dyslipidemia.”

00409:01 Did I read that correctly?
02 A. That's what it says in this
03 document .
04 Q As the Brand Manager and the

05 Director of Marketplace Management for
06 Zyprexa in the years you have indicated, do
07 you agree with that statement?

A. Lilly disagreed with that

09 statement.
42. PAGE 411:08 TO 411:21 (RUNNING 00:00:49.867)
Do you have Exhibit No. 10 in

08 Q.

08 front of you?

10 A. I do.

11 Q. You have seen this document
12 pefore, have you not?

13 A. 1 have.

14 Q. When did you see this

15 document?

16 A I first saw this document

17 when it was published in April 2002.

Q. This document, it's dated
19 April 2002. It's Exhibit No. 10.
20 can you briefly describe for
21 the jury what it is?

43, PAGE 411:22 TO 412:02 (RUNNING 00:00:15.200)

22 A. This is the English

23 translation of a Dear Health Care

24 Professional letter that was distributed to
00412:01 physicians in Japan following a label change

02 for zZyprexa in Japan.

44, PAGE 415:14 TO 416:13 (RUNNING 00:01:11.467)

14 Q. what the Japanese government
15 did is they put a black box warning on
16 2yprexa in Japan, didn't they?
17 A. It was comparable to what in
the U.S. we would call a black box Warning. prewial Disclosures Pursuant 1o ARCP Rule 26(A)3(8)
memudwmna,zoom
Case No. 3AN-06-05630 CI
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Q. And what they said -- and let
ne read a portion of this exhibit -- it says:
safety
dhbutic kltolc.idolb and diabetic coma due
to increased blood glucose during
administration of an lnﬁpaycbetic ngant,
tablets, ol Since
marketing of this product in June 1001, nine
serious cases, parens, including two cases of
death, close parens, with hyperglycemia,
diabetic ketoacidosis and diabetic coma have
06 been reported for which causal relationship
07 with this product cannot be denied, parens,
08 estimated number of patients treated with
0s this product 137,000 as of the end of
10 December 2001."

11 Did I read that correctly,
12 sir?
13 A. Yes.
45. PAGE 418:21 TO 419:22 (RUNNING 00:00:58.200)
21 Q. The black box said, among

22 other things, "Do not administer to patients
23 with diabetes mellitus and those who have a
24 history of diabetes mellitus.

00419:01 No. 2. During administration
02 of this product, observe sufficiently with
03 such as measurement of blood glucose.

04 No. 3. Explain sufficiently
05 to the patient and family members.
06 And it goes on to say, "Upon

07 administration of this product, explain

08 sufficiently to the patient and family

09 possible of serious

10 adverse reactions, such as diabetic

11 ketoacidosis and diabetic coma, et cetera.

12 Provide guidance to them to see a physician
13 suspending administration if such symptoms as
14 thirst, polydipsia, polyuria, or frequent

15 urination, et cetera, appear."

16 Did I read that correctly?
17 A. Yes.

18 Q. Did Lilly change its label
19 for Zyprexa in the United States consistent

20 with what was required by Japan in April
21 of 2002?

22 A. No, it did not.
46. PAGE 421:17 TO 421:20 (RUNNING 00:00:13.033)
17 Q. Did Lilly send doctors in the

18 United States a Dear Doctor letter informing

19 them about the equivalent of a black box

20 warning on the Japanese label in April 2002?
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 Q. Have you ever informed the
03 sales force of foreign regulatory action
04 concerning a black box on antipsychotics?

Pretrial Disclosures Pursuant to ARCP Rule 26(A)3(B) -
F:gdlmbmnmiuofmle 2008 - Michael Bandick
ase No. 3AN-06-05630 C!
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49. PAGE 435:10 TO 435:10 (RUNNING 00:00:01.667)

10 A. I don't recall an example.
50. PAGE 435:15 TO 435:18 (RUNNING 00:00:07.700)
15 Q. Well, let me see if I can

16 refresh your recollection. I'm going to hand
17 you what's been marked as Bandick Exhibit
18 Nn. 11. Provide it to your counsel.

51. PAGE 436:15 TO 436:17 (RUNNING 00:00:09.700)
15 Q. Okay. Can you tell the jury
16 the date nl this e-mail that you wrote?
17 A, October 18, 2002.

52. PAGE 438:23 TO 439:05 (RUNNING 00:00:19.000)

You sent this e-mail around

23 Q.
24 the wu:ld, in essence?
00439:01 That's true
02 u. And the aubjcct is

03 risperidone, which is Risperdal, Cerebral
04 Vascular Warning in Canada, right?

05 A. Yes.
53. PAGE 443:12 TO 444:04 (RUNNING 00:00:37.300)
12 Q. And it says: "We would like

13 to point out actual label changes such as the

14 recent addition of a black box warning

15 pending to the Risperdal label in Canada."

16 A. And the context for that

17 remark the first part of the sentence is

18 avoiding speculation on potential label

19 changes, because we thought that would be

20 inappropriate. However, if there was an

21 actual label change that that would be

22 something that would potentially be

23 appropriate. And as you pointed out under do

24 was to share information selectively as
00444:01 appropriate. That does not represent a

02 proactive tell-every-customer-you've-got. If

03 it came up that was something that could be

04 cited as a fact.

54, PAGE 450:22 TO 451:04 (RUNNING 00:00:19.733)
22 Q. You think the actions
23 concerning the black box label change, the
24 equivalent of a block box label change in

00451:01 Japan on Zyprexa, do you see any

02 inconsistency in your action concerning that
03 action in Japan versus what you did
04 concerning the Risperdal label in Canada?

§6. PAGE 451:07 TO 451:10 (RUNNING 00:00:07.700)

07 A I see them as very different

OB sitvations.
Do you see any inconsistency

Q.
10 in what you did, sir, Mr, Bandick?
56. PAGE 451:13 TO 451:15 (RUNNING 00:00:05.300)

13 A I can't evaluate the
14 consistency or inconsistency, I see them as
15 different situations.

Pretrial Disclosures Pursuant to ARCP Rule 26(A)3(8) -
Page/Line Designations as of March 3, 2008 - Michael Bandick
Case No. 3AN-06-05630 CI
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57. PAGE 452:21 TO 452:22 Ww

21 Q. recognize this
22 document, !xhi-bt: 12, dn you not?

8. PAGE 452:23 TO 453:08 (RUNNING 00:00:22.000)

23 A.  Yes, I do.
24 0. Youwrots ic?
453:01 A. Yes, I -
Bl Q. When did you write it?
03 A. August of 2000.

Okay. Sir, this document,

04 Q.
05 read the title to the jury, please.
06 Care

A.
07 and n-p1—nuum Overview.
08 Q. Why did you write this?

59. PAGE 453:09 TO 453:14 (RUNNING 00:00:18.967)
08 A. This was about one month into
10 my role as Brand Manager for Zyprexa in
11 primary care, and I believe this was a, an
12 overview for an internal audience, probably
13 other of the ng Team
14 and, perhaps, other internal audiences,

60. PAGE 457:24 TO 458:07 (RUNNING 00:00:21.033)
24 Q. I1'll read the background.
00458:01 "Background: Following several months of
02 study by the Lilly DSA Zyprexa annd Team the
03 affiliate on that
04 Lilly actively prn-ntu Zyprexa to selected
05 current primary care prescriber targets."

06 Did I read that correctly?
07 A. Yes.

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 of your memo
19 Exhibit 12, okay? Do you have it there in
20 front of you?

21 A. I do.

22 Q. Why don't you read it out
23 loud to the jury, pleas

24 I’I’NESS The whole
00462:01 :ection"
62. PAGE 462:03 TO 462:19 (RUNNING 00:00:33.833)
03 A. Most PCPs currently prescribe
04 a low volume of antipsychotics and mood

05 stabilizers.

06 Q. Can you read it very slowly
07 and distinctly so the jury can hear you when
08 they heax the tape back.

09 Certainly

10 Q- Go ahead.

11 A. "Most PCPs currently

12 prescribe a low volume of anupsychotics and
13 mood stabilizers. Many PCPs will refer

14 patients in need of psychotropic treatment to

15 a specialist rather than treat that patient.
16 Key barriers to uptake include PCPs lack of
17 training in this category, limited time with
18 patients, and an aversion to perceived risk.

CONFIDENTIAL

19 Zyprexa's primary indications, schizophrenizgyial Disclosures Pursuant to ARCP Rule 26(A)3(B) .
Page/Line Designations as of March 3, 2008 - Michael Bandick
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CONFIDENTIAL

63. PAGE 462:20 TO 462:23 (RUNNING 00:00:14.833)

20 and bipolar, are not viewed as PCP treated
21 conditions so there's not a specific

22 indication for Lilly reps to promote in the
23 PCP segment."

64. PAGE 463:12 TO 453:16 (RUNNING 00:00:14.267)

12 Q. Llet's look at the first part,
13 "zyprexa's primary indications, schizophrenia
14 and bipolar." Aren't those the only

15 indications for Zyprexa at that time?

16 A. Yes, that's correct.

65. PAGE 464:06 TO 464:16 (RUNNING 00:00:26.333)

06 Q. Ohy. Then I'm going to read
07 it like that and we're going to continue.

o8 Continuing: Zyprexa's only indications,

09 schizophrenia and bipolar, are not viewed as
10 PCP treated conditions. so there's not a

11 specific indication for Lilly reps to promote
12 in the PCP, primary care physician segment;
13 is that correct?

14 A, That's what's written there.
15 Q. You wrote it, didn't you?
16 A, Yes, I did.

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's a
12 segment on position, right?

13 Om~hum.

14 Q- Sir?

15 A. Yes, that's true.

16 Q. You underlined this sentence,

17 do you not, the first sentence under
18 position?

19 A, I did underline the first

20 sentence in that section.

21 Q. And you say this: "“Position:
22 Zyprexa. The safe, proven solution in mood,

23 thought, and behavioral disorders."
Did I read that correctly?

24
00471:01 A. You did.
02

. Didn't you tell me hours ago
03 in this deposition that there was no
04 indication for Zyprexa for the treatment of
05 mood?

06 A. That's correct,

07 Q. Didn't you tell me hours ago
08 there was no indication, approved indication,
09 for 2yp for the t of

10 disorders?

11 A. That's correct.

12 Q. Didn't you tell me hours ago
13 that there was no approved indication for

14 Zyprexa for the treatment of behavioral
15 disorders?
16 A. Yes, that's true.

67. PAGE 472:10 TO 472:14 (RUNNING 00:00:10.367)

10 Q. My only question was: When
11 you prepared Exhibit No. 12, you wrote that
12 you intended to position Zyprexa as a safe,
mmm;aammkmzmma)
13 proven solution in mood, thought, and PagelLine D Sin o8 of 3, 2008 - M
CmNo MSSSOCI
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9

0
10

02
03
04
05

CONFIDENTIAL

behavioral disorders?
68. PAGE 472:19 TO 472:23 (RUNNING 00:00:13.767)

A. As I indicated, a position

and a desired position in a

planning document, does not represent the
same as a verbatim to a sales organization or
a promotion to a customer.

69. PAGE 473:07 TO 473:10 (RUNNING 00:00:06.266)

Q. sir, you've seen Exhibit
No. 13, hu-n t you, Bandick?

please.

meeting was?
A.

referred to the
care in October

Give me a moment with it

70. PAGE 476:05 TO 476:15 mﬂ 00:00:25.100)

Quit looking at the document
and tell lu what the Viva Zyprexa launch

Viva Zyprexa launch meeting
initial launch in primary
of 2000.

And that was a launch in

Q.
Orlando, Florida, right?

Q.
A.

document did is

Yes, I believe so.

Did you speak at that launch?

Yes, I did.

71. PAGE 478:08 TO 478:19 (RUNNING 00:00:18.833)

Isn't one of the things thi.
answer the guestion why you

were entering the primary care physician
market, you, being Lilly?

Yes, that is one of the

questions r.lut it answers.

You're right there on the

page I see, You're on Page 68, aren't you?

Q.
slide, didn t you?

Q.
2ll have a song
presentation?
A.

Q.

Page 68, and it

Yes, I am.
You helped prepare this

Yes, I believe I did.

72. PAGE 479:02 TO 479:05 (RUNNING 00:00:08.533)
Did you all get up -- did you

that was created for this

Yes.

73. PAGE 479:24 TO 480:06 (RUNNING 00:00:18.700)

Okay. Now I want to go back
to this question of why Lilly entered the
primary care physician market, that's on

says right here, "Zyprexa,

primary care, why are we entering this
market, quution mark?" Right?

A.
this page reads:

Yes.

74. PAGE 480:09 TO 481:01 (RUNNING 00:00:47.100)

four, five bullet points down.
to the jury what you said as to why Lilly was
entering the primary care market for Zyprexa?

One of several reasons on
"Zyprexa's success is
Page/Line

Can you read

Pretrial Disclosures Pursuant to ARCP Rule 26(A)3(B) -
- Michael Bandick

'age/Line Designations as of March 3, 2008
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00481:
75. PAGE 489:03 TO 489:08 (RUNNING 00:00:16.933)

76. PAGE 489:12 TO 489:14 (RUNNING 00:00:06.200)

77. PAGE 491:10 TO 491:19 (RUNNING 00:00:18.800)

78. PAGE 491:24 TO 492:11 (RUNNING 00:00:19.233)

00492:

79. PAGE 493:03 TO 483:12 (RUNNING 00:00:22.534)

CONFIDENTIAL

14 crucial to corporate performance. PCPs
15 represent last major untapped segment."
16 Q. Zyprexa's success is crucial
17 to corporate performance was one of the
18 reasons listed as to why Lilly was entering
19 this market, right?
20 Sir?
21 A. The context for this document
22 was that this was a sales organization
23 sudience and we were providing motivation for
24 them to understand how they fit into the
01 bigger picture.

03 Q. Sir, the Viva Zyprexa song,
04 the first two lines: “The whole new

05 gonna set my soul, set my soul on fire."
06 Did I read that correctly?
07 A. Yu.

08 Q. wag a whole new purpose
0% for Zyprexa in thu fall of 20007

12 A. I didn't write the lyrics to
13 the song, I don't know what the lyricist had
14 in mind with "whole new purpose.”

10 Q. Let's go down to the third
11 versus: "Yeah, we're helping 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.

24 Q. So there wasn't many
01 wondexful indications, were there, sir?
02 I assume this had more to do
03 with qattinq the right number of syllables
04 into that line.

0s Q. You don't think it had
06 something to do with mood, thought,

07 untnbluty and anxiety?

08 . I'm quite certain the person
09 who wrote r.he lyrics to this song was not
10 aware of our strategy or our promotional

£ 5 1 message.

03 Q. Last, lyrics of the last

04 stanza: "Can't rest now I've got to run, I'm
05 gonna tell everycne, might tell a doctor 50
06 times, give a perfect message on every shot,

07 keep Zyprexa at the top, Viva Zyprexa, Viva
08 Zyprexa."
09 Did I quote from the lyrics

10 correctly?

11 You left out a couple of

12 lines in :ha: stanza, but yes. Pretrial Disclosures Pursuant to ARCP Rule 26(A)3(B) -
P-gulmmwmuuma 2008 - Michael Bandick

Case No. 3AN-06-05630 C!
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CONFIDENTIAL

80. PAGE 496:09 TO 4987:03 (RUNNING 00:00:48.700)

00497:

81. PAGE 499:14 TO 499:18 (RUNNING 00:00:09.000)

82. PAGE 503:02 TO 504:12 (RUNNING 00:01:20.633)

00504:

01
02
03

17
18

Q. Can you turn to Page 77 of
the Primary Care Sales Force Resource Guide?

- Yes

Q. &\thihit 17. Who's the

patient p:oﬂln No. 1?
It says Donna is a --

Q No. Who's the patient
profile No. 1? Who?

A. I'm not sure what you mean.

Q. The person's name, patient
profile No. 1, llho is that?

A. In this particular case the
patient profile is symbolized by the name
Donna.

Q. Right. Let's go ahead to
patient profile n\lnb-t on plgc 9, patient
profile No. 2. Who's that?

This patient profile is
synbouzwd by the name Mark.

Okay. Do you recall
mn:keclng to Donna, Mark and Martha?
You'd asked me that earlier
and I cudn': know what you meant then and I'm
still not sure what you mean.

Q. Sir, you recognize the
Exhibit No. 16, Issue Management Planning on
Diabetes. Lilly Answers That Matter?

A. There are aspects of it that
are familiar. I'm not sure that I recall
this exact document.

Q. Okay. Why don't we go to
Page 2?

Okay .

Q. Diasbetes. What is a
position, sir? A position as used in
mrketing”

Well, in the context of this
document .\t would be similar to saying our
point of view.

Okay. And isn't it, in
fact -- this document is a marketing
document, is it not?

A. This document would have come
fram a marketing source.

Q. Okay. Our position would be
our point of view. "Our position: Diabetes
hyperglycemia may appear in patients taking
antipsychotics and/or mood stabilizers
including Zyprexa at comparable rates with
the possible exception of Clozapine."

pid I read that correctly?

A. Yes.

Q. We saw earlier today the
consensus statement from April 2004, says
that diabetes occurs in a greater rate in
Zyprexa than it does in the other second
generation antipsychotics, correct?

A. That is the conclusion that
that group drew. Pretrial Disclosures Pursuant to ARCP Rule 26(A)3(B) -

Page/Line Designations as of March 3, 2008 - Michael Bandick
Case No. 3AN-06-05630 CI
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CONFIDE!

A

83. PAGE 506:01 TO 506:12 (RUNNING 00:00:28.800)

00506:01
0.

84. PAGE 509:22 TO 509:24 (RUNNING 00:00:07.633)

22
23
24

85. PAGE 510:01 TO 510:18 (RUNNING 00:00:35.200)

00510:01
0.

86. PAGE §11:03 TO 511:11 (RUNNING 00:00:17.166)

87. PAGE 515:16 TO 515:18 (RUNNING 00:00:05.567)

16
17
18

88. PAGE 515:21 TO 515:24 (RUNNING 00:00:01.533)

89. PAGE 516:02 TO 516:03 (RUNNING 00:00:03.333)

02

NTIAL

Q. Okay. The reason for the
position that's reported in your marketing
document Exhibit 16 is as follows, follow
along with me: "Showing that diabetes is a
common for all and
not just Zyprexa will help reduce the
perception that diabetes is linked to,
specifically, to Zyprexa, and in turn, will
help to eliminate this risk from the
risk/benefit equation."

Did I read that correctly?

A. Yes, you

Q. hm- &ug—-nc
Weight Gain, Exhibit 15, November 2001.
You've seen that docmt before, haven't

you?

As with the last document
which was dat-d mo day differently from this
one, I'm familiar with much of the content,
I'm not sure I recall the specific document.

Q. Okay. This is the Issues |
Management Planning Weight Gain, Lilly !
Answers That Matter. Oux Position is on
Page 2. You following me?

A. Yes.

Q. OQur position: Weight gain
can occur with Zyprexa as with other
antipsychotics and mood stabilizers. For
most patients this can be managed allowing
them to receive the overwhelming benefits
Zyprexa offers."

Did I read that correctly?

A. Yes, you did.

Q. Okay. What is the rationale
for the position as contained in this

exhibit --
A It says ——
. -=- No. 152
A. In this document it says:

*7o minimize the liability of weight gain
while at the same time increasing focus on
Zyprexa's superior efficacy."

You all marketed and scld
Zyprexa to the elderly for dementia, didn't
you?

A. No.

(Whereupon, Deposition
Exhibit(s) 19 duly received, marked
and made a part of the record.)

" wi L i 1 Pretrial Disclosures WINARCPRUMZS(AWB)-
Q hat's Exhibit 19, do YBE e ~3 3, 2008
Case No. M-OSSSDCI
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03 recognize that? My question is do you
90. PAGE 516:04 TO 516:09 (RUNNING 00:00:31.533)

04 recognize the document, sir?
05 A. Wo, I don't,
06 Q. You don't? Why don't we just
07 turn to Page 7 of this document, okay?
08 Page 7. Are you with me?

09 A. Yes, I am.
91. PAGE 516:24 TO 517:13 (RUNNING 00:00:34.900)
24 Q. And an Plll | Lt nyl-
00517:01 I

02 injection. Safety Ln aqstuion usochr.-d
03 with dementia in a clinical trial."
04 Did I read that correctly?
05 A. Yes.

06 Q. Then you go: "In patients up
07 to 97 years old, mean age of 77, favorable

o8 adverse event profile, the most common
09 event in

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 518:24 (RUNNING 00:00:04.866)
23 Isn't it true Lilly marketed

24 2yprexa for dementia patients?
93. PAGE 519:03 TO 519:07 (RUNNING 00:00:09.767)

03 A No.
04 Q. Okay. Well let me ask you
05 another question, isn't it true Lilly
06 marketed for dep ive s
07 related to dmnua"
94, PAGE 519:10 TO 519:10 (RUNNING 00:00:01.134)
10 A. Not that I'm aware.

95. PAGE §19:17 TO §19:19 (RUNNING 00:00:09.233)

17 Q. Why don't you turn to
18 Page 18. Hha:’: the title of that page?
19 Imp ve symp

96. PAGE 521:13 TO 521:15 (RUNNING 00:00:07.100)

13 Q. What's the title of Page 207
14 A. Zyprexa Safely Stabilizes
15 Behavioral Symptoms.

97. PAGE 521:21 TO 522:09 (RUNNING 00:00:25.300)
21 Q. Didn't you market Zyprexa for
22 the treatment of symptoms?
23 A. No.
24 Q. Why don't you go down to the

00522:01 third section on this page where it says:
02 "Zyprexa IntraMuscular, olanzapine for

03 injection.” You follow me?

04 A. Yes.

05 Q. Read out loud what it says

06 right :hoxe?

07 "First and only psychotropi o P

08 And.\ca::d for the treatment of aqxtﬂ“%iwm;mm?ﬁpmw

Case No. 3AN-06-05630 CI
CONFIDENTIAL page 17
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09 associated with dementia."
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24
00022: 01
02

Q. Can you :-.u the jury your
name, please, sir?
My

name's Jack E. Jordan.

2. PAGE 29:20 TO 30:05 (RUNNING 00:00:22.293)

Q.

Tell the jury what you mean
product?”

11 by po-iuun your luct
Positioning is ultimately how
23 you want mx customers to think about your

product. So, for example, staying with the

24
00030:01 Ford truck analogy, it would be that if you
02 drive this truck you're tough, could be a

03 positioning. I'm Ford tough.

That's part of

04 what they're trying to have their customers
05 think about their product.

3. PAGE 31:04 TO 31:11 (RUNNING 00:00:18.000)

04
0s
06
07

09
10
1

Q. Can you tell the jury,
please, what you teach and what you know
about how you get your customers to think
what you want them to think?

. Ultimately, that gets into
the marketing mix, which is the next step.
And most of that revolves around your
promotional activities.

4. PAGE 59:08 TO 59:20 (RUNNING 00:00:35.433)

Q. You have an MEA?
A. It's called a Master's of
Science and Management but it's an MBA

equivalent.
Q. Right. And after you

completed your, the equivalent of a master's
in business at Purdue University in 1988,
what did yuu do next?
I went to work for Eli Lilly
and Company
And you worked for Eli Lilly

Q.
from 1988 until when, sir?
OUntil April of 2004.

5. PAGE 61:20 TO 62:12 (RUNNING 00:01:22.089)

00062:

Q. You were the Brand Leader for
the dxuq Zyprexa for Eli Lilly from when to

wh

A. From May of 1998 until about
August of 2003.

Q. We will, of course, explore
it in some detail, but can you tell us as an
executive, as a Brand Leader for Zyprexa from
May of 1988 until August of 2003, can you

Pretrial Disclosures Pursuant to ARCP Rule 28(A)3(8) -
Page/Line Designations as of March 3, 2008 - Jack Jordan
Case No. 3AN-06-5630 Civ
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05 tell this jury in layman's terms what it

06 means tc be a brand leader in that position?
07 A. It's really two areas of

08 responsibility: One was to be responsible
09 for the marketing strategy for the U.S5., and
10 the second area was to make sure there was
11 alignment across the organization around that
12 strategy.

6. PAGE 84:16 TO 84:17 (RUNNING 00:00:03.033)
S You were Mr. Bandick's
!.7 superior, were you not?

7. PAGE 84:20 TO 84:22 (RUNNING 00:00:05.833)
20 A. When he was the Zyprexa Brand
21 Manager for that year, year and-a-half, he
22 did report to me, yes.

8. PAGE 102:18 TO 102:22 (RUNNING 00:00:16.433)
Now you, during this time
19 period from 1998 to 2003, where were you
20 physically located in your job -- here in
21 Indianapolis?
22 A. I was, yes.
9. PAGE 113:06 TO 113:13 (RUNNING 00:00:27.417)
06 Thank you. Now from 1998 to

Q.

07 2003, you've told us your title regarding

08 Were you ble for the

09 marketing or brand leadership of any other
10 Lilly pmducta during that time period?
During that time period, I
12 did have nsponsibllity for a period of time
13 for the Symbyax, the Symbyax marketing team.

10. PAGE 113:24 TO 114:04 (RUNNING 00:00:12.267)

Symbyax for the jury, tell

Q.
00114: 01 the jury wha: that product was?
Symbyax was and is a

03 cmbma:im of Zyprexa-olanzapine, and
04 Prozac-fluoxetine.

11. PAGE 136:07 TO 136:12 (RUNNING 00:00:14.267)

07 Q. At its heighth, at its

08 heighth during the time you were Brand Leader
09 and Marketing Director for Zyprexa in the

10 United States, how many sales representatives
11 were involved in the promotion and

12 representation of Zyprexa?

12. PAGE 136:15 TO 136:16 (RUNNING 00:00:04.200)
15 A. We had, approximately, a
16 couple thousand sales reps.

13. PAGE 136:22 TO 137:07 (RUNNING 00:00:19.867)

22 Q. Okay. And the sales
23 division -- was there different sales forces
24 in El Lilly?

00137:01 A. Yes,
02 Q. Sigma Sales Force?
03 A. Yes,
Q. The -- and, of course, we Disclosures Pursuant to ARCP Rule 26(A)3(B) -
2008 - Jack Jordan

05 know, and you would agree and tell this jury, qummumma
Case No. 3AN-06-5630 Civ
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06 the Sigma Sales Force promoted Zyprexa,
07 correct?

14. PAGE 137:10 TO 138:06 (RUNNING 00:00:35.800)

A. They \'lt. the launch sales
force for primary care, yes.

Q. Then you have a2 Neuroscience

Sales Force; is that correct?
14 A. Yes.

Q. And that's a separate sales
force from the Sigma Sales Force; is it not?
17 A. Yes.

the

e And they were,
Neuroscience Sales Force had job
responsibilities for promotion and detailing

of Zyprexa, do they not?
t was part of their

. Tha
nsmihiuty. yes.
‘Then yeu had a Long-Term Care

Sales l'nrcu, did you not

A. We did, y-n.
03 Q. And that was a separate sales
force from the Sigma Sales Force and the
Neuroscience Sales Force, correct?

A Yes.

15. PAGE 163:09 TO 163:22 (RUNNING 00:00:31.033)

09 Q. Sir, can you testify whether
or not, in your opinion as the Marketing
Director and Brand Leader for Zyprexa, as to
whether or not Zyprexa was the single most
important product for Eli Lilly from at least
the fall of 2000 until the time you left in

20032
16 A. Our CO had highlighted, I

believe, it was four or five products that
were going to be the priority during those

years.
Did any product take a

priority o;er 2yprexa?
22 A. Not that I know of.
16. PAGE 164:15 TO 164:19 (RUNNING 00:00:10.467)
15 Q. Zyprexa was the biggest
16 profit maker for Eli Lilly from at least the
17 fall of 2000 until the time you left; is that
18 correct?
19 Yes.
17. PAGE 166:21 TO 166:22 (RUNNING 00:00:03.233)
Q. You're accompanied here today
22 by many lawyers, are you not?
18. PAGE 167:01 TO 167:02 (RUNNING 00:00:02.000)
There are a lot of lawyers in

00167:01 A.
02 the room, yes.
19. PAGE 167:10 TO 167:20 (RUNNING 00:00:26.100)
10 Q. Okay. 1 have counted to your
11 right, Mr. Gold, Mr. Fahey, Ms. Greenberg,
12 Mr. Dinsmore, and Ms. Seabrook. Five lawyers
13 lined up along the table to your right; is

that correct?

CONFIDENTIAL
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15
16
17
18
19
20

That's correct. There are

ivaatnat up, yeah.

Q. Have you met or had
interaction -- these are all lawyers either
for yourself or for Eli Lilly, are they not?

A I think so, yeah.

20. PAGE 168:14 TO 168:17 m 00:00:06.400)

14
15
16
17

Tell the jury how you know
these Lnd.tviduh?
A. I met them in preparing for
today.

21. PAGE 174:24 TO 175:10 (RUNNING 00:00:20.300)

24
00175:01
2

9. ut'l assume then you left
the company, and you told us you left the
company in 2004. llut lawyers have ym m

with concerning Zyprexa between the time
left the company in 2004 until today, buidu
and

Mr. Gold, Mr. Fahey, Ms. Greenberg

Ms. Seabrook?

A. Nina Gussack.

Q. And what law firm is she
with?

She's with Pepper Hamilton.

22. PAGE 175:24 TO 176:14 (RUNNING 00:00:25.900)

24
00176:01

What other lawyun did you
meet with besides Mr. Gold, Mr. Fahey,
Ms, Greenberg, Ms. Seabrook, and Nina
Gussack, until the time you left Eli Lilly
until today?

A. George -- I don't know his

last name.

Lehner? Mr. Lehner? He was
back here an:uer and then he left?

A. Yeah.
Q. Six?
A. Yes.

And he's from Pepper Hamilton

Q.
and Eli Lilly's lawyers, correct?

A.

23. PAGE 189:17 TO 190:02 (RUNNING 00:00:22.200)

00190:01
0

24. PAGE 209:

3 Can you market a product --
can you p:mutc a product off-label?
No.
0 Why can't you promote a
product off-lnbcl?

The regulatory environment in

the U.S. s: that you need to do studies, and
get them approved by the FDA, and then your
promotion needs to be consistent with the
label that's granted by the FDA.

15 TO 209:20 (RUNNING 00:00:10.266)

Q. I mean, Eli Lilly's medical
department or sales reps are not entitled to
call the doctor's office or go to the
doctor's office and affirmatively discuss
off-label uses, are they?

A. No.

That's my understanding, yes.

Pretrial Disclosures Pursuant to ARCP Rule ZS(A)Q(B)
Page/Line Designations as of March 3, 2008 - Jack Jordan
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25, PAGE 223:13 TO 223:17 (RUNNING 00:00:12.367)
13 Let me, before I do that, let
14 me ask this: The on-label indication of
15 schizophrenia is a dugno-u, is it not?
18 Schizophrenia is a diagnosis’

26. PAGE 223:22TO 223:24 mmﬁm
kay. Bipolar mania is a

Q.
23 diagnosis, is h: not?
A. Yes, it is, yes.

27. PAGE 236:04 TO 236:07 (RUNNING 00:00:09.133)
04 Q. Yes, sir. Just so the record
05 is clear, Zyprexa was never indicated for
06 bipolar disorder, was it, sir?
07 A. No, it wasn't. No.

28. PAGE 237:24 TO 238:06 (RUNNING 00:00:20.267)
24 Now, did the FDA ever approve
00238:01 2Zyprexa ns a mood stabilizer?
02 Did they ever approve it as a
03 mood stabiliur? No.
04 Q. Did Lilly ever promote
DS Zyprexa as a mood stabilizer?
A. Yes.

29. PAGE 243:24 TO 244:08 (RUNNING 00:00:20.200)
24 Q. So you did instruct your
00244:01 sales representatives to go to the doctors
02 and discuss symptoms and not diagnoses first;

03 is that correct?
04 A. Within the context of the

05 sales process, describing the patient up

06 front, we would talk about symptoms and then
07 get into indications when we shared the data
08 of the studies, yes.

30. PAGE 246:09 TO 246:13 (RUNNING 00:00:10.967)
09 Q. My question is: You at Eli
10 Lilly knew there was not a specific
11 indication in the primary care physician
12 market to promote to primary care physicians.
13 You knew that, did you not?

31. PAGE 246:16 TO 247:04 (RUNNING 00:00:30.767)

16 A No. The patients were in the
17 primary care physician's office, it was they
18 were not diagnosing those patients.

19 Q. So Eli Lilly when it,

20 according to you, when it marketed Zyprexa to
21 primary care physicians was trying just to
22 help the doctors do a better job of

23 diagncsing their patients?
The research that we had, it

24

00247:01 was :nking them, seven, eight, nine years to
02 diagnose their patients in the primary care
03 office so, yes, we did go there to help them
04 with the diagnosis.

32. PAGE 296:17 TO 296:24 (RUNNING 00:00:18.867)
17 Q. My question is -- My question

Pretrial Disclosures Pursuant to ARCP Rule 26(A)3(B) -
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18 is, sir, it would be wrong to

13 doctors and to drive a depression st on
20 Zyprexa unrelated to schizophrenia o:tglpnhz
21 mania, correct?

22 A. If it's a promotional

23 activity you can't promote for a depressive
24 symptom outside of the core indications.

33. PAGE 297:18 TO 297:20 (RUNNING 00:00:03.427)

18 MR. ALLEN: Sir, I'I m to
19 hand you what's been mar]
Exhibit No. 5.
34. PAGE 301:20 TO 302:02 (RUNNING 00:00:12.467)
20 Q. Thank you, sir.
This e-mail conce:

22 conference call of December l:h- Sth, 2000,
23 did it not? “Hi Crew, wanted to give you a
summary of the Zyprexa conference call that
00302: 01 was held today." Right?

A. Yes.
35. PAGE 306:01 TO 306:07 (RUNNING 00:00:15.333)
Q. Now in this question and

00306:01

02 answer document it says "What if the doctor
03 says,” this is guestion No. 8 following
04 question seven, "what if the doctor says I
05 don't see those types of patients?” Do you
06 see that guestion?

07 A. I do
36. PAGE 308:18 TO 309:21 (RUNNING 00:00:59.600)
18 Q. Okay, go ahead. The document

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 "But he probably does see

24 patients \d:h symptoms of behavior, mood, and
00309:01 thought disturbances.”

02 Q. Or thought disorders --

03 disturbances, right?

04 A. Yes.
Is there a difference between
06 :cMzophunic and bipolar patients and
07 patients with behavior, mood, or thought
08 disturbances?

08 A. There might or there might
10 not be.
11 Q. Okay. Continue reading the

12 answer to the question "what if the doctor

13 says I don't see those types of patients?”

14 A. “Need to focus on symptoms

15 and patient types of Martha, David, and

16 Christine., Even if the doctor does not have
17 diagnosis, he should treat anyway. He needs
18 to treat the symptoms until a patient can see
19 a psychiatrist. Ask him if he uses drugs

20 1like Haldol or risperidal, and Zyprexa has
21 less side effects than either of them."

37. PAGE 318:15 TO 318:23 (RUNNING 00:00:19.766)
15 Q. My only question, there's

16 only one guestion on this uble.'Hr Jordan: Pwmmmﬁmh 26A1(E) -
Case No. 3AN-06-5630 Civ
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17 It would be wrong of !11 Lilly to tmn its
18 sales tell to go
19 ahead and pr-ac:l.bn nypr.xa without a
20 di or bipolar mania.
21 That wn.w b‘ wrong?
22 A. that would be
23 outside the label would be inappropriate.

38. PAGE 339:06 TO 339:11 (RUNNING 00:00:11.800)
06 Q. Wasn't thought, mood -- and
07 -y qnueion, back to my u:iqml question,
1} mood,
09 or b-hnicnl disorders?
Those aren't indications, so,
11 cbvimly, nol:.
39. PAGE 342:08 TO 342:09 (RUNNING 00:00:03.533)
08 Q. Sir, do you recognize Exhibit
09 No. B as coming n-yvu.rﬂ.lu?
40, PAGE 342:11 TO 342:15 mmm
I don't know if it did or
Ily handwriting's there, so.
Q. Yes, sir. That is your
handwriting at th- bottom, correct?
t is.
41. PAGE 343:02 TO 343:08 (RUNNING 00:00:13.267)

02 Q- Okay. It says: "Zyprexa is
an agent of choice to help patients with
debilitating thought, mood, and behavioral

11
12 didn't.
3

1
14
15

05 disorders achieve the highest level of
06 long-term functioning." Did I read that
07 correctly?

o8 A. You did.

42. PAGE 344:16 TO 345:09 (RUNNING 00:00:32.400)
Sir, do you remember the

16 .
17 primary care physician launch in October of
18 20007
19 A. I do.
20 Q. Were you intimately involved
21 in that launch?
22 The person that reported to
23 me, Mike Bcndick, was responsible for the
24 launch, yes.

00345:01 Q. And so he had to report to
02 you, so you had to approve his work, right?
03 Yeah I had a good feel on
04 what was qnmq on, yes.
05 Q. You did not only have a good
06 feel, you appeared at the launch, itself, and
07 spoke to the audience in Orlando, Florida,
08 correct?
09 I did.

43. PAGE 347:12 TO 348:04 (RUNNING 00:00:28.133)

12 Q. This was -- by the time of

13 the launch of Zyprexa Year X was upon you,
14 correct, by that time?
15 A. It was, yes,

16 Q. You had lost your patent
17 protection on Prozac, right?

Pretrial Disclosures Pursuant to ARCP Rule 26(A)3(B) -
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44. PAGE 355:20 TO 356:02 (RUNNING 00:00:19.700)

45. PAGE 362:20 TO 363:03 (RUNNING 00:00:16.734)

46. PAGE 363:16 TO 364:18 (RUNNING 00:00:56.300)

47. PAGE 366:19 TO 366:23 (RUNNING 00:00:11.366)

Q.
20 the potential market for Zyprexa in the
21 primary care market as a huge market, right?

A. We had, yes.

Q. You were anticipating generic
competition, correct?

A. We were.

Q. You knew you would have
decreased revenues gd?‘m- right?

. We .

a. Prozac was your No. 1 selling
multibillion dollar blockbuster as of that
time, right?

A. It was.

Q. Isn't it true your entire
company was geared up around the Viva Zyprexa

primary care physician launch? Isn't it
true, sir?
A. It was an opportunity that we

certainly were excited about helping that
patient group and increase revenues, yes.

You have read Exhibit No. 11,

is that true?
I have, yes.
. It's a document that was
represented came from your files. It's
entitled Zyprexa Primary Care Strategy and
Implementation Overview; is that correct?

A, It is, yes.

Q. I apologize. Maybe you could
help the jury, just help the jury and tell
the jury what a strategy and implementation
overview is?

A. In the context of this
document, it was a document that as I read it
Mike Bandick put it together, must have been
in the job for a month, maybe a little
longer, just kind of his thoughts about where
things were going to go.

Q. Mike Bandick, in fact, is the
Brand Manager for Zyprexa in August of 2000,
was he not?

For primary care, yes, he

was.
Q. And Zyprexa was being
launched into primary care, right?
A. It was, yes.

Q. That's -- the Viva Zyprexa
launch is synonymous with the primary care
physician launch; one in the same, right?

A Yeah. That was the theme at
the primary care launch was Viva Zyprexa,
yes.

Q. And it had a song surrounding
it, righe?

A. It did, yes.

Right. And Eli Lilly viewed

Pretriai Disclosures Pursuant to ARCP Rule 26(A)3(8) -
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22
23

A. No. It says this customer
group is huge.

48, PAGE 368:05 TO 368:14 (RUNNING 00:00:24.300)

Q. Right. Was m of th-
challen listed for launch:
ptmzyg:n phylh:un market is 1: u.:.u as
follows:
schizophrenia and bipollt. are not 'Lmd as
PCP-treated conditions. So there's not a
specific indication for Lilly representatives
to promote in the PCP market."

Did I read that correctly?
A. You read that correctly.

He said, quote/unquote,
there's not a specific Lndiutian for Hlly
representatives to promote in the
segment, didn't he, sir?

He was relatively new on the
job. And cansnl:ln: with what I said earlier
is the patients, our research showed that the
patients were in the primary care physician's
office, they just weren't being identified
and treated.

50. PAGE 373:22 TO 375:07 (RUNNING 00:01:20.700)

00374

00375:

Q. Okay, sir. Anyhow, the
position, tell the jury again if you haven't
already, can you explain to the jury what a
position is with regard to a medical product
such as Zypuxa? What a position is?

A position is, ultimately,
how you wm( your customers to think about
your product.

3 Right. And the position
listed in this document is "the safe, proven,
solution for mood, thought, and behavioral
disorders;" is that correct?

A. That's how Mike wrote it in
this document, yes.

The very next sentence says,
begins, "ua will emphasize safety to address
the barriers to adoption." Did I read that

correctly?
A. You did.
Q. And when you say "will

emphasize safety," that means we, in
positioning the product for our customers,
including the doctors, will emphasize to them
that this product is safe, right?

A. As written in this document,
yes.

Q. Then going down under
position it says, “quote, mental disorders,
close quotes, is intentionally broad and
vague providing latitude to frame the
discussion around symptoms and behaviors
rather than specific indications.”

Did I read that correctly?
A. You did.

Pretrial Disclosures Pursuant to ARCP Rule ZB(A)J(B)
Page/Line Designations as of March 3, 2008 - Jack Jordan
Case No. yw%ssao Civ
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51. PAGE 388:07 TO 388:23 (RUNNING 00:00:38.166)

Q. Now after the mht of o
Zyprexa into the primary care market, you,
£ marketing as the brand leader didn't just
leave things to chance, you wanted to see if
the proper message was getting out to the

didn't ?
e A. rdid do message recall,
o Q. And you wanted to see whether
or not your campaign had been successful and

were to your
isn't that true?

A. With all our segments we did
do message recall, yes.

Q.

Who is 2Zohar Porat?
a. She was a market research

associate.

52. PAGE 389:06 TO 389:20 (RUNNING 00:00:33.234)

» ALLEN: §8ir, I'll hand
you what's been marked as Jordan

Exhibit No. 13.

MR. GOLD: Thank you, sir.
QUESTIONS BY MR. ALLEN:

Q. This is entitled Qualitative
Telephone Focus Groups, Sales Rep and DM ——
DM stands for district managers, doesn't it,
sir?

A, It does, yes.

+ Sales Rep and District
Manager Topline Reaction to PCP Launch,
December 2000, Zohar Porat, Lilly, Answers
That Matter; is that correct?
A Yes.

53. PAGE 396:07 TO 397:08 (RUNNING 00:01:06.067)

Q. Of the Sales Rep and District
Manager Topline Reaction to the Primary Care
Physician Launch. Can you read for the jury
out loud the first bullet point under
Recommendations?
A, Now, I'm going to assume this
is a summary, given, you haven't given it to
me, of the first part of the detail plece
where they talk about symptoms and then go on
to diagnosis as part of the message which is
what I saw trained. 5o in that context:
"Continue focusing on patient symptomology
and having PCPs identify specific patients
rather than on patient diagnosis."
. Let's see if I can read this
a little slower for the jury. The first
bullet point under Recommendations on the
last page of Exhibit 13 reads as follows:
"Continue focusing on patient symptomatology
and having primary care physicians identify
specific patients rather than on patient
diagnoses." Did I read that correctly?
A. You're reading's correct but
I don't know, I don't know that it's
represented correctly without seeing
everything.
Pretrial Disclosures Pursuant to ARCP Rule 26(A)3(8) -
PagelLine Designations as of March 3, 2008 - Jack Jordan
Case No. 3AN-06-5630 Civ
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54. PAGE 413:06 TO 413:08 (RUNNING 00:00:05.200)

06 Q. Donna. You remember Donna,
07 do you mot, sir?
08 A. I do, yes.

5. PAGE 421:05 TO 421:13 (RUNNING 00:00:19.767)

05 Q. Now, sir, let's go to

06 Exhibit 15. Are you there with Donna?

07 A. On Page 4, yes.

08 Q. Yes, sir. We have a circle
09 next to Donna that says "anxiety,

10 4irritability, mood swings, and disrupted

11 sleep," right?

. Yes. Those are what's

13 identified.

56. 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-30s, presents in drab clothing and seems
19 i1l at ease, Quote, I feel so anxious and
20 irritable lately, close gquotes. Her history
21 is: Reports she has been sleeping more than
22 usual, has trouble concentrating at work and
23 at home, Several appointments earlier she
24 was talkative, ated, and reported little

00423:01 need for sleep.

02

Next bullet point: “You have
03 treated her with variocus medications

04 including antidepressants.*

05 Did I read that correctly?
06 A. You did.

57. PAGE 436:14 TO 436:22 (RUNNING 00:00:21.800)

14 Q. Are you at the page Zyprexa
15 Primary Care Vision and Strategy?
16 A I am. 712
17 Q. Yes. And the vision for the
18 PCP launch was "expand Zyprexa's market by
19 redefining how primary care physicians treat
20 mood, thought, and behavioral disturbances."
21 Dpid I read that correctly?

A You did.

58. PAGE 437:20 TO 438:07 (RUNNING 00:00:30.000)

20 Q. And, in fact, Zyprexa,

21 Page 72, Strategic Intent says: “Zyprexa can

22 and will become an everyday agent in primary

23 care," correct?

24 A. Given that antidepressants
00438:01 are one of the most frequently used procducts

02 by primary care physicians, and if you think

03  about potentially up to a third actually have

04 bipolar disorder, there was the opportunity

05 that doctors would write it every day.

06 Primary care physicians would write it every

07 day, yes.

§9. PAGE 456:06 TO 458:10 (RUNNING 00:02:13.933)

06 Q. You're familiar with the 2001
07 marketing plan, aren't you?
08 A. I am, yes.
09 Q. Okay. You signed the letter

CONFIDENTIAL

Pretrial Disclosures Pursuant to ARCP Rule 26(A)3(B) -

Page/Line Designations as of March 3, 2008 - Jack Jordan
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10 attached to the 2001 marketing plan, did you

11 not?
12 A. I did, yes.
13 Q. I will read your letter,
14 portions into the record. Turn to your
ter.
i: ik "Dear Zyprexa Teammates, Last

17 r, you often heard me say "2000 is thi
18 i':;:xu1 year." Now that 2000 is complete,
19 we can be proud that we delivered outs
20 results in the critical hy::x -~ all caps :hl,
21 exclamation points. We many successes,
22 not the lmzoof which was that we fulfilled
23 our promise by selling $1.7 billion of

24 2yprexa. We launched into new markets,
00457:01 launched a new indication, launched new

02 formulations, forged new relationships with a
03 range of our
04 int 1 ali and ablished the
05 2Zyprexa Team as truly incredible. Thanks for
06 the outstanding performance in 2000.
07 Exclamation point.
08 The "blank" patent
09 expiration" -- that would be the Prozac
10 expiration, wouldn
31 A.
12 Q. "The Prozac patent expiration
13 presents Lilly with even greater challenges
14 than anticipated and provides new
15 opportunities for the Zyprexa team. Oddly
16 enough, 2000 may be, all caps, the czit.\ul
17 year. But 2001 is different -- it's not just
18 critical -- it's a chance to do the
19 extraordinary. Yes, we race challenges. We
20 have to deliver over $400 million of
21 incremental net sales in the same year that
22 Zeldox is launching, and our current
23 competitors will continue to challenge us."

24 Did I read that correctly?
00458:01 A. You did, yes.
02 The title of the or the theme

03 of the 2001 marketing plan was Limitless,
04 isn't that true? Limitless?

05 A, It was, yes.

06 Q. That's how you positioned
07 your mrketinq plan for the year 20017

08 It was the position for what

09 I would hopc that people would have a year of
10 top level performance, yeah.

60. PAGE 459:14 TO 459:21 (RUNNING 00:00:20.434)

14 Q. Yes, And the high level

15 position of the position on diabetes is at
16 follows, I'm reading: Quote, "Diabetes may
17 occur in patients taking antipsychotics

18 and/or mood stabilizers. Zyprexa and other
19 agents have a comparable rate of diabetes."
20 Did 1 rend that correctly?

21 A You did, yes.

61. PAGE 461:12 TO 462:10 (RUNNING 00:00:58.333)
12 Q. Right. I've handed you

13 Exhibit 22. 1It's Xssuu Management Planning
14 Diabetes.

15 You've seen this document

CONFIDENTIAL

Pretrial Disclosures Pursuant to ARCP Rul‘ 26(A)3(B) -
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before, have not, sir?
§-‘, A. m! don't know.
18 Q. Do you see on the second page
19 "piabetes. Our Position?® The second page,
20 "Diabetes. Our Position?”
21 A. Yes.
22 Q. And doesn't it say ?m’:ih

23 the 2001 mai ing plan, “our M
24 stated as "Diabetes slash hypcquyuu‘h may
462:01 occur in p
- 02 and/or mood stabilizers, including Zyprexa,
03 at comparable rates with the possible
04 exception of Clozapine.” Doesn't it say
05 that?
06 A. It does.
Q. And isn't that consistent
08 with the stated position on diabetes as
09 contained in the 2001 marketing plan?
A Yes.

62. PAGE 464:18 TO 465:06 (RUNNING 00:00:35.833)
18 Q. And the rationale for the
19 position as stated in Exhibit 22 is *showing
20 that diabetes is a common occurrence for all
21 antipsychotics and not just Zyprexa will help
22 reduce the perception that diabetes is
23 linked, specifically, to Zyprexa, and in
24 turn, will help to eliminate this risk from
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 t Eli Lilly
05 trying to reduce the perception that diabetes
06 is, specifically, linked to Zyprexa?

63, PAGE 465:08 TO 465:19 (RUNNING 00:00:36.400)

08 A. Again, as our medical folks
09 did extensive analysis, we saw diabetes as an
10 issue in this patient population because of
11 its incidence. And as they reviewed the data
12 it was comparable across products.

13 The concern was if the

14 confusion in the marketplace made choosing a2
15 product just on one specific attribute and
16 not see the entire, all the data for all the
17 molecules, we were concerned that physicians
18 might make an inappropriate choice for that
19 specific patient.

64, PAGE 490:22 TO 490:24 (RUNNING 00:00:06.834)

22 Q. What is Project BAD? Do you
23 remember Project BAD?
24 A. I do, yes.

65. PAGE 492:18 TO 493:23 (RUNNING 00:01:13.133)

. Okay, sir. Exhibit 25 is
19 Project BAD, August the 2nd, 2002. Defining
20 Success, Do you see that, sir, Defining
21 Success, the second category?
22 A. Yes, I do.
23 Q. The third bullet point under
24 Defining Success of Project BAD, can you read
00493:01 that out loud to the jury, please?
02 It says, "Reduce negative Pretrial Disclosures Pursuant to ARCP Rule 26(A)3(B) -
PagelLine Designations as of March 3, 2008 - Jack Jordan
Case No. 3AN-06-5630 Civ

page 13
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impact of diabetes issue on the Zyprexa
business."”

5 Yes, sir. Now, did you or
did you not, in marketing, try to

negative impact the issue of diabetes was
having on the Zyprexa business?

A. Insofar as customers were ==
there was a lot of confusion in the
marketplace and we felt like if we could
clear up that confusion through good data, we
thought it would have a positive impact on
the business, yes.

. What was the confusion?
A lot of -— I shouldn't

hearing that Zyprexa was causing diabetes.
Even went so far as some customers saying
they heard that Zyprexa was going to be
gull.ed from the market because of a diabetes
ssue.

Pretrial Disclosures Pursuant to ARCP Rule 26|
(AY3(B) -
Page/Line Designations as of March 3, 2008 - Jack Jo::;n
Case No. 3AN-06-5630 Civ
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IN THE SUPERIOR COURT FOR THE STATE OF ALASKA
THIRD JUDICIAL DISTRICT AT ANCHORAGE

STATE OF ALASKA,
Plaintiff,
i Case No. 3AN-06-05630 CI
ELI LILLY AND COMPANY,
Defendant. ORDER

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

FEB 2 7 2008

Preclude Testimony or Argument that Zyprexa's® Labeling “Warned” of Diabetes,

z §
e 8 Hyperglycemia or Weight Gain, defendant Lilly’s Opposition, as well as applicable law:
3 o0 o
g % 28 IT IS HEREBY ORDERED that *lﬂ"x:(iﬂ’s motion is DENIED.
= 2-F
= § g £ ORDERED this_J " day of I'ﬂ:mry. 2008.
flscKdipe
eE<E s
@ E g,g The Honorable Mark Rindner
ZEEq Judge of the Superior Court
SZER | s
1<y |pmannime
S 5 | EricT Sanders Esq
R v T
g laskg/09
|mmnm___3#-_3;‘?,& o ncOPY
dhnbmwum-llodve-xhwfhbﬂ:nimm
ther addresses of record:
Sanders Jamiesen
ERY,

Administrative Assistant




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

STATE OF ALASKA,
Plaintiff,
Vs.

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

ORDER

Eli Lilly’s Motion Requesting Confidential Protections of Regulatory
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 Lilly
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.

M KuS—

MARK RINDNER
Superior Court Judge

I certify that on March 3, 2008 a copy

was mailed to:

E. Sanders B. Jamieson

e
Administrative Assistant
3AN-06-5630 CI Page 2 of 2

SOA v. Eli Lilly
Order Re: Confidential Protections




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

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

ORDER

The State has requested clarification of this Court’s Orders Excluding
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
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 may not be introduced for any other purpose.

IF such evidence is introduced the Court will deal with objections to such
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.

DATED at Anchorage, Alaska, this 3 day of March 2008.

Mot £l

MARK RINDNER
Superior Court Judge
1 certify that on March 3, 2008 a copy
was mailed to:
E. Sanders B. Jamieson

in
Administrative Assistant
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IN THE SUPERIOR COURT FOR THE STATE OF Q’
THIRD JUDICIAL DISTRICT AT ANCHORAGE %g
%
STATE OF ALASKA,
Plaintiff,

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

Defendant.

DEFENDANT ELI LILLY AND COMPANY’S SUPPLEMENTAL EXHIBIT LIST
Defendant Eli Lilly and Company (“Lilly™) hereby files its supplemental exhibit

list to the Joint Exhibit List filed by the State. These supplemental exhibits, listed below, are
merely larger font versions of the Zyprexa® warning label. Lilly has previously designated
smaller font versions of these exhibits and they appear on the Joint Exhibit List. For ease of
reference, Lilly has kept the same number for the exhibit but has added an “A™ to the exhibit
number to identify the larger font version. Lilly has served these exhibits on Plaintiff on

March 3, 2008.

EL-2937-A Zyprexa Label In Effect on 04/12/2000 — Large Font

EL-2953-A Zyprexa Label In Effect on 09/16/2003 — Large Font

EL-2954-A Zyprexa Label In Effect on 10/02/1996 — Large Font

EL-2945-A Zyprexa Label In Effect on 01/14/2004 — Large Font




DATED this 3rd day of March, 2008.

PEPPER HAMILTON LLP

Nina M. Gussack, admitted pro hac vice

George A. Lehner, admitted pro hac vice

John F. Brenner, admitted pro hac vice

Andrew R. Rogoff. admitted pro hac vice

Eric J. Rothschild, admitted pro hac vice
and

LANE POWELL LLC

Attorneys for Defgndant

A

Y.
Brewster H. Jam{gson, ASBA No. 8411122
Andrea E. Girolamo-Welp, ASBA No. 0211044

B

I certiy that on March 3, 2008, 5.copy of
on:

'i § the foregoing was served by hand

3 'g N Eric T. Sanders, Es
= 222 | Feldman Orlansky & Sanders
-l g 0 500 L. Street, Suitg 400,
| g 2 orage, Al 1"
=
z22
1 B8~ 0038/163720.
g2<n
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5
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-ZE R

¥
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Defendant Eli Lilly and Company’s Supplemental Exhibit List
State of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 CI) Page 20f2
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IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRICT AT ANCHORAGE ! CH “:"'

F ALASKA,
ge 0 Case No. 3AN-06-5630 a%

Plaintiff,
V.
RESPONSE TO STATE’S
ELILILLY AND COMPANY, SUBMISSION OF EXHIBITS TO BE
PRE-ADMITTED FOR USE
Defendant. DURING OPENING STATEMENT

On February 29, 2008, the State of Alaska filed its Submission of Exhibits to be

Pre-admitted for use During Opening S In defendant Eli Lilly and Company

P

(“Lilly”) submits this short resp to | its previously filed Motion to Rule on

PP

Before-Trial Admission of the State’s “Pre-Admit” List.
Set forth below are 1) Lilly’s objections to the seven documents the State has just

added to its Pre-Admit list and 2) the identity of the exhibits that the State has indicated it intends

to use in its opening but whose inadmissibility has already been determined by the
Court's rulings on Lilly’s motions in limine.
A. Objections to exhibits recently added to the State’s pre-admit list
The following chart lists the State's seven newly-identified “pre-admit” exhibits.
The first column, titled “Trialx#,” is a list of the State’s “pre-admit” list, sorted in numerical
order. The second column of Exhibit “A™ delineates each of the bases for Lilly’s objections to
each document. The State submitted copies of these documents to the Court in its February 29

filing.




2 ] - W el
1 1941 Nol Rclevam (AlaskaR. Evud. 401, 402) to Labeling Claims: internal sales
Pre]udncml Conﬁmng, Waste of Time (Alaska R. Evid. 403)
2133 Not Relevant (Alaska R. vad. 401, 402) to Labeling Claims: internal
garding prop acnons,
M.LL. reg; g Foreign
Prejudicial, Cnnfusmg, Waste of Tlme (Alaska R. Evid. 403)
3 3238 Not Relevant (Alaska R. Evid. 401, 402) to Labeling Claims: internal
marketing plan
Prqudlclal Confusmg, Waste of Time (Alaska R. Evid. 403)
dial M (Alaska R. Evid. 407)
Foundauon (Alaska R. Evid. 901)
4 3278 Subseq R dial M (Alaska R. Evid. 407)
2 10003 Hearsay; agree to admit — notice
6 10035 M.LL. regarding Profits and Price
Not 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)
7 10153 Hearsay; agree to admit — notice

B. Documents whose admissibility has already been decided by the
Court’s Motion in Limine rulings

On February 22, 2008, the Court granted several of Lilly’s Morions in Limine
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 documents

whose inadmissibility has already been determined by the Motions in Limine rulings are set forth

#9199029 vi




A o

below. The State has previously submitted these d to the Court, and represented that it
has highlighted the portions it intends to use in its opening statement.

‘ 3924 : Covered by Motion in Limine mlmg regaxdmg proﬁ's and price.
5846 Covered by Motion in Limine ruling regarding profits and price.
6215 Covered by Motion in Limine ruling regarding profits and price.
7822 Covered by Motion in Limine ruling regarding profits and price.

584 Covered by Motion in Limine ruling regarding profits and price.
0061 Covered by Motion in Limine ruling regarding profits and price.
0035 Covered by Motion in Limine ruling regarding profits and price.
320 Covered by Motion in Limine ruling regarding ad events.
1169 Covered by Motion in Limine ruling regarding p ional activity
outside of Alaska.
DATED this 3rd day of March, 2008.
Attorneys for Defendant
PEPPER HAMILTON LLP
Nina M. Gussack, admitted pro hac vice
George A. Lehner, admitted pro hac vice
John F. Brenner, admitted pro hac vice
3000 Two Logan Square
Philadelphia, PA 19103-2799
(215) 981-4618
LANE P! L LLC

By:

Brewster H. Jghieson,
ASBA No. 8411122
Andrea E. Girolamo-Welp,
ASBA No. 0211044

3.
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IN THE SUPERIOR COURT FOR THE STATE OF ALASKA ‘%(:)
THIRD JUDICIAL DISTRICT AT ANCHORAGE % \:V
. ~ %

>,
ALASKA, ~
£ Case No. 3AN-06-5630 a%
Plainiff,

RESPONSE TO STATE’S

ELILILLY AND COMPANY, SUBMISSION OF EXHIBITS TO BE
PRE-ADMITTED FOR USE

Defendant. DURING OPENING STATEMENT

On February 29, 2008, the State of Alaska filed its Submission of Exhibits to be

Pre-admitted for use During Opening S In resp defendant Eli Lilly and Company

(“Lilly™) submits this short resp to suppl its previously filed Motion to Rule on
Before-Trial Admission of the State’s “Pre-Admit” List.
Set forth below are 1) Lilly's objections to the seven documents the State has just

added to its Pre-Admit list and 2) the identity of the exhibits that the State has indicated it intends

to use in its opening but whose inadmissibility has already been determined by the
Court’s rulings on Lilly’s motions in limine.
A. Objections to exhibits recently added to the State’s pre-admit list
The following chart lists the State’s seven newly-identified “pre-admit™ exhibits.
The first column, titled “Trialx#,” is a list of the State's “pre-admit” list, sorted in numerical
order. The second column of Exhibit “A” delineates each of the bases for Lilly’s objections to

each d The State submitted copies of these documents to the Court in its February 29

filing.




Trialx# Objectmm

1 ‘1941 : NotRelevam(AhsknR EVld.401 M)mlabehngdnmrmunlalu
ive training material.
Prejudicial, Confusing, Waste of Time (Alaska R. Evid. 403)

2ig1 (2133 Nol R:levam (Alnska R. Ewd 401, 402) to Labeling Claims: internal
g proposed actions,

M.LL. regarding Foreign Regulatory Actions g

Prejudicial, Confusmg, Waste of Time (Alaska R. Evid. 403)

3 3238 Not Relevant (Alaska R. Evid. 401, 402) to Labeling Claims: internal
marketing plan
Prejudxcml Confusmg, Waste of Time (Alaska R. Evid. 403)
dial M (Alaska R. Evid. 407)
Foundation (Alaska R. Evid. 901)
4 3278 Subseq Remedial M (Alaska R. Evid. 407)
5 10003 Hearsay; agree to admit — notice
6 10035 M.LL. regarding Profits and Price

Not 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)

7 10153 Hearsay; agree to admit — notice

B. Documents whose admissibility has already been decided by the
Court’s Motion in Limine rulings

On February 22, 2008, the Court granted several of Lilly's Motions in Limine
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 documents

whose inadmissibility has already been determined by the Motions in Limine rulings are set forth

2
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}ow. The State has previously submitted these documents to the Court, and represented that it

has highlighted the portions it intends to use in its opening statement.

Trialx# [ Motion in Limine . B0 e le
3924 Covered by Motion in Limine ruling regarding profits and price.
5846 Covered by Motion in Limine ruling regarding profits and price.
6215 Covered by Motion in Limine ruling regarding profits and price.
7822 Covered by Motion in Limine ruling ding profits and price.
8584 Covered by Motion in Limine ruling regarding profits and price.
10061 Covered by Motion in Limine ruling regarding profits and price.
10035 Covered by Motion in Limine ruling regarding profits and price.
320 Covered by Motion in Limine ruling regarding adverse events.
1169 Covered by Motion in Limine ruling regarding promotional activity
outside of Alaska.

DATED this 3rd day of March, 2008.

Attorneys for Defendant

PEPPER HAMILTON LLP

Nina M. Gussack, admitted pro hac vice
George A. Lehner, admitted pro hac vice
John F. Brenner, admitted pro hac vice
3000 Two Logan Square

Philadelphia, PA 19103-2799

(215) 981-4618

LANE P! L LI

By:

"Brewster H. ieson,
ASBA No. 8411122
Andrea E. Girolamo-Welp,
ASBA No. 0211044

#9399029 v1
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IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRICT AT ANER A6BpEy COURT

Date: e

STATE OF ALASKA. ) By
) Clerk:__r1c 1
Plaintiff, ) e e
)
- ) Case No. 3AN-06-05630 CI
)
ELI LILLY AND COMPANY, )
)
Defendant. )
)

THE STATE OF ALASKA’S OBJECTIONS TO ELI LILLY AND COMPANY'S
STATEMENT OF THE CASE

At the February 22, 2008 status conference in this matter, the Court indicated it
wanted a short statement of the case from each of the parties which informed the jury
what the case was about. The Court stressed that this was “not oral argument” and that
what it was looking for was something “brief” and “neutral.™ The Court further stressed
that the statement is not intended to provide either party an “unfair advantage.™ The
Court explained what it was looking for in a hearing on February 27, indicating the
statement should be delivered “in more neutral terms than you might in opening

statement and in a short, 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.

*ld., 14.

* Exhibit B, Transcript of Pretrial Hearing before the Honorable Mark Rindner, February
27, 2008, 27.




lot of adjectives and adverbs in your description because those will end up
more objectionable.” Finally, the Court stressed that it did not want the parties”
statements “to go too far in terms of advocacy of what is supposed to happen in your
openings statements.™

On March 1, 2008, the State received Eli Lilly and Company’s Statement of the
Case. The statement submitted by Lilly is contrary to the Court’s request in that it is
lengthy, argumentative and clearly goes too far in terms of advocacy, potentially resulting

in an unfair advantage to Lilly before the jury is even impaneled. From the outset, the

is arg ive and filled with hyperbole. Moreover, Lilly’s statement
presents arguments on matters which may not even be presented 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.™® Lilly goes on in the
statement to assert that in certain situations “someone from inside the office of the
Attorney General will ask a judge in this building” to order the administration of Zyprexa
against a patient’s will.”
Instead of explaining in a short, concise fashion what the case is about so that

questions can be asked in voir dire to determine bias of potential jurors, Lilly attempts to

‘ld
*1d., 28.

® Exhibit C, Eli Lilly and Company’s Statement of the Case.
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cast aspersions on the State’s actions and in doing so misrepresents what the evidence in
this case will ultimately show. While the Court wanted the parties to avoid an opening
statement, Lilly goes even further, turning its statement of the case into a closing
argument based on material which may not be available for such argument at the close of
the evidence. This is not what the Court directed the parties 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.
Respectfully submitted this 14@ of March, 2008.
FELDMAN, ORLANSKY & SANDERS
Counsel for Plaintiff
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Plaintiff,

vs.

ELI LILLY AND COMPANY,
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Page 13
emergency so I can get an idea of what jurors

aren't able to sit through a three-week trial
without it becoming a hardship or emergency as
that's defined. And I usually don't rule on
those immediately. I just ask people to identify
themselves and let you explore that further
during the course -- at some point, during the
proceedings and during the introduction to the
jurors, the jurors need to be described what the
nature of the case is so that they can answer
questions down the road as to, you know, is there
something about this kind of case that's going to
make them not able to serve on a jury?

I used to do that by trying to do a
very vanilla short thing that I would read, but
I've tried to switch that to give you each sort
of a minute or two minutes to describe your case
because we found it engages the jurors a little
bit more if you can describe your case in a
way -- I don't want a lot of argument. This is
not oral argument. But I want you to be able to
tell them that, basically, this is a case about a
drug that's being manufactured and what the
claims are, and something about it just without

getting into a lot of detail so they know what

Northern Lights Realtime & Reporting, Inc
(907) 337-2221
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the case is about. So if you each want to

prepare something that's short that will just be
a brief -- neutral is what I'm looking for --
description of the case that I can see and make
sure that everybody's comfortable and nobody
thinks somebody is getting some unfair advantage
at that point, just so that the jurors can be
told this is what the case is about and this is
why we're going to ask you to spend time with us
for the next three weeks that hopefully will
excite them about that rather than discourage
them from that.

MR. JAMIESON: Your Honor, would
you envision that that's -- we submit you a
blurb, submit them a blurb, you would look it
over --

THE COURT: Right. Make sure
everybody is okay with that. And that will then
be the blurb that will -- when I go through what
I do with the panel when they first come in --

MR. JAMIESON: Would you be reading
that to the jury or would --

THE COURT: Well, I can do it
either way. I don't care. Again, part of what

I'm trying to do here and why I've sort of

Northern Lights Realtime & Reporting, Inc
(907) 337-2221
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and ask them to answer whether they have a mental
infirmity. There's a list of questions that do
that.

But at some point in that thing I'm
going to ask each of you to describe what the
case is about so that later on when they're being
voir dired they can indicate whether or not they
have any problems with sitting on this kind of a
case. And in order for that to happen, they need
to know what the case is about and I, quite
frankly, think it's more engaging for them if you
in more neutral terms than you might in opening
statement and in a short, concise fashion, just
give them some idea of that. And I'm going to
let each of you do that. I'm looking for -- I
would avoid a lot of adjectives and adverbs in
your description because those will end up making
it more objectionable. But that's what I'm
looking for.

So I want to make sure somebody
doesn't think that somebody else is way
overstepping the lines. Again, there will be an
indication to the jury that this is, you know,
your description of what the case is about.

You'll hear more about it in opening statements

Northern Lights Realtime & Reporting, Inc
(907) 337-2221
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and that this isn't evidence and there will be --
the panel is fine, they're going to be told that
lawyers' arguments and statements aren't
evidence, and they'll get told that more -- they
may get told that more than once. But -- 8O
that's -- that's what that -- that's what that
statement's about.

And I suspect I'd rather have a
record made and have everybody make sure that to
have at least me decide that I don't think it's
going too far. The idea is I don't want it to go
too far in terms of advocacy of what is supposed
to happen in your openings statements.

And so the sooner you get those to
me, we'll be able to take that up and make a
record.

Let me talk about the juror
questionnaire. Lilly has filed a proposed jury
questionnaire. The State, basically, doesn't
think a jury questionnaire is necessary and
thinks that this one is intrusive and
objectionable, and, I guess the words are
offensive and invasive. And what -- and it was
indicated in argument yesterday, I forget by whom

for the State, that if I decide we're going to

Northern Lights Realtime & Reporting, Inc
(907) 337-2221
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You are here because the State of Alaska sued our client, Eli Lilly and Company,

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,
untreated, 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 by the State at API have prescribed Zyprexa. In that time, the State of Alaska has,
through its Medicaid program, paid for thousands of prescriptions for this medication. The
medicine is so effective that when the State mental hospital here in Anchorage has a psychotic
patient who needs the medication, but refuses to take it, someone from inside the office of the

Attorney General of the State of Alaska will ask a judge in this building for permission to give

this medicine to the patient against the patient’s will.

Although to this day, the State continues to pay for the medication; and although
to this day, the State has never told doctors not to prescribe it; and although to this day, the State
has not restricted how or when doctors may prescribe Zyprexa, it claims that Lilly deceived the
State 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 of Zyprexa.

Doctors, employees of the State, Lilly employees and expert witnesses will tell
you how the federal government regulates the sale of medications across the country, and you
will learn how the Medicaid program here regulates the availability of medications. Then, Judge

Rindner will ask you to decide the issues here. When he explains the law to you, he will tell you

9356746 vi
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that the State cannot win this case unless it fulfills its responsibility to prove the truth of its
claims to you. If it does not, then Judge Rindner will tell you to find in favor of Lilly.

#9356746 v1
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Joey L. (Vol. 01) - 03/02/2008

108 SEGMENTS (RUNNING 00:37:!

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
Q (BY MR. ALLEN) Good morning.
00009:01 A Good morning.
02 Q How are you today?
03 A I'm fine. How are you?
04 Q Fine.
05 Can you tell the jury your name,
06 please?
07 A Joey L. Eski. Joey L. Eski.
08 Q For whom do you work?
09 A Eli Lilly and Company.
10 Q And what is your current job for Eli

11 Lilly and Company?

A I am currently an executive sales
13 representative with the neuroscience division,
14 and I am a specialty rep in the community mental
15 health centers.

2. PAGE 10:08 TO 10:11 (RUNNING 00:00:09.678)

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'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 Q You told us about your contact with

19 Mr. 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 responsibilit
04 have been for Alaska Psychiatric Instit
05 which is our State hospital for the er
06 And I would work with the medical direc
07 all the physicians and the pharmacy t
08 facility. Other --
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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 Q 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?

17 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 informally, 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 Q -- which is normal. That's 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 Q And I hope you don't think it's rude

16 that if I hear you say uvh-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 40:23 TO 41:12 (RUNNING 00:00:23.000)

23 Q 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 times?
03 A That's correct. We had what we call a
04 routing, yes.
05 Q And you both promoted Zyprexa?
06 A We did.
07 Q And that 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?
b 3 A To be a resource to the physicians, a

2 face for Eli Lilly.
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12. PAGE 42:23 TO 43:10 (RUNNING 00:00:35.080)

Q (BY MR. ALLEN) Okay. When you walk in,
you have detail pieces in hand, do you not?

A Not always.

Q Okay. Not always. You often have
detail pieces in hand?

. Probably not as much as you think I do.
I mean, it's not -- it depends where I'm going,
what physician I'm seeing.

Q Okay.

A A detail piece is something that I use
as a guide. If someone has a question and ’
there's an answer to their question in my detail
piece, then I'll pull it out and use it.

13. PAGE 44:19 TO 44:23 (RUNNING 00:00:13.204)

So when new detail pieces come out
or changes are made to detail pieces, Eli Lilly
doesn't just leave it to you to try to figure it
out. They provide you with training materials
about how to talk about that detail piece, right?

14. PAGE 45:01 TO 45:01 (RUNNING 00:00:02.060)
00045:01
15. PAGE 45:02 TO 45:12 (RUNNING 00:00:18.283)

16. PAGE

17. PAGE

00053:

A Sure.

02 Q (BY MR. ALLEN) And they give you

03 written material that instructs you as how you're
04 supposed to speak about that detail piece,

05 correct?

06 A It's a guide. It's a guide, an idea.

07 Q Right. They're called resource guides?
08 A Sometimes.

09 Q Or they're called implementation guides?
10 A Uh-huh.

11 Q Is that a yes?

12 A Yes.

50:02 TO 50:09 (RUNNING 00:00:17.611)

02 Q Ma'am, I've handed you what's been

03 marked as Exhibit 1. This is -- 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, 20012

07 A Uh-huh.

08 Q Have you seen this before?

09 A I have.

52:14 TO 53:11 (RUNNING 00:00:47.523)

14 Q (BY MR. ALLEN) Now, we go under the

15 definitions. You see the definition of a call
16 note?

17 A I do.

18 Q It's a business record documented within
19 a call system that accurately reflects all

20 aspects of a sales call.

2 Did I read that correctly?

22 A You did. Yes, you did.

23 Q In the Information and Procedures

24 section I want to read you to -- the goal. Do
25 you see the goal of a sales call?

01 A Yes.

02 Q This is Eli Lilly's words, not Scott

page 3



Zyprexa-Alaska new

Allen's: The goal of a sales call is to
appropriately influence a health care
professional using the approved Lilly product
information to allow him or her to choose the
best therapy for his or her patients and
ultimately to increase the sales of Lilly's
products.
Did I read that correctly?
A You did.

8. PAGE 56:13 TO 56:19 (RUNNING 00:00:12.429)

Q I apologize. It was previously marked
as Noesges Exhibit No. 8. 1I'll hand one to you
and one to your counsel. I appreciate your
attention to that matter. This is also a Lilly
Good Promotional Practices document.

Do you see that?

A I do.

19. PAGE 57:13 TO 57:24 (RUNNING 00:00:30.207)

Q All right. Off-label information. I'm
going to read the definition given to you: Any
information about a Lilly product that is not
contained in or is not consistent with the
package insert labeling approved by the FDA.
Examples include, but are not limited to,
indications, dosage forms, dosing schedules,
combination therapy and safety information.

Do you see that?

A Uh-huh.
Q Is that a yes?
A That is a yes.

20. PAGE 59:02 TO 59:07 (RUNNING 00:00:15.872)

Q So whatever information you gave to the
health care professionals concerning the safety
profile and side effect information on Zyprexa
was within the label, correct?

A Yes. I would have given whatever was
available to me at the time.

21. PAGE 67:01 TO 67:03 (RUNNING 00:00:03.553)

00067:01
02
03

Q Do you remember the Alaska State Action
Team?
A I do, uh-huh.

22. PAGE 71:07 TO 71:17 (RUNNING 00:00:23.917)

This Alaska State Action Team --
A Uh=huh.
== what was its goal in regard to
Zyprexa?
A The Alaska State Action Team isn't
specific to Zyprexa.
Q Okay. Tell us what its goal is, please.
A Its goal is open access for mental
health drugs, and they may -- they might work
with other divisions, but I don't -- I'm not
involved with that.

23. PAGE 71:23 TO 72:09 (RUNNING 00:00:30.542)

23
24
25

Q Now, you understand -- I'm sure you
do -- that the Medicaid system picks up the bill
for Medicaid patients here in Alaska, right?
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00072:01 A Sure.
02 Q And you understand that the State

03 obviously has an interest in trying to do that as
04 economically as possible; you understand that?

05 A I do.

06 Q And you understand that there have been
07 proposals at times to restrict the sale and

08 distribution of certain drugs in order to change
09 the formulary; do you understand that?

PAGE 72:14 TO 72:20 (RUNNING 00:00:15.793)

14 A The State of Alaska proposed a preferred
15 drug list, which is not a restriction --

16 Q That's right.

5 iy 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 necessary,” if it's a preferred drug list.

. 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 they not?

07 A I don't remember.
26. PAGE 75:11 TO 75:17 (RUNNING 00:00:10.555)
11 Q Exhibit 3.
12 A Sure.
13 Q There's an e-mail that you wrote in
14 April of 2003. Do you see that?
15 A Uh-huh.
16 Q 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

08 psychiatrists.
28. PAGE 77:05 TO 77:19 (RUNNING 00:00:39.717)

05 Q Okay. Well, you're sending -- what are
06 you sending them?
07 A I am sending them -- I did not prepare

08 these documents, 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 Q Right. Your e-mail and your carbon copy
16 to Jeff Hattori -- who is 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?
18 A That's right.
30. PAGE 82:13 TO 83:02 (RUNNING 00:00:34.494)
13 Q Yes. And then you list four of the
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00083:01
02

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 Health & Human

Services.
A Uh~-huh.
Q Representative John Harris of the Alaska

legislature, Representative Bill Williams,
Senator Lyda Green, Senator Gary Wilken; is that
correct?

A That's correct.

Q You wanted -- so you were having these
doctors try to assist Eli Lilly in a lobbying
campaign for Eli Lilly, right?

31. PAGE 83:05 TO 83:17 (RUNNING 00:00:22.969)

A You know, we never asked them to do it
for Lilly specifically. I mean, just open access
in general, so --

Q (BY MR. ALLEN) You were -- you were —--

A -- no prior authorization for anything.
Nothing.

Q Nothing?

A For mental health drugs.

Q So you were trying to stop prior
authorization for mental health drugs?

A Yes.

Q That would include Zyprexa?

A It includes Zyprexa.

32. PAGE 84:02 TO 84:18 (RUNNING 00:00:42.143)

Q Yes, ma'am. I'm going to hand you what
I've marked as Exhibit 4. And by the way, I
don't have time today to go over all of them, but
there's many of these in the files with your name
on it.

A Sure.

Q This is a -- at the top it says, Alaska
State Action Team, ASAT, Meeting Minutes, March
of 2004. Have you ever been to, first of all, an
Alaska State Action Team Meeting?

A They're by phone.

Q Okay. Your attendance right there. It
says Joey Eski, Neuro Institutional Sales, Eli
Lilly, right?

A Right.

Q Tell me -- we see ASAT Meeting Minutes.
Objectives: Full MH Medication Carve-out.

33. PAGE 85:01 TO 85:10 (RUNNING 00:00:24.908)

00085:01

A I do see that.

Q Tell us -- tell the jury what that
means.

A A full mental health carve-out?

Q Yes, ma'am.

A Would be -~ I believe my understanding

of it is to have mental health drugs
legislatively carved out by using a House Bill or
Senate Bill instead of having it reviewed by the
preferred drug list P&T committee.

34. PAGE 85:23 TO 86:11 (RUNNING 00:00:24.577)

23
24

Q You were trying to get no restric
on any mental health drugs, according to you,
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25 including but not limited to Zyprexa, correct?
00086:01 A Right.

02 Q And you, in fact, were involved in a
03 team that was looking to try to get legislation
04 passed in this state on that matter, right?
05 A I was a participant in the team.
06 Q 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 Q Is that a yes?
11 A Yes.
35. PAGE 86:16 TO 86:18 (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 88:06 TO 88:13 (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 Q Tell the lobbyist's name, please.
13 A Sam Kito.
37. PAGE 89:08 TO 89:11 (RUNNING 00:00:07.134)
08 Q (BY MR. ALLEN) Right. And then we've

09 got the PR firm. 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 Steps

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 that.
21 Q Work to have speakers and advocates 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 advocates were you trying to obtain
16 and for what purpose?

17 A To the 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 treatment for patients. So
21 it could be a psychiatrist. It could be a

22 clinician. It could be a nurse. Anybody who

2 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 [¢] Excuse me. The State Medicaid office.
14 A And, then -- now they are in the

15 Frontier Building.
PAGE 97:21 TO 98:24 (RUNNING 00:01:06.560)

21 Q Yes, ma'am. I'm going to hand you

22 what's marked as Exhibit No. 5. I have one for
23 you and one for your counsel.

24 A Okay.

25 Q Alaska State Action Team Meeting
00098:01 Minutes, teleconference call in May of 2003.

02 1I'll go down to Advocacy Update. Do you see

03 that?
04 A 1 do.
05 Q And it says: Through the efforts of

06 Frank Dorr, Jon Hett and Joey Eski. Who are Mr.
07 Dorr and Mr. Hett?

[o]:] A Frank Dorr is a district sales manager
09 for Eli Lilly, and John Hett was a past district
10 sales manager for Eli Lilly.

2R Q It says, through the efforts of those
12 individuals, including you, nine physicians were
13 secured via Dr. Verner Stillner to support mental
14 health meds by writing letters or testifying.

15 Dr. Stillner has secured and sent off five

16 letters and Joey -- that's you -- and Mary Beth
17 are securing more. Jeffrey will work with Joey
18 and Amy to get the letters to the governor and
19 co-chairs of the Finance Committee in the House
20 and Senate, along with the commissioner of the
21 Dpepartment of Human Services. We must continue
22 to get letters, three exclamation points.

23 Did T read that correctly?
24 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 testify 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's go to the next page

20 of this document, the Legislative Battle Plan.
21 Did you all have a legislative battle plan there
22 at the Alaska State Action Team?

23 A That's not my -- that's what I would
24 consider it, but that's what they call it. And,
25 I mean, my -- I mean, that's what it says.

00104:01 Q That's what it says. Then, under it,
02 three bullet points down it says -- you were

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 gquote, and send out ASAP,

07 Did I read that correctly?
45. PAGE 104:10 TO 104:10 (RUNNING 00:00:01.236)
10 A You read it correctly.
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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 the Alaska State legislature,
16 were you not?

47. PAGE 104:19 TO 104:20 (RUNNING 00:00:02.125)
b A I don't know how to answer your
20 question. I'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.
To not have those drugs reviewed.

06 A

07 Q By whom?

08 A By State Medicaid PsT.

09 Q And the State Medicaid P&T would be the

10 committees that would review the safety
11 information 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 Q (BY MR. ALLEN) Right. And you were

17 trying to get mental health drugs, including

18 2yprexa, exempted from the review by the PsT,
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 points. All caps, Please read,
03 colon, Alaska State Action Team Meeting from Joey

04 Eski.

05 Did I read that correctly?

06 A Sorry, I'm --

07 Q You see the -- it's right there. The
08 subject. It says re: Urgent -- it's all capital

09 letters. Urgent, need letters, please read,
10 three exclamation points, Alaska State Action.
11 Isn't it right there?

12 A Uh-huh.
3y Q Is that a yes?
14 A Yes.
51. PAGE 115:22 TO 116:11 (RUNNING 00:00:38.000)
22 Q (BY MR. ALLEN) Well, let's see what it

23 says. Let's go back to that 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 below. Please secure
06 letters on letterhead and have sent to those

07 addressed.

[o]:] It's all caps. Also fax copies of
09 letters to Sam Kito's office. That's the
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10 lobbyist, right?
11 A Yes.

52. PAGE 116:21 TO 117:02 (RUNNING 00:00:18.000)
21 Q Says: Nate is in Alaska right now and
22 needs the letters. Continuing, all caps and
23 bolded, legislative session is ending very soon
24 and acting quickly. Thanks for your help,

25 exclamation point.
00117:01 pid I read that correctly?
A Yes.

53. PAGE 117:21 TO 117:24 (RUNNING 00:00:07.441)
21 Q 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?

54. PAGE 118:02 TO 118:03 (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 Q 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 Q Let me just read what it says into the
04 record, and I'll have 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 with product

09 launches, issues including hyperglycemia and

10 diabetes, importation, utilization, dissemination
11 of, quote, library, closed quotes, materials,

12 preparation to discuss new Medicare bill

13 implications, and promote Lilly answers and other
14 efforts.

15 Do you see that?
16 A I just read it with you, yes.
57. PAGE 122:17 TO 122:19 (RUNNING 00:00:08.597)
17 Q Back in April and May 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 A I don't know what you mean by issues. I
23 mean, are you -- can you be more specific or not?
24 I mean, there was a lot of things. There were
25 media. There were, you know, physicians. There
00123:01 were all kinds of other communications from

02 Lilly. I mean, there were a number of things. I
03 don't know exactly what you're asking me, though.
04 I mean -- am I answering? Is that what you're
05 looking for? Yes or not? I'm asking for

06 clarification. You said ask you for help, so --
07 Q Yeah. 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 Q 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 Q 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, yes.
64. PAGE 150:16 TO 151:01 (RUNNING 00:00:18.377)
16 Q 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 Q Doesn't it say comparable rates of

21 diabetes and hyperglycemia among psychotropics?
22 A It does.

23 Q 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 Q They have Lilly -- this is a Lilly
25 document, isn't it?
00153:01 A It is, yes.
02 Q And let me read what Lilly said. It has
03 a number up there, 1, doesn't it, the number 1.
04 Do you see it?
05 A Uh-huh.
06 Q Is that a yes?
07 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 in patients
12 treated with Risperidone, haloperidol and

13 divalproex sodium in clinical trials.

14 Did I read that correctly?

15 A Yes.
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66. PAGE 154:22 TO 155:04 (RUNNING 00:00:40.917)

00155:01
02

03
04

24
25
00156:01
02

03
04
05
06
07

Q Let's see. Exhibit 11, maybe it will
help you see if you can recall the message.
Exhibit No. 11, you see that? Do you recognize
this document, ma'am? By the way, it's poorly
stapled together. I need to -- it's upside down.

A I remember the concept. I don't know
that I remember the document per se as it's
presented here.

67. PAGE 155:24 TO 156:07 (RUNNING 00:00:16.809)

Q Okay. So if you look at the third page
of this document: How do the medications you use
compare? Rates of diabetes were comparable for
commonly-prescribed psychotropics during
longer-term clinical trials.

Do you see that?

A Uh-huh.
Q Ma'am?
A I do see that, yes.

68. PAGE 166:06 TO 166:10 (RUNNING 00:00:15.995)

06
07
08
09
10

Q So you do agree that currently you must
tell physicians and health care providers that
Zyprexa carries a higher rate of hyperglycemia
than Seroquel or Risperdal or Abilify or Geodon?

A Of hyperglycemia, yes.

69. PAGE 168:04 TO 168:08 (RUNNING 00:00:13.039)

Q (BY MR. ALLEN) When did they first tell
you, being Eli Lilly, your superiors, that they
knew that the risk of hyperglycemia in regard to
second-generation antipsychotics fell on a
continuum? When did they first tell you that?

70. PAGE 168:11 TO 168:14 (RUNNING 00:00:09.048)

2 b §
12
13
14

A Same label change.
Q (BY MR. ALLEN) When was that?
A I think it was October of '07, but I

can't remember exactly.

71. PAGE 168:17 TO 169:11 (RUNNING 00:00:57.439)

00169:01

Q Okay. So the first time they told you
there was a continuum and the first time they
told you that Zyprexa had a higher rate of
hyperglycemia was in October of 200772

A That is the first time I'd ever seen
that wording.

Q And prior to that time, you were told
that there was comparable rates, correct?

A of?

Q Of what?

A I'm asking you. Comparable rates of
what?

Q 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
2007 --
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72. PAGE 169:15 TO 169:24 (RUNNING 00:00:33.737)

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 hyperglycemia
22 between Zyprexa and the other second-generation
23 antipsychotics?

24 A Yes. I mean --

73. PAGE 187:17 TO 188:06 (RUNNING 00:00:51.165)

17 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 2yprexa, 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

05 think might be not an appropriate choice for

06 them, so --

74. 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) 1It'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.

75. PAGE 210:20 TO 210:24 (RUNNING 00:00:14.140)

20 Q 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.

76. PAGE 211:04 TO 211:05 (RUNNING 00:00:04.703)

04 Q A warning is a more severe rate of
05 incidence and a more likelihood; is that correct?

77. PAGE 211:07 TO 212:03 (RUNNING 00:00:24.033)

07 A As I -- as I understand.

[o]: Q (BY MR. ALLEN) As you understand?

09 A Uh-huh.

10 Q Is that a yes?

11 A Yes, as I understand.

12 Q And how long have you had that

13 understanding as a sales representative for Eli
14 Lilly?

15 A The entire time I've worked for the
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00212:01
02
03

company .

Q Since 1998, right?

A Uh-huh.

Q Is that a yes?

A Yes.

Q So you have clearly understood that
there was a distinction in that label and you
were trained that there was a distinction in the
label between a warning and an adverse reaction,
true?

A Yes.

Q Ma'am?

A Yes.

78. PAGE 212:08 TO 212:19 (RUNNING 00:00:23.499)

Yes. The difference between a warning

Q
and the adverse reaction -- the difference was
the severity and the frequency of the rate of the
side effect; is that right?

A Yes.

Q Thank you. And that was consistent with
your training?

A Yes.

Q And if anybody had asked you that, not

just me up until today, from 1998 to 2008, that's

what you
A

'd testify or say?

Yes.

79. PAGE 218:06 TO 219:04 (RUNNING 00:00:41.096)

06
07
08

Q (BY MR. ALLEN) Do you see in Exhibit

13, which is the 2007 label --
Yes.

Q == it says -- it's in the warning
section, which you've told us the difference,
right?

A Right.

This is the first time it's ever
appeared in the warning section, correct?

A Yes, the hyperlipidemia, yes.

Q It says, Undesirable alterations in
lipids --

A I'm behind you. I'm sorry.

Q Yes, ma'am. It's on page 9. I
apologize.

A Okay.

It says, Undesirable alterations in

lipids have been observed with olanzapine use.

A

Did I read that correctly?
Yes.
What is undesirable about these

alterations in lipids that have been observed
with olanzapine use?

A

I can't answer that. I don't know.

80. PAGE 219:10 TO 220:02 (RUNNING 00:00:34.076)

Q

Yes, ma'am. And you've told us within

the first 30 minutes of this deposition or
thereabouts that part of your job was to, as
reflected in the policies, was to detail within
the label on the risk of the product, correct?

A Uh-huh.

Q Is that yes?
A Yes.

Q

And you're supposed to

eceive materials
and information to train you t t

do that, to
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20 answer questions accurately, correct?
21 A Yes. 3
22 Q And what does the sentence in the 2007

23 October label change where it says, Undesirable

24 alterations in lipids have been obseryed 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 00:00:12.168)
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 vwhat 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 informed choice?

13 A Uh~huh.

14 Q Is that yes?

15 A Yes.

16 Q 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 Q 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)
07 A No, I don't have that information.

86. PAGE 247:12 TO 247:19 (RUNNING 00:00:17.074)

12 Q Was weight gain in the warning section
13 of the label right away?

14 A No.

15 Q Was it in the warning section of the
16 label before October of 20072

17 A As a warning?

18 Q That's what I asked.

19 A No.
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87. PAGE 249:12 TO 250:08 (RUNNING 00:00:54.013)

12 was looking for. I've marked as Exhibit 16 the
13 2003 PDR reference, adverse reactioms, and I'l_l

14 going to highlight it for you so we can find it
15 together. I think I have one for your counsel.
16 I do. I think I gave away my last one, so you're
17 going to have to share it with your counsel.

18 Exhibit 16, adverse reaction
19 section. Do you see that?
20 A I do. i
21 Q Do you see -- the adverse reaction
22 section on page 4, right?
23 A Uh-huh.
24 Q Is that a yes?
25 A Yes.
00250:01 Q Do you see the highlighted language that

02 says, It is important to emphasize that although
03 the events occurred during treatment with

04 olanzapine, they were not necessarily caused by
05 it. The entire label should be read to gain a
06 complete understanding of the safety profile of
07 olanzapine. Is that true?

oe A Does it say that? Yes.
88. PAGE 256:01 TO 256:19 (RUNNING 00:00:33.000)

00256:01 Q Okay. You see a listing of other

02 adverse events observed during clinical trial?
A Yes,
04 Q And do you see body as a whole?
05 A Yes.
06 Q Let me just read body as a whole.
07 Frequent dental pain and flu syndrome.
[]:] Did I read that correctly?
09 A Yes.
10 Q Frequent, under cardiovascular systems,
11 hypotension.
12 Did I read that correctly?
13 A Yes.
14 Q Frequent, under digestive system, is
15 flatulence. That's gas, is it not?
16 A I believe so.
17 Q Increased salivation and thirst.
18 Did I read that correctly?
19 A Yes.
89. PAGE 258:12 TO 259:04 (RUNNING 00:00:41.823)

12 Q Okay. Are all those frequent adverse

13 reactions to Zyprexa?

14 A Are they all related to Zyprexa?

15 Q Yes, ma'am.

16 A I can't say.

17 Q Why can't you say?

18 A Because of the nature of the reporting
19 in a clinical trial.

20 Q Tell me about that. Explain that to me.
21 I don't understand what you're saying.

22 A As I understand it, the participants

23 the clinical trial are required to report every

24 single thing that happens to them, and t

25 should be reported, and whether it makes sense to
00259:01 be attributed to the drug or not, it's still

02 reported.

03 Q And it's stuck in the adverse reaction

04 section; is that right?
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90. PAGE 259:07 TO 259:07 (RUNNING 00:00:05.595)
07 A Well, this is the other adverse events.

91. PAGE 259:12 TO 259:19 (RUNNING 00:00:22.516)

12 Q So what you're saying is, based on what
13 you've been trained, anything that happened at
14 clinical trial the patient is supposed to report
15 and it's put in the other adverse events section,
16 right?

17 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 00:00:58.000)

07 Q Okay. Well, let's 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 Q Okay. Let's go down to hemic and

14 lymphatic system. Infrequent is listed anemia.
15 Do 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 2Zyprexa?
02 A I can't say.
03 Q Is atrial fibrillation related to
04 2Zyprexa?
05 A I do not know.
06 Q Well, all those are infrequent reactions
07 under the other adverse reactions, right?
08 A Yes,
09 Q Well, I found another one. Look at the
10 endocrine system. Do you see it?
11 A I do.
12 Q Diabetes mellitus.
13 A Uh-huh.
14 Q Doesn't it say infrequent?
15 A Uh-huh.
16 Q Ma'am?
17 A Yes, it says infrequent.
18 Q Is that related to Zyprexa?
bl ] A I have no -~ I don't know.
93. PAGE 266:14 TO 266:15 (RUNNING 00:00:05.060)
14 Q 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)

17 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 Q It's not a warning, it's a what?
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23 A It's an awareness.
24 Q 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 Q Okay. Because you're not warning -- you
05 didn't go around warning doctors of dental pain,
06 did you?
07 A No, I did not.
08 Q Okay. You didn't go around warning them
09 of increased salivation and gas, did you?
10 A No, I did not.
11 Q Okay. And they're listed in there -- in
12 the other adverse events section more freguently
13 than diabetes, right?
14 A Yes.

95. PAGE 270:17 TO 270:19 (RUNNING 00:00:03.655)
17 Q If the warning is different, as you've
18 told us, that's significant, isn't it?
18 A Uh-huh.

96. PAGE 270:21 TO 271:14 (RUNNING 00:00:36.262)
21 Q (BY MR. ALLEN) Is that yes? 1Is that
22 yes?
23 A If the warning is different --
24 Q It's significant, isn't it?
25 A I mean, we're going to communicate it.

00271:01 I want them to know that it changed.

02 Q 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
08 weight gain, right?

09 A The whole label changed, yes.
10 Q 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)

18 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 Q Is that a yes?
24 A Yes.

99. PAGE 276:20 TO 277:06 (RUNNING 00:00:42.991)
20 Q And in the warning section there's a
21 whole warning on tardive dyskinesia, is there
22 not?
23 A Yes.
24 Q Okay. Can you hand that back to me,

25 please? I'm looking for a particular sentence.
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00277:01 And in the warning section in the 2003 PDR
02 concerning tardive dyskinesia it states, Whether

03 antipsy tic drug pr s differ in their
04 potential to cause tardive dyskinesia is unknown.
05 Do you see that?
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 market, it has
06 always carried a risk of tardive dyskinesia, has

07 it not?
08 A Yes.

101. PAGE 284:12 TO 284:22 (RUNNING 00:00:21.408)
12 Q So just so the record's clear, Zyprexa
13 is not indicated for bipolar depression, is it?
14 A No, it is not. 2yprexa -- olanzapine is
15 not
16 Is it indicated for children?

Q
17 A No, it is not indicated for children.

Q Why did I see in your call notes that
19 you went and saw a child psychiatrist?
20 A There's a lot of child psychiatrists in
21 the community that service children, adolescents
22 and adults.

102. PAGE 285:15 TO 285:25 (RUNNING 00:00:27.757)

15 Q Does the label support any superior
16 efficacy of Zyprexa over the first-generation
17 antipsychotics?

18 A I would have to look through.

19 Q 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 gquestion 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)

(o] Q Okay. In the label, as we sit here
09 today, is there any data or information in the
10 1label 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 Q 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
07 in efficacy to any second~generation

08 antipsychotic?

09 A No.
105. PAGE 301:13 TO 301:22 (RUNNING 00:00:21.404)
13 Q Is there anything in the current label

14 that supports a superior safety profile of
15 Zyprexa over any other antipsychotic, other than
16 Clozaril?

17 A Just in this label?
18 Q Yes, ma'am.
19 A No.
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20 Q Okay. So in the label there's no
21 superior efficacy and there's no superior safety,
22 correct?

106. PAGE 301:25 TO 301:25 (RUNNING 00:00:01.243)

25 A Yes.
107. PAGE 304:06 TO 304:22 (RUNNING 00:00:41.000)
06 Q Okay. Now, not only is there an

07 increased risk of hyperlipidemia and

08 hyperglycemia in the Zyprexa label, there's an
09 increased risk of weight gain in the warning

10 section of the current label, correct?

31 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. 1Is
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 (BY MR. ALLEN) Yes, ma'am.

20 A No.

21 Q There's not, is there? Ma'am?

22 A No.

108. PAGE 362:19 TO 363:02 (RUNNING 00:00:18.422)

19 Q In the last ten years since you started
20 working as a detail representative, have you ever
21 detailed any other products besides Zyprexa and

22 Symbyax?
23 A Yes.

24 Q What other products?
25 A Prozac and Strattera.

00363:01 Q When did you quit detailing Prozac?
02 A The year when it went off patent.

TOTAL: 1 CLIP FROM 1 DEPOSITION (RUNNING 00:37:53.868)
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IN THE SUPERIOR COURT FOR THE STATE OF
THIRD JUDICIAL DISTRICT AT ANCHORAGE

STATE OF ALASKA,
Case No. 3AN-06-5630 CI

Plaintiff,
MOTION TO PRECLUDE

V. TESTIMONY OF JOEY ESKI
FROM TRIAL PHASE ONE OR
ELI LILLY AND COMPANY, PROTECTIVE ORDER
REGARDING HER
Defendant. TRIAL TESTIMONY

1 The jury in phase one of trial will decide one issue: whether Zyprexa’s
label appropriately warned prescribing physicians. The Court confirmed this during the
February 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 . . . .

= Despite the Court’s summary judgment ruling, the State of Alaska (“the
State™) has subpoenaed Eli Lilly and Company (“Lilly™) sales representative Joey Eski for trial.”

Ms. Eski’s testimony, which revolved around her federally regulated, and UTPCPA exempted,

promotional activity, is irrelevant to the remaining issue during phase one of trial.

" Hr'g Tran, 13:21 to 14:5, Feb. 28, 2008

? See Subpoena to Joey Eski, Feb. 29, 2008 (Exh. A)




< To the extent that the State claims that Lilly overpromoted Zyprexa—a

claim that the State has not made to date and has not proffered in its proposed jury instructions—
Alaska courts have not adopted overpromotion as relevant to a failure-to-warn cause of action.’

4. Even if the Court concludes that overpromotion should be considered, the
issue is typically rooted in negligence causes of action,” a claim that the State has dismissed.

3 Even if the Court allows the State to pursue overpromotion, the issue is
relevant only to phase two of trial. Courts throughout the country that have considered the
question of overpromotion have found that the central inquiry to an overpromotion allegation is
whether promotional activity caused a physician to prescribe a medication when, in light of an
adequate product label, the physician otherwise would not have prescribed.” Thus the critical
testimony in resolving an overpromotion allegation lies not with the sales representative, but
with the physician. The parties will not develop physician testimony until phase two of this case,
and Ms. Eski’s testimony should not be considered until that time. Lilly, therefore, requests that
the Court enter an order precluding the State’s use of Ms. Eski’s testimony during phase one of

trial.

* See In re: Meridia Prods. Liab Litig., 328 F. Supp. 2d 791, 814 (N.D. Ohio 2004) (noting that the cases
heralded as overpromotion cases are “at least thirty years old and only sparsely cited since they were decided. .
[and] so stale that their legitimacy as legal authority is questionable).

* See Salmon v. Parke, Davis & Co , 520 F.2d 1359, 1363-64 (4th Cir. 1975); Stevens v Parke, Davis &
Co., 507 P.2d 653 (Cal. 1973); Incollingo v. Parke, Davis & Co., 282 A.2d 206 (Pa. 1971); Whitley v. Cubberly, 210
S.E.2d 289 (N.C. App. 1974). ' 2

¥ See, e &. Beale v. Biomet, Inc., 492 F. Supp. 2d 1360, 1377-78 (S.D. Fla. 2007) (noting that the key issue
is evidence that marketing materials induced physicians to inappropriately select patients for use of a medical
device); Miller v. Pfizer Inc., 196 F. Supp. 2d 1095, 1121-23 (D. Kan. 2002) (finding that allegations of “subliminal
marketing influences” were insufficient to survive summary Jjudgment because the prescribing physician testified
that he did not rely on sales representatives for information); Stevens v. Parke, Davis & Co., 507 P.2d 653, 662 (Cal
1973) (noting that the relevant inquiry is whether overpromotion caused physicians to prescribe the medication)
Incollingo v. Parke, Davis & Co., 282 A.2d 206 (Pa. 1971); Love v. Wolf, 226 Cal App. 2d 378, 399-400 (Cal éx
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 10 through March 22.° Lilly requests that the
Court enter a protective order, excusing Ms. Eski from appearing for testimony during this phase
of the trial.

DATED this 3rd day of March, 2008.

Attorneys for Defendant

PEPPER HAMILTON LLP

Nina M. Gussack, admitted pro hac vice
George A. Lehner, admitted pro hac vice
John F. Brenner, admitted pro hac vice
3000 Two Logan Square

Philadelphia, PA 19103-2799

(215) 981-4618

o

Brewster H. Jamne

ASBA No. 8411 1_-
Andrea E. Girolamo-Welp,
ASBA No. 0211044

© See Affidavit of Joey Eski (March 3, 2008).
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LANE POWELL LLC
301 West Northern Lights Boulevard, Suite 301

Anchorage, Alaska 99503-2648

Telephone 907.277.9511 Facsimile 907.276.2631

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

STATE OF ALASKA,
Plaintiff,
* Case No. 3AN-06-05630 CI
ELI LILLY AND COMPANY, VI OF JORY RSK
Defendant.
STATE OF ALASKA
88,
THIRD JUDICIAL DISTRICT

1, Joey Eski, being first duly sworn, states as follows:
1.  Tam an executive sales representative with Eli Lilly and Company. I live in
Anchorage, Alaska.
2. 1 will be out of state from March 10th through March 22nd of 2008 on a
family vacation in Hawaii. My family and [ 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. Confirmations of these tickets are attached as Exhibits 1 and 2. On February 5,
2008, 1 purchased an additional four round-trip tickets from the island of Hawaii to the island
of Maui. Confirmations are attached as Exhibit 3.
Further affiant sayeth naught.

J ski

SUBSCRIBED AND SWORN TO this 2nd day of M:

(]
Ve

in and fof the State of
Commission res:_©

Alaska
-y - /
009867.0038/163707.1

f\\/\\\).%\t\f'( (i,
7
S




Prom: Alaska/Horizon Airlines <Alaska.IT@AlaskaAir.coms
Date: Mon, 14 Jan 2008 11:19:30 -0800

To: jeski@gci.net
sugjgct: :’illkl Airlines/Horizon Air Confirmation Letter for 3/10/08

Thank you for choosing Alaska Airlines / Horizon Air!

For stions, changes or cancellations on an Alaska Airlines or Horizon Air
putcg::ed 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: 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 nmot 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 #sssarvrrrnn13gs held
by JOEY ESKI on 1/14/2008, using electronic ticket number 027-2115906036.
This document is your receipt,

Name: ESKI/ETHAN

Ticket Number: 027-2115906037
Base Fare: 0.00

Tax: §.00

Total: 5.00

EXHIBIT |
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Mileage Plan: None

REMINDERS AND RESTRICTIONS

¢ transferable and may include non-refundable
o EE:“;ME g o g itinerary, any fare increases and a

g you to g
change fee will be collected at the time the change is made .

PAYMENT INFORMATION

##+4+1343 held
The amount of $5.00 (USD) was charged to the Visa Card *#*#***»
by JOEY ESKI on 1/14/2008, using electronic ticket number 027-2115306037.
This document is your receipt.

ITINERARY

March 10 2008
Alaska Airlines 870
Depart: Anchorage, AK 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(USD 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/fags/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 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/fags/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/£lights/Check-In-Options.asp). Save time
when you check in online at www.alaskaair.com. You may also check in at an

2
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airport kiosk or ticket . gg may be checked at the ticket
cou:?itet, or, where available, via a Check-In Kiosk. Please have this document

or your confirmation code available.

commodate everyone wishing to travel on your flight, you must be checked-
I: ::d available t:yboaxd at the designated boarding gate at least 30 minutes
before scheduled departure for domestic or international flights, except on
2000 series flights between Seattle/Portland, which require only 20 minutes.
Failure to do so may cause the cancellation of reserved seats and cancellation

of the entire reservatiom.

picture identification, such as a driver's license or pnsp?n, is required to
board the aircraft, For international travel, anyome 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/£ags/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

1f unaccompanied minors are traveling on this itinerary, please review this
important information:
http://www.alaskaair.com/as/www2/help/£ags/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 information, see the View/Change a Reservation
page located under the 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 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:
www.alaskaair.com/www2/help/fags/ConsumerNotices.asp or simply obtain a copy
when checking in.

EXHIBIT {
PAGE 3 OF 3



Prom: Alaska/Horizon Airlines <Alaska.IT@AlaskaAir.com>
Date: Tue, 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!

For questions, changes or cancellations on an Alaska Airlines or Horizon Air
purchased ticket, please visit alaskaair.com -- you'll save money tool
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 Pare: 1166.69

Tax: 37.71

Total: 1204.40

Mileage Plan: Alaska Airlines #***+#+§31 Gold

REMINDERS AND RESTRICTIONS
This electronic ticket is not transferable and may include non-refundable

s. If you to ch your iti Y, any fare increases and a
change fee will be collected at the time the change is made.

PAYMENT INFORMATION

The amount of $1204.40 (USD) was charged to the Visa Card s##ssseersve13ql
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
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Total: 83.58
Mileage Plan: Alaska Airlines §***#+686

REMINDERS AND RESTRICTIONS R

i transferable and may include non-refundable
This e::c':tamic ticket is not ~ et B o i &

you to ge your ¢
change fee will be collected at the time the change is made.

PAYMENT INFORMATION

held
The amount of $83.58 (USD) was charged to the Visa Card s#esmressxs+1343 z
by JOEY BSKI on 1/15/2008, using electronic ticket number 027-2115956040. This

document is your receipt.
ITINERARY

March 10 2008
Alaska Airlines 870
; Anchorage, AK 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, AK 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(USD 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/fags/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 measuxre up to 10" high, 17" wide, and 24"

long (25 x 43 x 60 cm). 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 S0

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 k
and electronic equipment, medication orx keys, whether with or without the

knowledge of the carrier.

visit http://www.alaskaair.com/www2/help/fags/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

2
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when you check in online at www.alaskaair.com. You may also check in at an
uzpogkiolkor:icntcmuz. muybcchockodwﬂuw .
counter, or, where available, via a Check-In Kiosk. Please have this document
or your confirmation code available.

commodate everyone wishing to travel on your flight, you must be checked-
1: ::d available to board at the designated boarding gate at least 30 minutes
before scheduled departure for domestic or international flights, except on
2000 series flights between Seattle/Portland, which require only 20 minutes.
Failure to 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. For interxnmational 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/fags/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/fags/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 information, see the View/Change a Reservation
page located under the reservations tab at alaskaair.com.
https://www.alaskaair.com/booking/esl/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, KIM, LAN, Northwest Airlines, Qantas or Cathay Pacific Airways please
call the Partner Desk at 1-800-307-63912.

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:
www.alaskaair.com/www2/help/faqs/ConsumerNotices.asp or simply obtain a copy
when checking in.
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From: GO <customercare@iflygo.com>

Date: Tue, 05 Feb 2008 18:12:37 -0600 (CST)
To: Jeski@gci.net

Subject: Travel Reservation March 10 for ESKI

This email confirms receipt of your reservation made on www.iflygo.com <http://www.iflygo.com> .

You may print out the itinerary and bring it to the airport as a receipt, as all transactions are
ticketless.

Click here to accass your reservation on the web or a mobile device.
<https://www.virtuallythere.com/new/reservationsChron.htmi?
host=YV&pnr=N20GENHOMR 10 ESKI&lang O&email=2>

Click here to view and print e-ticket receipt 5332102807254
<https://www.virtuallythere. comlmwleﬂckemeoelpwnnthml’l
pnr=N20GENHOMR10&pcc=GVY& ge=08&s ESKI&host=YVRETNBR1=5332102807254&ETDTE

Click here to view and print e-ticket receipt 5332102807255
<https://www.virtuallythere. :om/new/e‘l’lcketRecemPﬂm html?
pnr=N20GENHOMR10&pcc=GVY&languag =YVRETNBR1=5332102807255&ETDTE

Click here to view and print e-ticket receipt 5332102807256
<https://www.virtuallythere.com/new/eTicketReceiptPrint,htmi?
pnr=N20GENHOMR10&pcc=GVY&language=0&name=ESKI&host=YV&ETNBR1=5332102807256&ETDTE

Click here to view and print e-ticket receipt 5332102807257
<https://www.virtuallythere.com/new/eTicketReceiptPrint. htmi?
pnr=N20GENHOMR10&pcc=GVY&language=0&name=ESKI&host=YV&ETNBR1=5332102807257&ETDTE

B T T T T T ]

JOEY ESKI, IVY ESKI, ETHAN ESKI, MICHELLE SCHWENN
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Reservation code: HWFWIP

Mon, Mar 10
= Mﬁs?ry“ﬂéfs w%’wm
Operated AIRLI
Fm HONOLULY, HI (’-:{L()OGG) Departs: ll:-gg::
To: KAHULUT ~ MAUL, Arrives: 10:
Class: Economy Seat(s): Check-In Required
Stams Confirmed
Smoking!

Alrcuft CRJ-CANADAIR REGIONAL JET Mlluqe: 101
Duration: 35 minute(s) .
Please verify flight times prior to departure

Sat, Mar 22
Flights: MESA AIRLINES, YV 1007
Operated by: MESA AIRLINES DBA GO!
From: KAHULUI  MAUI, 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-CANADAIR 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.

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

If you need to make changes to or cancel your reservation, please contact go! Reservations at 1-888 .
IFLYGO2 (1 888-435-9462). Reservation changes may result in addit / fees and Please
refer to the FAQ tab on www.iflygo.com <http://www.iflyge.com> for ticketing change fees.

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 If original booking class Is not available. The
upgrade fee is the difference between the fare you paid and the current fare available.

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.

All go! flights are operated by Mesa Airlines.

Click here to opt out of receiving future e-mails from Virtually There.
<http://www.virtuallythere. com/new/emQptOut htmi?host=YV&language=08emall=28pcc=GVY>

1-888-IFLYGO2 (1-888-435-9462) Email: customercare®@iflygo.com
...the isiand's airline

EXHIBIT
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Answers That Matter:

2000 Annual Report

Zyprexa MDL 1596
ZY1 00205080

Zyprexa MDL Plaintiffs' Exhibit No.05913
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To Our Shareholders

| ' In keeping with our pledge to answer important molecules. And we have partnered with other
questions, I want to address one that I am sure is companies to get access to additional molecules that

on your minds. further expand our opportunities.
| For several years, we have been preparing for lnaooo.tlu ty resp
| the expiration of the U.S. patents that have p d £ to our progress. Our stock price rose
: our exclusive rights to our top-selling product, ppaunld:nngtheyunﬁhpmwmgthe

Prozac®, Due to uncertainty over the exact timing best in the ph
of this event, we have referred to it as “Year X." In mptsentedlmioxnepmduﬂghldimwniﬁu
January 1999, a federal district court had affirmed our disappointing stock performance in 1999.

| our 2003 Prozac patent. Last August, we were very

| surprised when a federal appeals court reversed Strong product line fuels growth

‘ that ruling. Powering our growth in 2000 were six newer best-
’ We strongly disagree with the ruling—and we  in-class products that accounted for 41 percent of

are making every effort in the courts to secure our  our pharmaceutical sales and grew at a rate of

rights to the 2003 patent. At the same time, pru- 31 percent.

! dence dictates that we prepare and implement our Zyprexa® ucmphﬁu our growth oppwmmnu
plans with the assumption that Prozac will face lmmﬂy duced in 1996 asa
generic competition in the United States in early ia, this was approved in 2000
August 2001. as a therapy for the manic phase of bipolar disease,

Given this turn of events involving a product a lifelong iliness that affects as many as 34 million
with USS. sales of s2.2 billion, you may well ask people worldwide. Late last year, Zyprexa was also
| whether Lilly can successfully navigate the next approved for the long-term treatment of schizophre-
several years. My response is a strong "Yes.” We nia, making it the first product in its class to demon-
fully recognize the magnitude of our chall strate such ongoing effectiveness. In 2000, our sales
| And we are prepared not only to manage the short-  of Zyprexa were s2.3 billion, a 25 percent increase.
1 term challenges of Year X but also to embark soon  During the fourth quarter, this neuroscience block-
L\ thereafter on a period of renewed growth. Here is buster surpassed Prozac as our top-selling product.

| why 1 am confident. Two products surpassed the s500 million sales
| We continue to sharpen the impl of mark for the first time in 2000. Sales of Evista®, our
our simple, clear-cut strategy that focuses on two novel pmduc! for the pmennon and treatment of
areas: ing scientific i ions that meet inp | women, were
pnllenl& unmet medlul needs and then helping as  s522 rmllmn. m increase of 60 percent. Gemzar®,
many patients as possible benefit from those one of the world'’s top-selling anticancer agents,
innovations. As a result, our net sales increased generated sales of s559 million, up 23 percent.
9 percent in 2000, to 5109 billion. Adjusted for Sales of the human insulin analog, Humalog®,
| significant one-time items in 1999 and 2000, our rose §6 percent, to s350 million. As more patients
| net income rose 15 percent, to s2.9 billion, and our  used Humalog, Humalog mixtures, and our pen-
earnings per share grew 16 percent, 10 32.65 cartridge delivery systems, our total insulin sales
) For a number of years, we have also imple- grew 10 percent, 1o 51.5 billion. We also continued
mented contingency plans that would help us to expand our diabetes care presence through the
overcome any Year X outcome we might face. copromotion of Actos®, an oral treatment for type 2
For instance, we have invested aggressively in our diabetes discovered by our partner, Takeda. Our
products with the strongest growth potential. revenue from Actos was 3223 million during 2000—
We have sped the development of high-potential its first full year on the market
wed ¥ eheo - ZY 9553 902
Zyprexa MDL 1596 ZY1 00205082
Zyprexa MDL Plaintiffs' Exhibit No.05913 Page 3
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The growth of those five products more than
offset sales decreases for two other important
products. The sales of our sixth newer product, the
cardiovascular agent ReoPro® discovered by the
Centocor unit of johnson & Johnson, fell 7 percent,
10 5418 million. The worldwide sales of Prozac
declined 2 percent, to 52.6 billion, largely due to the
initial impact of generic competition in the United
Kingdom.

Intense competition is a fact of life throughout
the pharmaceutical industry. To meet that competi-
tion, we significantly elevated our marketing
investments in 2000 with the goal of making our
growth products available to more patients through-
out the world. More specifically, we added some
2,000 sales representatives worldwide, an increase of
more than 20 percent. We recruited scores of
experienced marketing professionals to support our
growing product line. And we punued clinical

Fortéo in late 2000 and for Zovant in early 2001.
We expect to launch both in 2001.

Beyond Zovant and Fortéo, we hit the develop-
ment targets last year for nearly all the molecules in
our pipeline. Two exceg were the
anticancer agent oxaliplatin, which was not approved
by the FDA, and the antidepressant candidate R-fluox-
etine, which did not meet its clinical-trial goals. We
returned both potential products to partners.

While Lilly scientists have discovered most of
the molecules in our pipeline, we continue to work
with other companies to add more opp ities. For
example, Cialis™ is a promising near-term drug

didate from 1COS Corp for the
of male erectile dysfunction that Lilly and ICOS are
working together to develop. During 2000, we
announced ts with three other compa-
nies—Ono, Sankyo, and Mitsubishi-Tokyo—that
each added a molecule to our pipeline.

We ly have well over 100 scientific

studies supp g new i and fi
for key products thu will further expand our growth
opportunities.

Outstanding pipeline adds further growth potential
Even as we capitalize on our current g ion of

collaborations. Those cooperative efforts not only
help us enhance our pipeline with additional drug
candidates but also give us access to more biological
targets for drug discovery and important new R&D
logies. Because collaborations are an essential

tech

we are sp g Our next gt jon of
new: product candidates 10 the global marketplace.
As you will see later in this report, we could intro-
duce as many as 10 more medicines by the end of
2004. Several of those candidates are potential first-
in-class products that could address medical prob-

part of our strategy, we created an Office of Alliance
Management with the mission of helping Lilly
become the pharmaceutical industry's best business
partner. We are making good progress in that pursuit.
In 2000, we strengthened our internal research
capabilities by rzcrui'.ing nearly 7% scientists and

lems for which there are no current All
are potential best-in-class products that could
provide superior results for patients.

In the near term, we are immersed in our
preparations for the launches of two unique biotech
products. Clinical data indicate that drotrecogin alfa
(activated), also known by the proposed trade name
Zovant, may be the first therapy that effectively
treats patients with sepsis, a condition that kills an
estimated half million people worldwide iy

ding our engine," Lilly Research
Labomonu, 10 6,900 people at 11 sites worldwide.
We also increased our global R&D investment by

13 percent, to sz billion. This represented 19 percent
of our sales.

Those actions are paying off. Last year was one
of the best ever for Lilly Research Laboratories. Our
scientists met or exceeded virtually all our rising
researchpmdumvuty targets for identifying high-

les and & ing early-stage clinical

Fortéo™ is an innovative molecule that appears in
clinical trials to rapidly rebuild bone diminished by

rials of drug candidates. A key factor in those
productivity gains is the early impact of the biotech

¢!

2 P We filed regulatory for lution about which we hear so much. 7y 9553 203
o
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the occasion with a day of activities at the exchange, hosted by
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the close of trading for the day.
mwmmnﬁluummmmv,lmw
stock had been sold in the over-the-counter market. During
mmmdmenmnnmmm
‘s market capitalization was about $3 billion. Today,
it's nearly $100 billion.

Technology revolutions create new opportunities
Over time, the biomedical revolution will trans-
form all areas of pharmaceutical R&D. In the near
term, however, we believe the greatest potential
involves the use of new research tools to identify
previously undiscovered genes that trigger the
production of natural proteins in the body involved
in major diseases. Those natural proteins, or
modified versions, sometimes prove to be outstand-
ing biotech drug candidates.

This trend plays directly into our strengths.
We are established leaders in the discovery,
development, and production of protein medicines.
The upcoming launches of Fortéo and Zovant will
expand our protein portfolio to seven products.
And we have a number of additional protein

experience and global perspective of our board that
will be great assets during this challenging period.

1 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 his many contributions to the
company during the past 11 years, Mitch built an
outstanding team in public affairs and communica-
tions and played a pivotal role in our preparations
for Year X. We will long benefit from his legacy.

As I look ahead, our strategy is on target and our
implementation is getting better and better. We are
not only applying traditional R&D and sales-and-

candidates in various stages of develop bilities but also capitalizing on the

We are also using revolutionary new R&D lutions in biotechnology and inf ion techno-
capabilities to expedite our searches for so<alled logy. Our ongoing progress throughout the company
“small-molecule” medicines similar to Prozac and reflects the achievements and the aspirations of
Zyprexa that constitute the majority of our drug 35,700 Lilly colleagues in whom 1 take great pride.

didates. Our scientists are d to helping Later this year, we will celebrate the 125th
patients benefit from this unfolding biotech anniversary of Lilly’s founding. Over these many %
revolution as soon as possible. years, our company has made history with medical

Additionally, we are exploiting the power of breakthroughs—from the first insulin product and
the e-business revolution on behalf of patients. In major antibiotic advances to Prozac and Zyprexa.
2000, we created a new organization, e.Lilly, thatis  So, we are very thankful for the Lilly family and
generating, attracting, and testing scores of new Lilly retirees who created the heritage that we are
approaches based on information technology. working to extend into the twenty-first century. H
These concepts have the potential to accelerate As we face Year X, we intend to make history 1
improvement in virtually every aspect of our again with the greatest outpouring of innovation in i
business, from the earliest stages of research to Lilly history—beginning with Zovant and Fortéo. I
providing information for patients, We plan to emerge from Year X a stronger company [

that is ready for a new growth era. We are prepared
Ready for the future to write the next great chapters in the Lilly story.
In 2000, we enthusiastically welcomed two out- |
standing leaders to our board of directors. Sir For the board of directors,
Winfried “Win" Bischoff is chairman of Citigroup
. Europe and former chairman and CEO of Schroders,
ple. George M. C. Fisher recently retired as chairman ZY 9553 904
and CEO of Eastman Kodak Company and previ-
ously served as chairman and CEO of Motorola, Inc.  Sidney Taurel
Together, these men reinforce the leadership Chairman of the Board, President, and Chief Executive Officer
3
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No company would relish losing the patent on its
biggest product three years early. We certainly don't
‘We were very surprised and disappointed by

encouraging pediatric studies of certain medicines.
We intend to focus on Prozac in the United
States right up to the last day of its exclusivity. And
we'll pursue related opportunities. One is our
d once-weekly formul aimed at

P

of depression. A second

¥ i um
is Sarafem”, a newly introduced brand for women

What happened with Prozac?

who suffer from premenstrual dysphoric disorder,
{ the severe mood and physical symptoms associated
| with their menstrual cycle that interfere with their
daily activity and relationships.
' We won't miss any opportunities for Prozac—
or the rest of our business. For the last four years,
we've been preparing to bridge the gap that would
be created by generic competition for Prozac.
We're ready.

We've invested aggressively in our next genera-
tion of innovative drugs and shortened their
| timelines to launch. 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-

i potential compounds in later stages of development.

We've significantly increased the size of our
global sales force and will continue to do so in
order to have the “firepower” we need to success-
fully launch and sell the next wave of products
from our pipeline. We've also been sharpening our
marketing and selling skills to help us realize the
full potential of all our products worldwide.

In short, faced with the enormous challenge
presented by the Prozac patent expiration, we've
positioned ourselves to produce earnings growth
through the immediate postexpiration period and
resume fast growth following that ‘

Millions of people worldwide have benefited
from Prozac. This remarkable product has revolu-
tionized the way mental illness is viewed and
treated. The success of Prozac has helped make
possible the outstanding accomplishments of Lilly

Zyprexa MDL 1596 Z¥1 00205085
Zyprexa MDL Plaintiffs' Exhibit No.05913 Page 6
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research over the last decade and has provided us
with the ability to pursue the breakthroughs we
expect to introduce in this new decade. It's a
wonderful story—for medical science, for patients,
and for us. We are proud of Prozac

And yet, as important as Prozac has been for
patients and to our business, it's not the future.
For patients, the future is the next generation of
medicines with the ability to treat and cure difficult
diseases in ways now only hoped for. For us, the
future is our newer products already driving our
e products yet

growth and our pipeline of innovati
to come. Our focus is on the next Prozac—and the
one after that



So, what now?
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Gemzar Gemzar has been described as a “pipeline
within a molecule.” It's being used to treat the vast
majority of pancreatic-cancer patients in both
Bumpemdt}wUnitedsmus.andlubmedu
standard of care for non-small-cell lung cancer in
several countries, We're evaluating Gemzar in
nvuﬂtypeaofsdldmmou&n‘gollismmlkeil

of for lung, p i 2
bhddex breast, and ovarian cancers.

Our newer products will stand as our front line
against inevitable generic competition for Prozac.
Introduced throughout the last half of the 19g0s,
they’ll be the key to our ability to produce earnings
growth during that time and resume our strong
performance thereafter.

Zyprexa Zyprexa is a genuine blockbuster, surpass-

Insulins 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
in 2000, We've achieved this success through the
introduction of the Humalog family of insulins and
the launch of world-class pen delivery devices.
hﬂenu are twitdung to our Humalog and

g mixture for ions and pen delivery

ing the s2 billion sales mark in 2000 and b g
Lilly’s number-one-selling product in the fourth
qumer just as Prozac changed the treatment of

yprexa has redefined the standard of
care for sdﬂmphrenla. a devastating disease that
ravages the mind and has been called the “cancer of
mental illness.

hizonh

devices from their earlier-generation insulin
products and their vials and syringes.

Actos  The quick uptake of Actos, the oral diabetes
agent we launched with our copromotion partner
Takeda in lhe United States during 1999, marked

Introduced as a therapy for ia in
1996, Zyprexa was approved in the U.S, last year
for the additional indications of acute mania
associated with bipolar disorder and the mainte-
nance of P in schizoph
We're exploring broader uses for Zyprexa in
schizophrenia and other key segments of the
antipsychotic market, including bipolar depression
and the psychotic or behavioral disturbances that
accompany dementia,

Evista Evista is a blockbuster in the making. The
growth of our product for the prevention and
of porosis in p

women continues to be outstandmg Evlsla 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 six momhu

We toi 'D |he

ial of

our in dnubcles care beynnd
insulins. Actos provides an

to our insulin busmm as an oral agent for type 2
diabetes, the most prevalent form of the disease.
Qur newest product, it is recognized as therapy for
reducing insulin resistance, an underlying cause of
type 2 diabetes.

Nm Submissions In addition, we expecl 2001
hes for two new p y under

revnew by regulatory agenqes Dmtrecogm alfa

ivated), known by the p d trade name
Zovnm Ialgels sepsis, a d|selse that kills approxi-
mately 1,400 people per day worldmd: and for
which there ly is no app!
Results of a study indicated a nearly 20 percent
reduction in the risk of death in patients who
were given Zovant. And clinical trials of Fortéo,
our novel bone-formation agent for osteoporosis,
have demonstrated that it strengthens overall

Evista beyond P i g its p

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 will ultimately
set a new standard for women's health products.

skeletal arch very rapidly. In addition, the
trials showed it can significantly reduce fractures
caused by thinning bones at both the spine and
nonspine sites.

o=

ZY 9553 908
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R

got in a decent ZYP recap, reminded doc that ZYP is a great mood stabilizer, esp for pats whose
mmmwmm._m.mmmnumwmnumumtsmm
over Answers Program with Anderson, Sheridan, and Fiores and their nurses. Dr. Deede and Lori the

Lilly
PA were off, s0 no one was over on that side of the clinic. Still need to go over Lilly Answers Program

: Excellent, see above! Also visited personally with Sheridan and Flores.

2 RevlewHirseMaklScdulurZYPmp‘”’R”'“.Dr‘DudewmmPAmo«.wmommm
on that side of the dlinic. Still need to go over Lilly Answers Program w/them.

: State of Alaska v. Eli Lilly and C Ci - Subject to P tive Order

: ZYAKAG3 1500

= Williams, Margaret
= 05/17/2002

= 68130741

= Mcintosh

= Marguerite

= Soldotna

= AK

. ZYP

mention only.
: Great with staff, good with doc.
: Really work ZYP via pat whose symptoms are aggravated by an SSRI, emphasize ZYP as a mood stabllizer.
: State of Alaska v. Eli Lilly and Company: Confidential - Subject to Protective Order

1 ZYAKAG3 1501

= Williams, Margaret

= 06/06/2002

= 68698813 *
= Dahms

= Laurie

= Palmer

: Actually got in a decent ZYP detail for pats with unresolved symptoms, pats who fail on an SSRI, patients
could be suffering from complicated mood disorder, perhaps bipolar, ZYP is an excellent mood stabilizer,
very safe, easy to dose. Got in part of this with Moser too, and he was even agreeabie, says he does treat
bipolar patients... Just quick product mentions with Dr. Wemer.

: Good, actually! Gee whiz, perhaps Moser is finally opening up to ZYP...

: Keep working ZYP, but softly...

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

1 ZYAKAG3 1565

= Kristen Clouthier

= 06/27/2002

= 69271199

= Grant

= Madeleine

= Anchorage

= AK

: office luncheon, zyprexa dvd, cathy and donna, R
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many questions . e mm-(:- resident
and conversation the proper pt type. Julie Wilson, 2 new a
nm)hWbﬂMmWMWmmhmdh. Pam engle was concerned about
wmummmm“wmaﬁmummﬂlwnmw
increase the . Suggested when prescribe
TS o ot wﬁvmﬂmm. Dr. Hunt gave the

hiring two new psych nurse
Whﬁmhmm&umm1b&mﬂu\qmwm.

o mmmwmmmd\mdmmmmmm:wumw.mm
hunt

ctive Order

thinks.
: State of Alaska v. Eli Lilly and C C - Subject to F
: ZYAKAG3 1632
= Kristen Clouthier

= 06/27/12002
= 69271200

. office luncheon, zyprexa dvd, cathy and donna, R’

Zyprexa dvd was successful - it enerate
many questions and conversation regarding the proper pt type. Julie Wilson, a new md there (was a resident
at Prov) Is interested to find out what the injectible zyprexa is used for. Pam engle was concerned about
weight 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 actually Also the ism of zyprexa and that the drug
does not cause weight gain, but it does increase the pts appetite. Suggested that when she prescribe
zyprexa she discuss with her pts to let her know if they feel they are eating more. Dr. Hunt gave the
example of using zyprexa most commonly for pts who have failed 2 ssri's and also for wont spanish ts in
need that wont see psychs due to langueage barriers, He often manages those pts. Very important - anh is
hiring two new psych nurse practicioners 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 View.

: perhaps the two new nurses could pull charts of failing ssri pts and provide zyprexa opportunity, see what
hunt thinks.

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

: ZYAKAG3 1633

= Kristen Clouthier

= 06/27/2002

= 69271206

= Mackie

= Scott

= Anchorage

= AK

: office call - brought ****R*****zyprexa bag of goodies, chocolates, cherries, dried fruit. showed fishing
pictures. Invite to both zyprexa ****R**** programs

v R’ dr. mackie graduated cum laude also and was in the top 10% of his
medical class - very impressive - discussed zyprexa and ssri failure as his pt type but also alot of eiderly. he
isve:"r‘y‘;awamofzyprexaanditsusas.shammn!ﬂesaidhemayaﬂendmezypmxaprogram . give
reminder.

¢ dvd, *"R™" zyprexa

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

: ZYAKAG3 1635

= Kristen Clouthier
= 07/10/2002
= 69529152

Page 2
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: State of Alaska v. Eli Lilly and C C - Subject to Protective Order
: ZYAKAG3 1863

= Kristen Clouthier
= 07/11/2002

= 69495263

= Flores

= Kathryn

= Soldotna

= AK
3 R zyp desk and digfast - chip cookies of course for dr.
anderson,
: he was leaving for a surgery in a minute so only reminders, but had some good time with kathy - discussed

elderly and ssri failure pts , digfast tool and she was interested in the h questionaire - said it was good fo
have on hand for coding work and g proper pt - ded her about the program marvin.

i na
: State of Alaska v. Eli Lilly and C: Confidential - Subject to P Order
1 ZYAKAG3 1666

= Kristen Clouthier

= 07/11/2002

= 69495268

= Davidhizar

= Lavemn

= Soldotna

= AK

: Intro of self and products again - left idc chart, **********R"™"*""""*** zyp desk ref and digfast

5 wasverymce discussed marvin program - said he wouid be in town for it - would callif can make it -

needs a that so he will come. discussed zyp pt type - elderly and ssri pt, also

angerud or agltatnd cant keep a job,marraige pt and dosing.- he ssnd he has seen many people come
through the door like that.

: reminder for program

: State of Alaska v. Eii Lilly and C C tial - Subject to P ive Order

: ZYAKAGS 1667

= Kristen Clouthier
= 07/11/2002

= 69495269

= Sanders

= Jim

= Soldotna

= AK

; swmsessRe=ewe*** pens, pads, zyp desk reference, digfast, bag of goodies

R

quickly zyp digfast and
proper dosing for elderly, ssri pt, donna t and the extreme mood disrder. invite to program.

: more on zyp

: State of Alaska v. Eli Lilly and C - C ial - Subject to P Order

: ZYAKAGS 1668

= Kristen Clouthier
= 07/12/2002

= 69529148

= White, Jr.

= Roy Matison

= Anchorage

Page 3
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¢ lunch w/michele -

~
Zzyprexa h scale, digfast cards, preper pt focus - invites to

: complaints from lanza, jones, taylor, schultes, coalwell if cant bring wife wont come to programs anymore.

R

zyp and - also pared to other agents there is no increased
incidence with zyp - high risk rate in this population anyway - he would like medical letter- but was satified
with answer.

H ~
: State of Alaska v. Eli Lilly and Company: Confidential - Subject to Protective Order
: ZYAKAG3 1678

= Kristen Clouthier
= 07/12/2002

= 69529148

= Coalwell

= Timothy

= Anchorage

¢ lunch w/michele -

LY
zyprexa h scale, digfast cards, preper pt focus - invites to

programs
: complaints from lanza, jones, taylor, schultes, coalwell if cant bring wife wont come to programs anymore.

R’

zyprexa pt type -
elderly, multiple ssri, 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 able to respond
according and ﬁiseuss moa of zyprexa- |naaase in appeﬂbe which may lead to obesity but no causal
Nip zyp and also to other agents there is no increased
incidence wrth zyp - high risk rate in this populadon anyway he would like medical letter- but was satified
with answer.

. ~
: State of Alaska v. Eli Lilly and C y: C ial - Subject to Pt Order
1 ZYAKAG3 1679

= Kristen Clouthier
= 07/15/2002

= 69571711

= Hagen

= Derek

= Anchorage

= AK

: office luncheon -

R’

Zyprexa r of ssri pt, elderly pt and thick chart donna pt,
indications, dosing appropriate startting dose, digfast cards - h scale questionnaire.
: maples just started here, oberstad and maples covering out of town docs pts - alot of eiderty from smith

Page 4
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whenever he is out - perfect zyp pt - they all took the digfast - found it useful and will use - especially foland -

R’
R’

2yp dvd again for different pt population

. ~
R’

: State of Alaska v. Enunywcmnwcmﬁdm-smmpmemom

: ZYAKAG3 1887

= Kristen Clouthier
= 09/11/2002

= 71297363

= Bosveld

= Robert

ngcsun- R book for dr farr from marvan - cme for dr

farr.
: drlittle will be golfing this next weekend - in ak with steer - hasnt diagnose anyone for zyp yet but looking.

bosveld said he looked up zyp in tthe drug manual and it was classified as a psychotic - i discussed the
indication of zyp and that the original studies were done lorschlzopts-andh&fd&clungsdmpltana
novel p ic - which modd ili he asked if can use It as an ssri - said no itis
not indicated as an anti or for mood depressant but it does have stabilization for both negative
and positive p - he was sati: with that. R

: reminders reminders reminders - dr farr - cme?appiebaum

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

: ZYAKAGS 1850

= Williams, Margaret
= 09/13/2002
= 71335378

: Took in my usual muffins, got brief but decent detail time with each 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 light bulb seemed to finally “tum on” for Dr. Steiner, he did not remember that ZYP is a mood
stabilizer, agreed that 1 of 3 pats dep are bipolar dep d, has had patients get manic on an SSRI,
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 strategies
to manage potential weight gain. Dr. Judkins stated that he thinks primary care physicians will start to treat
more and more bipolar pats since the medication (ZYP) is easy to dose, very safe, and actually works! Dr.
Bartling declined 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 | discussed ZYP use in the elderly in more detail, but bipolar as
well. Bartling wants more info on using ZYP in the eldery... All 4 docs just loved my Girdwood Forest Fair
parade baby float photos, | knew they would!

R’

: Really friendly, actually. Even Dr. Steiner thanked me for kind of “interrupting” him and impressing upon him
that ZYP IS indicated for bipolar mania and is a mood stabilizer...

: ZYP via handheld DVD...

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

1 ZYAKAGS 1960

= Kristen Clouthier
= 09/13/2002

office call - samples, ****R*™** pt education, goody bags, zyp pt education, cme opportunities- follow up with
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CALLDATE
CALLID

PRESCRIBERLN
PRESCRIBERFN
CITY

STATE
ACTION

REACTION

FOLLOWUP

LEGEND
BATESNUMBER

NAME
CALLDATE
CALLID
PRESCRIBERLN
PRESCRIBERFN
cITY

STATE

ACTION
REACTION

FOLLOWUP

LEGEND
BATESNUMBER

NAME
CALLDATE
CALLID
PRESCRIBERLN
PRESCRIBERFN
cITy

STATE

ACTION
REACTION

sharon smith - having

great success her most dificult pts too mmmummm-wm
hdlonmdup mm":‘cmwmgmmMMmm discussed 5 minute sit down for
and weight Jill johnson - always nice as can be - asked about using zyp as add on

ihlrlpyloui mmwmmmwmwm - it has been used in that
instance - discusses quick efect. -
mwmhmmmnm spuish\nlgmm'tgm water batties for office and heather

talks. .
: State of Alaska v. Eli Lilly and C C - Subject to F Order
: ZYAKAG3 1963

= Kristen Clouthier

= 09/13/2002

= 71468521

= Johnson

= Jil

= Anchorage

= AK

: office call - pt ion, goody bags, zyp pt education, cme opportunities- follow up with

hunt and heather for speaklng times

: Heather - got the message about need ing dates- she is taking boards monday so very proccupied at the

moment - will discuss wiht hunt mid next week and call. hunt - still interested yes - chid is sick so going home

to work - wmmllmncrheandheamerlalkgram mmkyousbrmanmp!ss

d in the cme - sharon smith - having
greatsuccasswlthzyponhermosldlﬁcunpistoo mahzaswalgtnmnbemanagedbuthasamlepls
ballooned up - she says she cant get these pts here to fill out any forms - discussed 5 minute sit down for
behavioral and weight watchers.. Jill johnson - always nice as can be - asked about using zyp as add on
therapy to ssri - said not indicated there but third parﬂed marvan and mcguire - it has been used in that
instance - discusses quick efect. -
: follow up with spanish zyp pt education, spanish walghl mgmt guides, water bottles for office and heather
hunt talks.

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

: ZYAKAG3 1964

= Kristen Clouthier

= 10/22/2002

= 72417917

= Judkins

= Hunter

= Fairbanks

= AK

: office call - zyp slim jim, cme, digfast card

: he has tried zyp sucessfully- reminded him of the apa - he said he has used it for a couple of pts that have
been previously treated with ssri and they beeame agitated or irritable. - no concems at the moment -
provided cme op to him - *****" "R

z R also on how to di more pts - broader pt profile -
compared vs risperdol and indications

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

: ZYAKAG3 2106

= Warren, John K
= 08/18/2003
= 80158589
= Steer
= Paul
= Anchorage
= AK

: met Dr. S. but he was in a rush so only had a minute to talk. asked him what he uses seroquel for?
< for patients not responding to ssri. rep sold him on it.

Page 6



FOLLOWUP
LEGEND
BATESNUMBER

NAME
CALLDATE
CALLID
PRESCRIBERLN
PRESCRIBERFN
CITY

STATE
ACTION

LEGEND
BATESNUMBER

: follow up and spend time of quality of Zyp. vs. Seroquel.
: State of Alaska v. Eli Lilly and Company: Confidential - Subject to Protective Order
: ZYAKAG3S 2939

= Warren, John K

= 10/14/2003

= 81807470

= Famr

liona

Anchorage

= AK

* quick visit to see Dr. Farr - also saw Dr Trujillo. briefly about d ion pts.and with SSRI
treatment. set up a lunch wirth office and also may need to take Dr. Farromforlunmmavoidhtarmpﬁms.
Need to remember to hammmer Zyp. safety versus Risperdal.

: State of Alaska v. Eli Lilly and Company: Confi - Subject to Prots Order

: ZYAKAG3 3133

Page



LANE POWELL LLC
301 West Northern Lights Boulevard, Suite 301

Anchorage, Alaska 99503-2648

2-29-08 Telephone 907.277.9511 Facsimile 907.276.2631

ot Usd 3

3-08

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

STATE OF ALASKA,
Plaintiff,
V.
Case No. 3AN-06-05630 CI
ELI LILLY AND COMPANY,
Defendant. ORDER

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 admissibility

of the State’s proposed “pre-admit™ exhibits will be held on March __, at a.m./p.m.
ORDERED this day of February/March, 2008.
The Honorable Mark Rindner

Judge of the Superior Court

I certify that on February 29, 2008, a copy
of the foregoing was served by hand on

Eric T. Sanders, Esq
Feldman Orlansky & Sanders
D




LANE POWELL LLC
301 West Northern Lights Boulevard, Suite 301
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Anchorage, Alaska 99503-2648
Telephone 907.277.9511 Facsimile 907.276.2631
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IN THE SUPERIOR COURT FOR THE STATE OF ALASKA
THIRD JUDICIAL DISTRICT AT ANCHORAGE

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

THIS COURT, having considered defendant Eli Lilly and Company’s Opposition
to Plaintiff’s Requests for Clarification of the Court’s Orders Excluding Evidence of Other
Drugs Manufactured by Defendant and Defendant’s Profits, Net Worth and the Price of
Zyprexa®:

IT IS HEREBY ORDERED that plaintiff’s two requests for clarification are
DENIED.

IT IS FURTHER ORDERED that this Court’s original Orders regarding these
Motions in Limine remain in effect with no modification.

ORDERED this day of February, 2008.

The Honorable Mark Rindner
Judge of the Superior Court

I certify that on February 27, 2008, a copy

of the foregoing was served by hand on

Eric T. Sanders, Es
Feldman Orlansky & Sanders
5800, S e 460




LANE POWELL LLC
301 West Northern Lights Boulevard, Suite 301

Anchorage, Alaska 99503-2648

Telephone 907.277.9511 Facsimile 907.

2762631 Nt 74 3 (3 /6 8

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

STATE OF ALASKA,
Plaintiff,
iy 24
Case No. 3AN-06-05630 CI
ELI LILLY AND COMPANY,
Defendant. ORDER

THIS COURT, having considered defendant Eli Lilly and Company’s Motion
Requesting Confidential Protections of Regulatory Communications Not Subject to Public
Disclosure, any response thereto, as well as applicable law:

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

IT IS FURTHER ORDERED that the Court and the parties shall protect from
disclosure Lilly’s 2007 confidential submissions to the FDA and the related communications
between Lilly and the FDA. This protection encompasses the documents as well as
references to the same through testimony or briefing.

ORDERED this day of February, 2008.

The Honorable Mark Rindner
Judge of the Superior Court

I certify that on February 28, 2008, a copy

of the foregoing was served by hand on

Eric T. Sanders, Esq
Feldman Orlansky & Sanders

S . Street, Sunte 49
Anchosge, A .‘I' Q
AP %
0098670038/163641.1




LANE POWELL LLC
301 West Northern Lights Boulevard, Suite 301

Anchorage, Alaska 99503-2648
Telephone 907.277.9511 Facsimile 907.276.2631

IN THE SUPERIOR COURT FOR THE STATE OF ALAS
THIRD JUDICIAL DISTRICT AT ANCHORAGE J%’ "’6\/[/

STATE OF ALASKA, ,,;;: % {o ’?o;,o:r O
» ) 40 '?Zb
Plaintiff, %ﬁ'
%,
sty
¥ % Qo
Case No. 3AN-06-05630 CI
ELI LILLY AND COMPANY,
Defendant.

ELI LILLY AND COMPANY’S MOTION TO RULE ON
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 proscribed by one or more of Alaska's Rules of Evidence.

Additionally, on February 27, 2008, the Court granted, in part, Lilly’s
supplemental motion seeking dismissal of the State’s claims pursuant to the UTPCPA
exemption and federal preemption, dismissing the State’s UTPCPA claims concerning Lilly’s

alleged marketing activity, but denying the motion as it related to Zyprexa's® labeling. Lilly

" Transcript of Pretrial Hearing, February 22, 2008, at 45:22 to 46:8.

A9 ecifically, the State’s documents are inadmissible under Alaska Rules of Ev idence 401-
404, 701, 801-802, and/or 901-902.




LANE POWELL LLC
301 West Northern Lights Boulevard, Suite 301

Anchorage, Alaska 99503-2648
Telephone 907.277.9511 Facsimile 907.276.2631

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 . . . .™

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 and Company’s Motion to Rule on Before-Trial Admission of the State’s “Pre-Admit” List
State of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 CT) Page 2 of 4




LANE POWELL LLC
301 West Northern Lights Boulevard, Suite 301

Anchorage, Alaska 99503-2648
Telephone 907.277.9511 Facsimile 907.276.2631

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
an internal Lilly document related solely to sales-representative training. The document
discusses Lilly’s presence in the primary care field, sales messages and strategies based on
market segmentation, training for sales representatives related to their interaction with
physicians, and discussions of promotional material for use with physicians. This
information was relevant only to the State’s promotion-based UTPCPA claims and has no
bearing on the State’s remaining, label-based claims.

Lilly has attached as Exhibit “A,” a complete list of the State’s proposed “pre-
admit” exhibits. The first column of Exhibit A, titled “Trialx#,” is a list of the State’s “pre-
admit” list, sorted in numerical order. The second column of Exhibit “A™ delineates each of
the bases for Lilly’s objections to each document. Lilly has also provided courtesy copies of

the State’s “pre-admit” documents for the Court’s review.

Eli Lilly and Company’s Motion to Rule on Before-Trial Admission of the State’s “Pre-Admit™ List
State of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 CI) Page 3 of 4




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

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

and
LANE POWELL LLC
Attorneys for Defendant

o (LEH islymo R

Brewster H. Jamieson, ASBA No. 8411122
Andrea E. Girolamo-Welp, ASBA No. 0211044

1 certify that on February 29, 2008, a copy of
the foregoing was served by hand on

Eric T. Sanders, E
Feldman Otluuk)sg: Sanders
500 L Street, Suite 490

rage, Alaskg 995

Anchorage, Alaska 99503-2648
Telephone 907.277.9511 Facsimile 907.276.2631

Y

LANE POWELL LLC
301 West Northern Lights Boulevard, Suite 301

Eli Lilly and Company’s Motion to Rule on Before-Trial Admission of the State’s “Pre-Admit” Li
State of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 CI) sl Page 4 of 4
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Lilly's Responses to the State's Pre-Admission List

iriehs Exhibit Ne Nﬂwﬁ (Alaska R. Evid. 401, 402) to
1 Zyprexa MDL Plaintiffs' it No s e 7
00019 Labeling Claims: Internal Lilly training material;
Prejudicial, Confusing, Waste of Time (Alaska R.
vid. 403)
‘oundation (Alaska R. Evid. 901)
2 Zyprexa MDL Plaintiffs' Exhibit No 'Hmly;ngreewadmk-mee‘
195
3 |Zyprexa MDL Plaintiffs' Exhibit No NﬂRzlevm(AlshR.de.wl 402) to
00284 LLabeling Claims: Lilly material;
safety information dictated by "fair balance”
by federal law;
udicial, Confusing, Waste of Time (Alaska R.
vid. 403)
4 Zyprexa MDL Plaintiffs' Exhibit No IM.LL. regarding Foreign Regulatory Actions
00320 ML.LL. regarding adverse events
Not Relevant (Alaska R. Evid. 401, 402)
PPrejudicial, Confusing, Waste of Time (Alaska R.
|Evid. 403)
Hearsay (Alaska R. Evid. 801, 802)
5 Zyprexa MDL Plaintiffs' Exhibit No \Hearsay; agree to admit - notice
00439
6 |Zyprexa MDL Plaintiffs' Exhibit No IHearsay; agree to admit - notice
100775
7 Zyprexa MDL Plaintiffs' Exhibit No Hearsay; agree to admit - notice
00778
8 Zyprexa MDL Plaintiffs’ ExhibitNo  |Agree to admit
100918
9 |Zyprexa MDL Plaintiffs' Exhibit No (Not Relevant (Alaska R. Evid. 401, 402) to
00942 Labeling Cla:ms Pmmouonal malcml (any
luded safety is i P
fto federal regulation)
10 |{Zyprexa MDL Plaintiffs' Exhibit No Nol Relevant (Alaska R. Evid. 401, 402) to
00946 Labeling Claims: internal marketing plan
Prejudicial, Confusing, Waste of Time (Alaska R.
Evid. 403)
Hearsay (Alaska R. Evid. 801, 802)
L [Foundation (Alaska R. Evid. 901)
| 11 [Zyprexa MDL Plaintiffs' Exhibit No INot Relevant (Alaska R. Evid. 401, 402) to
100985 Labeling Claims: glossary of marketing terms
[Prejudicial, Confusing, Waste of Time (Alaska R.
‘ |Evid. 403)
- —_— — ! e —
[ 12 |Zyprexa MDL lenuﬂ's Exhibit No !M.I.L. regarding adverse events
[ 00988 {Compound Exhibit
13 varexn MDL Plaintiffs' Exhibit No |Agree to admit
|
e e it —— SR
EXHIBIT d:
PAGE_| oF /4
A K




Trialx#

=

to the State's Pre-Admission List

14

{Zyprexa MDL Plaintiffs' Exhibit No
00995

INot Relevant (Alaska R. Evid. 401, 402) to
ILabeling Claims: information concerning

imarketplace;
judicial, Confusing, Waste of Time (Alaska R.
vid. 403)

Zyprexa MDL Plaintiffs' Exhibit No
01077

Not Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: internal planning document over
one year before promotion to primary care

gk .
Prejudicial, Confusing, Waste of Time (Alaska R.
vid. 403)

yprexa MDL Plaintiffs' Exhibit No
01079

INot Relevant (Alaska R. Evid. 401, 402) to
LLabeling Claims: communications to primary care
sales force

M.LL. regarding Profits and Price; Other Lilly
Drugs; Prejudicial, Confusing, Waste of Time
Alaska R. Evid. 403)

Zyprexa MDL Plaintiffs' Exhibit No
01110

INot Relevant (Alaska R. Evid. 401, 402) to
LLabeling Claims: internal planning document
regarding internal market research, marketplace
ptions, and planning for proposed sales
representative communications

PPrejudicial, Confusing, Waste of Time (Alaska R.
vid. 403)

Zyprexa MDL Plaintiffs' Exhibit No
01111

[Not Relevant (Alaska R. Evid. 401, 402) to
[Labeling Claims: internal planning document
regarding internal market research, marketplace
perceptions, and planning for p d sales
representative communications

Prejudicial, Confusing, Waste of Time (Alaska R.
Evid. 403)

P

19

Zyprexa MDL Plaintiffs' Exhibit No
{01145

IshTm Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: internal marketing strategy
\document

Prejudicial, Confusing, Waste of Time (Alaska R.
Evid. 403)

20

b

== B

21 |Zyprexa MDL Plaintiffs' Exhibit No

1Zyprexa MDL Plaintiffs' Exhibit No
01169

"01215

Not Relevant (Alaska R. Evid. 401, 402) |
Prejudicial, Confusing, Waste of Time (Alaska R.
Evid. 403)

Character Evidence (Alaska R. Evid. 404)

INo allegation statements made in Alaska

INot Relevant (Alaska R. Evid. 401, 402) to
|Labeling Claims: internal document concerning

P to anticipated questi
EPrejudiciaI. Confusing, Waste of Time (Alaska R.
Evid. 403)
Not a Complete Document

EXHIBIT _ A
PAGE__ =X OF




Trialx#

-

to the State's Pre-Admission List

{Zyprexa MDL Plaintiffs' Exhibit No
01301

ub)
INot Relevant (Alaska R. Evid. 401, 402) to
ILabeling Claims: internal marketing plan
IPrejudicial, Confusing, Waste of Time (Alaska R.
vid. 403)
M.LL. regarding Profits and Price

23

yprexa MDL Plaintiffs' Exhibit No
1345

Hearsay; agree to admit - notice

yprexa MDL Plaintiffs' Exhibit No
01349

\Agree to admit

25

Zyprexa MDL Plaintiffs' Exhibit No
01408

M.LL. regarding adverse events

M.LL. regarding Foreign Regulatory Actions
Hearsay (Alaska R. Evid. 801, 802)

Not a Complete Document

‘Compound Exhibit

26

Zyprexa MDL Plaintiffs' Exhibit No
01419

INot Relevant (Alaska R. Evid. 401, 402) to
L;bcllug Claims: internal planning dowment

PP ities for line

Prejudicial, Confusing, Waste of Time (Alaska R.
Evid. 403)

27

Zyprexa MDL Plaintiffs' Exhibit No
01440

les-y: agree to admit - notice

28

[Zyprexa MDL Plaintiffs' Exhibit No
101449

Hearsay; agree to admit - notice

29

Zyprexa MDL Plaintiffs' Exhibit No
01452

Hearsay; agree to admit - notice

30

Zyprexa MDL Plaintiffs' Exhibit No
01453

Hearsay; agree to admit - notice

31

Zyprexa MDL Plaintiffs' Exhibit No
01456

Hearsay; agree to admit - notice

33

Zyprexa MDL Plaintiffs' Exhibit No
101480

[Not Relevant (Alaska R. Evid. 401, 402) to
|Labeling Claims: internal draft meeting agenda
jand notes of marketing employee

[Prejudicial, Confusing, Waste of Time (Alaska R.
|Evid. 403)

[Foundation (Alaska R. Evid. 901) |

\Zyprexa MDL Plaintiffs’ Exhibit No
01586

| —

I
|Agree to admit

iy

L

|Zyprcxa MDL Plaintiffs' Exhibit No
01602

ENm Relevant (Alaska R. Evid. 401, 402) |
|Prejudicial, Confusing, Waste of Time (Alaska R.
Evid. 403)

[Not a Complete Document

|Foundation (Alaska R. Evid. 901)

EXHIBIT &
PAGE 53 OF [i




=

v
's to the State's Pre-Admission List
ralxd e Evid. 401, 402)
yprexa MDL Plaintiffs’ Exhibit No t Relevant (Alaska R.
= 01603 , Confusing, Waste of Time (Alaska R.
vid. 403)
Not a Complete Document
36 (Zyprexa MDL Plaintiffs' Exhibit No Not Relevant (Alaska R. Evid. 401, 402)
01604 carsay (Ahsktlt Evid. 801, 802)
Confusing, Waste of Time (Alaska R.
vid. 403)
INot a Complete Document
Foundation (Alaska R. Evid. 901)
Compound Exhibit
37 |Zyprexa MDL Plaintiffs' Exhibit No INot Relevant (Alaska R. Evid. 401, 402)
01605 earsay (Alaska R. Evid. 801, 802)
judicial, Confusing, Waste of Time (Alaska R.
vid. 403)
Not a Complete Document
IFoundation (Alaska R. Evid. 901)
38 [Zyprexa MDL Plaintiffs' Exhibit No Not Relevant (Alaska R. Evid. 401, 402) to
01857 ILabeling Claims: training and compliance with
internal policy and law not at all connected to label
39 Zyprexa MDL Plaintiffs' Exhibit No INot Relevant (Alaska R. Evid. 401, 402) to
01926 LLabeling Claims: internal Lilly training material
Prejudicial, Confusing, Waste of Time (Alaska R.
Evid. 403)
Foundation (Alaska R. Evid. 901)
40 [Zyprexa MDL Plaintiffs' Exhibit No INot Relevant (Alaska R. Evid. 401, 402) to
101962 Labeling Claims: internal Lilly training material
Prejudicial, Confusing, Waste of Time (Alaska R.
Evid. 403)
41 Zyprexa MDL Plaintiffs' Exhibit No ‘Agree to admit
02197
42 |Zyprexa MDL Plaintiffs' Exhibit No Hearsay; agree to admit - notice
02368
43 |[Zyprexa MDL Plaintiffs’ Exhibit No M.LL. regarding Profits and Price |
102588 [Not Relevant (Alaska R. Evid. 401, 402)
|Prejudicial, Confusing, Waste of Time (Alaska R.
[Evid. 403)
I’Hcarsay (Alaska R. Evid. 801, 802)
44 Zyprexa MDL Plaintiffs’ Exhibit No T’Nol Relevant (Alaska R. Evid. 401, 402) ’
03109 Prejudicial, Confusing, Waste of Time (Alaska R.
[Evid. 403)
{Internal discussions regarding proposed actions,
‘unrelaled to labeling
45 Zyprexa MDL PIa.mulTs Exhibit No Nol Relevant (Alaska R. Evid. 401, 402) to
03211 Lubclmg Claims: internal commumcanons re:
P ial sales rep
|
|
4

EXHIBIT ﬂ:
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Lilly's Res,

=

to the State's Pre-Admission List

rialx#
46 |Zyprexa MDL Plaintiffs' Exhibit No

3223

Not Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: internal document discussing

strategy

IMLLL. regarding Call Notes, Sales Reps Outside
Rk -

Prejudicial, C ing, Waste of Time (Alaska R.

vid. 403)
Evidence (Alaska R. Evid. 404)
ubsequent Remedial Measures (Alaska R. Evid.

407)
Hearsay (Alaska R. Evid. 801, 802)

yprexa MDL Plaintiffs' Exhibit No
3567

\Agree to admit

48

kyprexn MDL Plaintiffs' Exhibit No
3680

IHearsay; agree to admit - notice

49

Zyprexa MDL Plaintiffs' Exhibit No
03816

Not Relevant (Alaska R. Evid. 401, 402) to
[Labeling Claims

M.LL. regarding adverse events

M.LL. regarding Foreign Regulatory Actions
Hearsay (Alaska R. Evid. 801, 802)

|Prejudicial, Confusing, Waste of Time (Alaska R.
[Evid. 403)

50

[Zyprexa MDL Plaintiffs' Exhibit No
103872

INot Relevant (Alaska R. Evid. 401, 402) to
ILabeling Claims: internal planning document that
discusses market positioning and strategy

MIL regarding Profits and Price

PPrejudicial, Confusing, Waste of Time (Alaska R.
[Evid. 403)

Foundation (Alaska R. Evid. 901)

[Not Authenticated (Alaska R. Evid. 901, 902)

5

‘Zyprexa MDL Plaintiffs' Exhibit No
03909

M.LL. regarding Other Lilly Litigation
PPrejudicial, Confusing, Waste of Time (Alaska R.
Evid. 403) |

‘Zyprexa MDL Plaintiffs' Exhibit No
03924

[Not Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Internal marketing plan

MIL regarding Profits and Price

Prejudicial, Confusing, Waste of Time (Alaska R. |
[Evid. 403)

[Foundation (Alaska R. Evid. 901) |
Not Authenticated (Alaska R. Evid. 901, 902)

Zyprexa MDL Plaintiffs' Exhibit No
03927

yNol Relevant (Alaska R. Evid. 401, 402) to |
{Labeling Claims: Draft internal marketing slide

2 2 P percep
Prejudicial, Confusing, Waste of Time (Alaska R.
[Evid. 403)

Lay Witness Opinion (Alaska R. Evid. 701)

Not a Complete Document

[Foundation (Alaska R. Evid. 901)

iNot Authenticated (Alaska R. Evid. 901, 902)

ExHIT _ A
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to the State's Pre-Admission List

‘!rhlxﬂ
54 Zyprexa MDL Plaintiffs' Exhibit No

bject
INot Relevant (Alaska R. Evid. 401, 402) to

|Labeling Claims: Internal marketing video not
ot 'shown to physicians or sales reps has nothing to
do with labeling
judicial, Confusing, Waste of Time (Alaska R.
vid. 403)
55 (Zyprexa MDL Plaintiffs' Exhibit No NotRelevm(AhshR.Evid_M)l,M)_w
E«)SI Labeling Claims: Internal briefing, labeling not
discussed
Foundation (Alaska R. Evid. 901)
56 |Zyprexa MDL Plaintiffs' Exhibit No Agree to admit
04176
57 |Zyprexa MDL Plaintiffs' Exhibit No INot Relevant (Alaska R. Evid. 401, 402) to
04365 Labeling Claims: Marketing and planning
document
IM.L.L. regarding Profits and Price
IPrejudicial, Confusing, Waste of Time (Alaska R.
[Evid. 403)
58 |Zyprexa MDL Plaintiffs' Exhibit No INot Relevant (Alaska R. Evid. 401, 402)
04436 M.LL. regarding Foreign Regulatory Actions,
Foundation (Alaska R. Evid. 901)
INot Authenticated (Alaska R. Evid. 901, 902)
59 |Zyprexa MDL Plaintiffs' Exhibit No INot Relevant (Alaska R. Evid. 401, 402) to
04532 Labeling Claims: draft, incomplete marketing
iplanning document
Prejudicial, Confusing, Waste of Time (Alaska R.
Evid. 403)
[Foundation (Alaska R. Evid. 901)
[Not Authenticated (Alaska R. Evid. 901, 902)
60 |Zyprexa MDL Plaintiffs' Exhibit No IPrejudicial, C ing, Waste of Time (Alaska R.
04784 Evid. 403)
INot a Complete Document
Draft months before document was made final
61 [Zyprexa MDL Plaintiffs' Exhibit No Hearsay; agree to admit - notice
04815
62 |Zyprexa MDL Plaintiffs' Exhibit No Agree to admit subject to M.LL. regarding |
104858 ladverse events (hearsay - notice) 1
63 |Zyprexa MDL Plaintiffs’ Exhibit No M.LL. regarding adverse events
04864 M.LL. regarding Foreign Regulatory Actions
Not Relevant (Alaska R. Evid. 401, 402)
[Hearsay (Alaska R. Evid. 801, 802)
|Prejudicial, Confusing, Waste of Time (Alaska R.
Evid. 403)
64 |Zyprexa MDL Plaintiffs' Exhibit No |Hearsay; agree to admit - notice
04871

el
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05073

rialx#
65 Zyprexa MDL Plaintiffs' Exhibit No
04968
403)
rief references to labeling are admissible from
other sources
66 |Zyprexa MDL Plaintiffs' Exhibit No Not Relevant (Alaska R. Evid. 401, 402) to

ILabeling Claims: internal marketing strategy
document

67 Zyprexa MDL Plaintiffs' Exhibit No

05078

Not Relevant (Alaska R. Evid. 401, 402)

M.LL. regarding Foreign Regulatory Actions
Hearsay (Alaska R. Evid. 801, 802)

Prejudicial, Confusing, Waste of Time (Alaska R.
[Evid. 403)

68 Zyprexa MDL Plaintiffs' Exhibit No

105522

Not Relevant (Alaska R. Evid. 401, 402) to

LLabeling Claims: market research/marketing

planning document

Prejudicial, Confusing, Waste of Time (Alaska R.
vid. 403)

Hearsay (Alaska R. Evid. 801, 802)

69 |Zyprexa MDL Plaintiffs' Exhibit No

05565

INot Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Internal communication
" 4 1o anticipated

questions in Germany.

MIL re: Foreign Regulatory Actions

Prejudicial, Confusing, Waste of Time (Alaska R.
Evid. 403)

70 Zyprexa MDL Plaintiffs' Exhibit No

‘ 'FISS%

[Not Relevant (Alaska R. Evid. 401, 402) to |
Labeling Claims: Internal document regarding |
sales force communications

M.LL. regarding Profits and Price

iZyprexa MDL Plaintiffs' Exhibit No
105913

[Not Relevant (Alaska R. Evid. 401, 402) to
|Labeling Claims:

MIL regarding Other Lilly Litigation; Profits and
|Price

1Prejudicial, Confusing, Waste of Time (Alaska R.
Evid. 403)

72 | Zyprexa MDL Plaintiffs' Exhibit No

06128

|
e e

73 |Zyprexa MDL Plaintiffs’ Exhibit No
106215

[Not Relevant (Alaska R. Evid. 401, 402) to |
|Labeling Claims: discussion regarding how to
position marketing outside of the United States in |
reaction to referenced study is not in the case
Hearsay

Not Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Internal strategy document
M.LL. regarding Profits and Price

Prejudicial, Confusing, Waste of Time (Alaska R.
Evid. 403)

EXHIBIT A:
PAGE 2 OF [i
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L
's to the State's Pre-Admission List
rialx# ub)
74 Zyprexa MDL Plaintiffs' Exhibit No INot Relevant (Alaska R. Evid. 401, 402) to
06360 Labeling Claims: Internal strategy document
Prejudicial, Confusing, Waste of Time (Alaska R.
[Evid. 403)
75 Zyprexa MDL Plaintiffs’ Exhibit No Not Relevant (Alaska R. Evid. 401, 402) to
06890 Labeling Claims: Internal strategy document
Prejudicial, Confusing, Waste of Time (Alaska R.
vid. 403)
Witness Opinion (Alaska R. Evid. 701)
76 Zyprexa MDL Plaintiffs' Exhibit No earsay; agree to admit - notice
06998
77 |Zyprexa MDL Plaintiffs' Exhibit No Hearsay; agree to admit - notice
06999
78 |Zyprexa MDL Plaintiffs’ Exhibit No Agree to admit
07028
79 |Zyprexa MDL Plaintiffs' Exhibit No M.LL. regarding adverse events
07731 Not Relevant (Alaska R. Evid. 401, 402)
Hearsay (Alaska R. Evid. 801, 802)
Prejudicial, Confusing, Waste of Time (Alaska R.
Evid. 403)
Not a Complete Document
Foundation (Alaska R. Evid. 901)
80 |Zyprexa MDL Plaintiffs' Exhibit No Not Relevant (Alaska R. Evid. 401, 402)
07802 Prejudicial, Confusing, Waste of Time (Alaska R.

||

i

Evid. 403)

[Not a Complete Document
[Foundation (Alaska R. Evid. 901)
[Not Authenticated (Alaska R. Evid. 901, 902) |

81 rl.yprcxa MDL Plaintiffs' Exhibit No
107804
|
I | i e s
‘ 82 [Zyprexa MDL Plaintiffs’ Exhibit No
07822
1 g
83 Zyprexa MDL Plaintiffs’ Exhibit No
11079”
84 ‘Zyprcxn MDL Plaintiffs' Exhibit No
08042
| 85 |[Zyprexa MDL Plaintiffs’ Exhibit No

| 08141

[Not Relevant (Alaska R. Evid. 401, 402)
|Prejudicial, Confusing, Waste of Time (Alaska R.
[Evid. 403)

M.LL. regarding Profits and Price

INot Relevant (Alaska R. Evid, 401, 402)
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 Lilly training material

Agree to admit as to pp. 1-2.
No foundation as to p. 3 (Alaska R. Evid. 901).

Not Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Draft internal planning strategy
document
Prejudicial, Confusing, Waste of Time (Alaska R.
Evid. 403)

EXHBIT __A-
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R
's to the State's Pre-Admission List
rialx# ect
86 gsmWLPwnﬂm‘Exhitho |Agree to admit
2
87 |Zyprexa MDL Plaintiffs' Exhibit No INot Relevant (Alaska R. Evid. 401, 402) to T

Labeling Claims: Internal strategy document 1 ey
relating to primary care k
M.LL. regarding Profits and Price ¥V ik
Prejudicial, Confusing, Waste of Time (Alaska R. (=g
[Evid. 403) e

88

‘Zyprexa MDL Plaintiffs' Exhibit No
08562

Not Relevant (Alaska R. Evid. 401, 402) to
ILabeling Claims: Internal document describing
the structure of a team that is not relevant to any
labeling claims

'Waste of Time (Alaska R. Evid. 403)

89

Zyprexa MDL Plaintiffs' Exhibit No
08564

INot Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Internal marketing planning
document

IM.LL. regarding Profits and Price
Foundation (Alaska R. Evid. 901)

{Zyprexa MDL Plaintiffs' Exhibit No
08584

INot Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Internal planning document
M.LL. regarding Profits and Price

Prejudicial, Confusing, Waste of Time (Alaska R.
Evid. 403)

Foundation (Alaska R. Evid. 901)

Not Authenticated (Alaska R. Evid. 901, 902)

91

92

93

94

95

Zyprexa MDL Plaintiffs' Exhibit No
08632

INot Relevant (Alaska R. Evid. 401, 402) to
Labeling Clalms lntcmal document dlscussmg
sa.ls P ion with physi

Zyprexa MDL Plaintiffs' Exhibit No
108666

‘Agtee to admit |
|

{Zyprexa MDL Plaintiffs' Exhibit No
08911

!Z)prcxa MDL Plaintiffs' Exhibit No
08960

INot Relevant (Alaska R. Evid. 401, 402) to
[Labeling C! Imms lnlemal document concemmg
isales repr ion with p

Prejudicial, Confusing, Waste of Tlme(Alaska R.
Evid. 403)

[Character Evidence (Alaska R. Evid. 404)
|[Foundation (Alaska R. Evid. 901)

INot Relevant (Alaska R. Evid. 401, 402) to
|Labeling Claims: Internal training document for
isales rcprescnlmncs

!Z.yprexa MDL Plaintiffs’ Exhibit No
108997

\el Relevant (Alaska R. Evid. 401, 402) 1o
|Labeling Claims: Internal document not relevant

llo labeling claims

rPrqudlcml Confusing, Waste of Time (Alaska R.

[Evid. 403)

[Not a Complete Document

exumir _A
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Trialx#

Zyprexa MDL Plaintiffs' Exhibit No Not Relevant (Alaska R. Evid. 401, 402) to
09054 LLabeling Claims: Internal strategy document

conceming planning

M.LL. regarding Profits and Price

M.LL. regarding Foreign Regulatory Actions
Hearsay (Alaska R. Evid. 801, 802)

97

Zyprexa MDL Plaintiffs’ Exhibit No INot Relevant (Alaska R. Evid. 401, 402) to
09070 ILabeling Claims: Document discussing the

industry g lly, the general
corporate structure of Lilly
IM.LL. regarding Profits and Price
PPrejudicial, Confusing, Waste of Time (Alaska R.
[Evid. 403)
Lay Witness Opinion (Alaska R. Evid. 701)
Hearsay (Alaska R. Evid. 801, 802)

98

| 100 Zyprexa MDL Plaintiffs' Exhibit No |Hearsay; agree to admit - notice

!

101 ‘Zyprexn MDL Plaintiffs' Exhibit No Prejudicial, Confusing, Waste of Time (Alaska R.

\Zyprexa MDL Plaintiffs' Exhibit No Not Relevant (Alaska R. Evid. 401, 402) to
109073 Labeling Claims: Document discussing Lilly's
corporate structure

IM.LL. regarding Profits and Price

PPrejudicial, Confusing, Waste of Time (Alaska R.
Evid. 403)

Hearsay (Alaska R. Evid. 801, 802)

[Foundation (Alaska R. Evid. 901)

Zyprexa MDL Plaintiffs' Exhibit No INot Relevant (Alaska R. Evid. 401, 402) to
09165 ‘Labeling Claims: Internal planning
d garding perceptions of the

| imarket
| |Prejudicial, Confusing, Waste of Time (Alaska R.
[Evid, 403)
'Foundation (Alaska R. Evid. 901)
i [Not Authenticated (Alaska R. Evid. 901, 902)

|09201

09281 Evid. 403)
102 Zyprexa MDL Plaintiffs’ Exhibit No Not Relevant (Alaska R. Evid. 401, 402) to
09624 Labeling Claims: Internal marketing and planning
document

104 Zyprexa MDL Plaintiffs’ Exhibit No Not Relevant (Alaska R. Evid. 401, 402) to

M.LL. regarding Profits and Price

Hearsay (Alaska R. Evid. 801, 802)

Prejudicial, Confusing, Waste of Time (Alaska R
Evid. 403)

103 Zyprexa MDL Plaintiffs’ Exhibit No Not Relevant (Alaska R. Evid. 401, 402) to

09722 Labeling Claims: Internal document related to
interactions with physicians

09739 Labeling Claims: Internal planning document
| Prejudicial, Confusing, Waste of Time (Alaska R.
Evid. 403)

EXHIBIT d:
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[ [Trialx# ubject
105 [Zyprexa MDL Plaintiffs' Exhibit No INot Relevant (Alaska R. Evid. 401, 402) to
07 LnbeliugClaims. Internal document
related to Z
Prejutﬁcul Confusing, Waste of Time (Alaska R.
|Evid. 403)
Not a Complete Document

106 |Zyprexa MDL Plaintiffs' Exhibit No INot Relevant (Alaska R. Evid. 401, 402) to
09808 Labeling Claims: Internal document discussing
available programs.

Foundation (Alaska R. Evid. 901)

Prejudicial, Confusing, Waste of Time (Alaska R.
vid. 403)

10

=

{Zyprexa Plaintiff's Exhibit 10017 INot Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Internal document discussing
Lilly's foreign sales force

M.LL. regarding Foreign Regulatory Actions
PPrejudicial, Confusing, Waste of Time (Alaska R.
Evid. 403)

[Foundation (Alaska R. Evid. 901)

108 |Zyprexa Plaintiff's Exhibit 10025 INot Relevant (Alaska R. Evid. 401, 402) to

| Labeling Claims: Internal document from
Marketing to the sales force

| M.LL. regarding Other Lilly drugs

1 Prejudicial, Confusing, Waste of Time (Alaska R.

Evid. 403)
Foundation (Alaska R. Evid. 901)

[Not Authenticated (Alaska R. Evid. 901, 902)
;M.I.L. regarding Other Lilly drugs

i
| I
109 Ivarc)m Plaintiff's Exhibit 10026 ‘Nol Relevant (Alaska R. Evid. 401, 402) to "
[
|

| [ iLabeIing Claims: Internal company material
| | related to sales force communications

‘ Prejudicial, Confusing, Waste of Time (Alaska R. |
\ [EVId 403)

| 110 ‘Z)prc\a Plaintiff's Exhibit 10027 Not Relevant (Alaska R. Evid. 401, 402) to

‘ |Labeling Claims: Internal company material
related to sales force commission

' ‘ [Prejudicial, Confusing, Waste of Time (Alaska R. ‘
Evid. 403)

|
o

| 111 [Zyprexa Plaintiff's Exhibit 10029 [Not Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Internal document discussing

‘ ftraining of sales representatives to interact with
physicians

" 112 wZ\prc:\ﬂ Plaintiff's Exhibit 10030 Not Relevant (,-\l.uka R. Evid. 401, 402) 10

‘ Labeling Claims: promotional material in its final
’ [ form, as subjected to federal law and regulation

| Prejudicial, Confusing, Waste of Time (Alaska R.

# Evid. 403)

5 A,

ExuBiT /A
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Trialx# ub) )
113 Zyprexa Plaintiff's Exhibit 10031 ot Relevant (Alaska R. Evid. 401, 402) to

ILabeling Claims: Internal document among
imarketing team

IMLLL. regarding Other Lilly Litigation
Hearsay (Alaska R. Evid. 801, 802)

114

Zyprexa Plaintiff's Exhibit 10038

INot Relevant (Alaska R. Evid. 401, 402)
M.LL. regarding Other Lilly Litigation; Profits

and Price
Prejudicial, Confusing, Waste of Time (Alaska R.
[vid. 403) ‘

» or Offer to Comp (AlaskaR.
[Evid. 408)

Insurance (Alaska R. Evid. 411)

115

Zyprexa Plaintiff's Exhibit 10041

INot 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)

[Foundation (Alaska R. Evid. 901)

a

[Zyprexa Plaintiff's Exhibit 10061

INot Relevant (Alaska R. Evid. 401, 402) to
labeling

M.1.L. regarding Profits and Price

PPrejudicial, Confusing, Waste of Time (Alaska R.
Evid. 403)

Hearsay (Alaska R. Evid. 801, 802)

117

Zyprexa Plaintiffs Exhibit 10064

Not Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Internal planning document
Prejudicial, Confusing, Waste of Time (Alaska R.
Evid. 403)

Foundation (Alaska R. Evid. 901) |

118

|

119

|

[r—

Zyprexa Plaintiff's Exhibit 10066

Zyprexa Plaintiff's Exhibit 10068

120 Zyprexa Plaintiffs Exhibit 10094

ot Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Internal document discussing
marketplace perceptions

|Prejudicial, Confusing, Waste of Time (Alaska R.

fvid. 403)

"Nol Relevant (Alaska R. Evid. 401, 402) to
iLabcling Claims: Internal document describing
jsales representatives' interactions with

iphysicians

Prejudicial, Confusing, Waste of Time (Alaska R.
Evid. 403); Foundation (Alaska R. Evid. 901)

[M.LL. 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

1407)

[Hearsay (Alaska R. Evid. 801, 802)

12

ExHBiT _A
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Trialx#

121 Zyprexa Plaintiff's Exhibit 10095

udicial, Confusing, Waste of Time (Alaska R.
id. 403)

407)

(Alaska R. Evid.

yprexa Plaintiff's Exhibit 10097

INot Relevant (Alaska R. Evid. 401, 402) to ,
ILabeling Claims: Internal document concerning

123 [Zyprexa Plaintiff's Exhibit 10104

ML.LL. regarding Recent Events

Not Relevant (Alaska R. Evid. 401, 402)
Prejudicial, Confusing, Waste of Time (Alaska R.
[Evid. 403)

Subsequent Remedial Measures (Alaska R. Evid.
407

124 Zyprexa Plaintiff's Exhibit 10105

IM.LL. regarding Foreign Regulatory Actions

M.LL. regarding Recent Regulatory Events

INot Relevant (Alaska R. Evid. 401, 402)

Prejudicial, Confusing, Waste of Time (Alaska R.
vid. 403)

407)

Fio1 M

(Alaska R. Evid.

12

O

Zyprexa Plaintiff's Exhibit 10107

IM.LL. 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)

126 [Zyprexa Plaintiff's Exhibit 10108

127 [Zyprexa Plaintiffs Exhibit 10109

128 [Zyprcxa Plaintiff's Exhibit 10110

g

M.LL. regarding Recent Regulatory Events

INot Relevant (Alaska R. Evid. 401, 402)

Prejudicial, Confusing, Waste of Time (Alaska R. |

Evid. 403) ’

Subsequml Remedial Measures (Alaska R. Evid. |
07) |

|Hearsay (Alaska R. Evid. 801, 802)

M.LL. regarding Recent Regulatory Events |
INot Relevant (Alaska R. Evid. 401, 402)
Prejudicial, Confusing, Waste of Time (Alaska R.
[Evid. 403)
ISub

o7y
[Hearsay (Alaska R. Evid. 801, 802)
M.LL. 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)

(AlaskaR. Evid. |

R. dial M.

EXHIBIT
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Lilly's Responses to the State's Pre-Admission List
rialx# ubject
129 [Zyprexa Plaintiff's Exhibit 10111 LLL. regarding Recent Regulatory Events

ot Relevant (Alaska R. Evid. 401, 402)

zjudicial, Confusing, Waste of Time (Alaska R.
vid. 403)

ibsequent Remedial Measures (Alaska R. Evid.
M07)

Hearsay (Alaska R. Evid. 801, 802)

EXHIBIT
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IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRICT AT ANCHORAGE

¢
58,
STATE OF ALASKA, ) %:%’a %
) oy féb P/,,v of 74
Plaintiff, ) Bt g
) i N
: 05630 CI U os Do,
V. ; Case No. 3AN-06- %ZO?%% 3
ELI LILLY AND COMPANY, )
)
Defendant. )
)

PLAINTIFE’S SUBMISSION OF EXHIBITS TO BE PRE-ADMITTED
FOR USE DURING OPENING STATEMENT

Plaintiff hereby submits certain of Plaintiff’s Exhibits for review by the Court to
determine their admissibility in advance of Opening Statements. See Attachment A
hereto. Each of these exhibits is objected to by Defendant as indicated in Lilly’s
Response to Plaintiff’s Pre-Admit Exhibit List. See Attachment B. The Plaintiff’s
Exhibits being submitted for the Court’s review for use in Opening Statement are only a
subset of the exhibits listed in Lilly’s Response and for the Court’s convenience, Plaintiff
has highlighted Lilly’s Response to indicate which of the exhibits are included in this
submission to which Lilly objects.

Plaintiff 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
has not yet had an opportunity to indicate its objections to those particular exhibits, See

Attachment C. Plaintiff assumes that Defendant will object to them all.



.

With respect to certain exhibits, particularly lengthy exhibits, the Plaintiff has for
the Court’s convenience highlighted particularly pertinent sections. In addition, Plaintiff
attaches a letter from Scott Allen regarding the admissibility of certain exhibits and
categories of exhibits. 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 Plaintiff’s positions regarding the admissibility of these documents.

Respectfully submitted this 29th day of February, 2008.
FELDMAN, ORLANSKY & SANDERS

Counsel for Plaintiff

~

BY

Eric T. Sanders
Alaska Bar No. 7510085
500 L Street

Suite 400

Anchorage, AK 99501
(907) 272-3538

GARRETSON & STEELE
Matthew L. Garretson
Joseph W. Steele

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

Counsel for Plaintiff

RICHARDSON, PATRICK, WESTBROOK
& BRICKMAN, LLC
H. Blair Hahn
Christiaan A. Marcum
P.O. Box 1007
Mt. Pleasant, SC 29465



(843) 727-6500
Counsel for Plaintiff

CERTIFICATE OF SERVICE

H.mﬁl[imofAM&ha:byomiﬁaﬂ-ihn-dmkmdmhhﬁvﬁdslmdwow-mﬂwh
Support of Plaintif"s Motion to Compel via hand delivery on February 2008.

(907)272-3538

COUNSEL FOR PLAINTIFF
Defendant’s Counsel

George Lehner, Esq.
The Hotel Captain Cook

Dated February . 2008
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Lilly's Resp

to the State's Pre-Admission List

Subject

rialx#
Zyprexa MDL Plaintiffs' Exhibit No
19

'Not Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: I Lilly traini
imaterial;

Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)

Foundation (Alaska R. Evid. 901)

1 yprexa MDL Plaintiffs' Exhibit No

195

Hearsay; agree to admit - notice

yprexa MDL Plaintiffs' Exhibit No
34

INot Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Lilly promotional material;
safety information dictated by "fair balance”
Imandated by federal law;

Prejudicial, Confusing, Waste of Time
l(Alaska R. Evid. 403)

4 |Zyprexa MDL Plaintiffs' Exhibit No M.LL. regarding Foreign Regulatory
00320 |Actions
M.LL. regarding adverse events
INot Relevant (Alaska R. Evid. 401, 402)
Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)
Hearsay (Alaska R. Evid. 801, 802)
5 |Zyprexa MDL Plaintiffs' Exhibit No Hearsay; agree to admit - notice
00439
6 |Zyprexa MDL Plaintiffs' Exhibit No Hearsay; agree to admit - notice
00775
7 |Zyprexa MDL Plaintiffs' Exhibit No Hearsay; agree to admit - notice
00778
8 |Zyprexa MDL Plaintiffs' Exhibit No Agree to admit
00918
9 |Zyprexa MDL Plaintiffs’ Exhibit No Agree to admit
00918
10 |Zyprexa MDL Plaintiffs' Exhibit No (Not Relevant (Alaska R. Evid. 401, 402) to

00942

Labeling Claims: Promotional material (any
luded safety inft ion & actoded

pursuant to federal regulation)

Zyprexa MDL Plaintiffs' Exhibit No
00946

INot Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: internal marketing plan
Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)

Hearsay (Alaska R. Evid. 801, 802)
Foundation (Alaska R. Evid. 901)




Lilly's Resp

to the State's Pre-A List

|Trialx#

Sub),

12

|Zyprexa MDL Plaintiffs' Exhibit No
00985

Not Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: glossary of marketing
iterms

Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)

13

Zyprexa MDL Plaintiffs' Exhibit No

PMBB

M.ILL. regarding adverse events
Compound Exhibit

14

W MDL Plaintiffs' Exhibit No

Agree to admit

15

prm MDL Plaintiffs' Exhibit No
5

INot Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: information concerning
marketplace;

Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)

Zyprexa MDL Plaintiffs' Exhibit No
01077

INot Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: internal planning document
lover one year before promotion to primary
care market

Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)

Zyprexa MDL Plaintiffs' Exhibit No
01079

Not Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: communications to primary
care sales force

M.LL. regarding Profits and Price; Other
Lilly Drugs; Prejudicial, Confusing, Waste of
Time (Alaska R, Evid. 403)

Zyprexa MDL Plaintiffs' Exhibit No
01110

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

Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)

Zyprexa MDL Plaintiffs' Exhibit No
01111

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

Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)

|



l;l—ly‘s" P to the State's Pre-Admission List
Trialx# Sub, .
20 |Zyprexa MDL Plaintiffs' Exhibit No ot Relevant (Alaska R. Evid. 401, 402) to
01145 Labeling Claims: internal marketing strategy
document
Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)
21 |Zyprexa MDL Plaintiffs' Exhibit No Not Relevant (Alaska R. Evid. 401, 402)
1169 Prejudicial, Confusing, Waste of Time
lD (Alaska R. Evid. 403)
Character Evidence (Alaska R. Evid. 404)
[No allegation statements made in Alaska
22 |Zyprexa MDL Plaintiffs' Exhibit No Not Relevant (Alaska R. Evid. 401, 402) to
01215 Labeling Claims: internal documnent
i i o Rilicipated
questions
Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)
[Not a Complete Document
23 |Zyprexa MDL Plaintiffs' Exhibit No Not Relevant (Alaska R. Evid. 401, 402) to
01301 Labeling Claims: internal marketing plan
Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)
M.LL. regarding Profits and Price
24 |Zyprexa MDL Plaintiffs' Exhibit No Hearsay; agree to admit - notice
01345
25 |Zyprexa MDL Plaintiffs' Exhibit No Agree to admit
01349
26 |Zyprexa MDL Plaintiffs' Exhibit No M.LL. regarding adverse events
01408 M.LL. regarding Foreign Regulatory
Actions
Hearsay (Alaska R. Evid. 801, 802)
Not a Complete Document
(Compound Exhibit
27 |Zyprexa MDL Plaintiffs' Exhibit No Not Relevant (Alaska R. Evid. 401, 402) to
01419 Labeling Claims: internal planning document
cC ing opp ities for line i
Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)
28 |Zyprexa MDL Plaintiffs' Exhibit No Hearsay; agree to admit - notice
01440
29 |Zyprexa MDL Plaintiffs' Exhibit No Hearsay; agree to admit - notice

01449




-
Lilly's Resp to the State's Pre-Admission List
[ Trialx# Subject ey
30 ypmxaMDLPluimiﬂs‘ExhibitNo Hearsay; agree to admit - notice
01452
31 ZyprcleDLPllinﬁﬂ‘s‘ExhibitNo Hearsay; agree to admit - notice
01453
32 igyp'mMDLPhinﬁﬂ's’Exhﬂ:itNo rl(aruy;:guwadmit-nmiee
1456

33 lZypuu MDL Plaintiffs' Exhibit No

INot Relevant (Alaska R. Evid. 401, 402) to
label.ingChinu:inmaldnﬂueung‘

01480
ngendlmdm'mofmrkeﬁngunployee
Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)
Foundation (Alaska R. Evid. 901)
34 |Zyprexa MDL Plaintiffs' Exhibit No Agree to admit

01586

35 |Zypmxa MDL Plaintiffs' Exhibit No
01602

INot Relevant (Alaska R. Evid. 401, 402)
Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)

Not a Complete Document

Foundation (Alaska R. Evid. 901)

36 |Zyprexa MDL Plaintiffs' Exhibit No
01603

Not Relevant (Alaska R. Evid. 401, 402)
Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)

'Not a Complete Document

37 |Zyprexa MDL Plaintiffs' Exhibit No
01604

Not Relevant (Alaska R. Evid. 401, 402)
Hearsay (Alaska R. Evid. 801, 802)
Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)

Not a Complete Document

Foundation (Alaska R. Evid. 901)
Compound Exhibit

38 |Zyprexa MDL Plaintiffs' Exhibit No
01605

Not Relevant (Alaska R. Evid. 401, 402)
Hearsay (Alaska R. Evid. 801, 802)
|Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)

Not a Complete Document

Foundation (Alaska R. Evid. 901)

39 |Zyprexa MDL Plaintiffs' Exhibit No
01857

'Not Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: training and compliance
with internal policy and law not at all
connected to label




-
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40 |Zyprexa MDL Plaintiffs' ExhibitNo |Not Relevant (Alaska R. Evid. 401, 402) 1o
1926 x Labeling Claims: internal Lilly training
'material
|Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)
Foundation (Alaska R. Evid. 901)
41 |Zyprexa MDL Plaintiffs' Exhibit No INot Relevant (Alaska R. Ev.id. 401.. .402)10
1962 Labeling Claims: internal Lilly training
Imaterial
Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)
42 |Zyprexa MDL Plaintiffs' Exhibit No |Agree to admit
02197
43 |Zyprexa MDL Plaintiffs' Exhibit No Hearsay; agree to admit - notice
02368
44 |Zyprexn MDL Plaintiffs' Exhibit No M.LL. regarding Profits and Price
02588 INot Relevant (Alaska R. Evid. 401, 402)
Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)
|Hearsay (Alaska R. Evid. 801, 802)
45 |Zyprexa MDL Plaintiffs' Exhibit No Not Relevant (Alaska R. Evid. 401, 402)
03109 Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)
actions, unrelated to labeling
46 |Zyprexa MDL Plaintiffs' Exhibit No Not Relevant (Alaska R. Evid. 401, 402) to
03211 Labeling Claims: internal communications re:
p ial sales rep i ication
47 |Zyprexa MDL Plaintiffs' Exhibit No Not Relevant (Alaska R. Evid. 401, 402) to
03223 Labeling Claims: internal document
|discussing strategy
M.LL. regarding Call Notes, Sales Reps
Outside Alaska,
Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)
Character Evidence (Alaska R. Evid. 404)
Subsequent Remedial M (AlaskaR. |
Evid. 407) |
|Hearsay (Alaska R. Evid. 801, 802) Al
48 |Zyprexa MDL Plaintiffs' Exhibit No Agree to admit
03567 |
]
49 |Zyprexa MDL Plaintiffs' Exhibit No Hearsay; agree to admit - notice |

03680




to the State’s Pre-A

Lilly's

50

Zyprexa MDL Plaintiffs' Exhibit No
03816

Subject

[Not Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims

IM.IL. regarding adverse events

M.LL. regarding Foreign Regulatory
Actions

Hearsay (Alaska R. Evid. 801, 802)
|Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)

MDL Plaintiffs' Exhibit No

JP

{03872

INot Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: internal planning document

|strategy

MIL regarding Profits and Price

Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)

IFoundation (Alaska R. Evid. 901)

[Not Authenticated (Alaska R. Evid. 901, 902)

52

Zyprexa MDL Plaintiffs' Exhibit No
03909

M.LL. regarding Other Lilly Litigati
Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)

53

Zyprexa MDL Plaintiffs' Exhibit No
03924

Not Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Internal marketing plan
MIL regarding Profits and Price

Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)

Foundation (Alaska R. Evid. 901)

Not Authenticated (Alaska R. Evid. 901, 902)

54

Zyprexa MDL Plaintiffs' Exhibit No
03927

Not Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Draft internal marketing
slide regarding marketplace percepti
Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)

Lay Witness Opinion (Alaska R. Evid. 701)
Not a Complete Document

Foundation (Alaska R. Evid. 901)

Not Authenticated (Alaska R. Evid. 901, 902)

55

Zyprexa MDL Plaintiffs' Exhibit No
04007

INot Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Internal marketing video
not shown to physicians or sales reps has
nothing to do with labeling

Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)

56

Zyprexa MDL Plaintiffs’ Exhibit No
04051

Not Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Internal briefing, labeling
not discussed

Foundation (Alaska R. Evid. 901)

|
|
|
|
|
|
|
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zwmuhmmmm |Agree to admit
bt T

MDL Plaintiffs' Exhibit No

JP

04365

INot Relevant (Alaska R. Evid.dOl.40?)m
Labeling Claims: Marketing and planning

document n
M.LL. regarding Profits and Price
IPrejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)

Zyprexa MDL Plaintiffs' Exhibit No
04436

Not Relevant (Alaska R. Evid. 401, 402)
M.1L. regarding Foreign Regulatory

\Actions,

Foundation (Alaska R. Evid. 901)

Not Authenticated (Alaska R. Evid. 901, 902)

Zyprexa MDL Plaintiffs’ Exhibit No
04532

Not Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: draft, incomplete marketing
planning document

Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)

|Foundation (Alaska R. Evid. 901)

INot Authenticated (Alaska R. Evid. 901, 902)

61

Zyprexa MDL Plaintiffs' Exhibit No
04784

|Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)

Not a Complete Document

Draft months before document was made final

62

Zyprexa MDL Plaintiffs' Exhibit No
04815

Hearsay; agree to admit - notice

63

ézwep MDL Plaintiffs' Exhibit No
858
B

Agree to admit subject to M.LL. regarding
adverse events (hearsay - notice)

Zyprexa MDL Plaintiffs' Exhibit No
04864

M.LL. regarding adverse events

M.LL. regarding Foreign Regulatory
Actions

Not Relevant (Alaska R. Evid. 401, 402)
Hearsay (Alaska R. Evid. 801, 802)
Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)

65

Zyprexa MDL Plaintiffs' Exhibit No
04871

Hearsay; agree to admit - notice

Zyprexa MDL Plaintiffs' Exhibit No
04968

Not Relevant (Alaska R. Evid. 401, 402):
internal marketing planning document
Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)

Brief references to labeling are admissible
from other sources
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67

'yprexa MDL Plaintiffs’ Exhibit No
73

bject

ot Relevant (Alaska R. Evid. 401, 402) to
L.belmgChnm internal marketing strategy

68

Zyprexa MDL Plaintiffs' Exhibit No
5078

INot Relevant (Alaska R. Evid. 401, 402)
M.LL. regarding Foreign Regulatory
|Actions

Hearsay (Alaska R. Evid. 801, 802)
Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)

|Zyprexa MDL Plaintiffs' Exhibit No
5522

INot Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: market research/marketing
iplanning document

Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)

Hearsay (Alaska R. Evid. 801, 802)

70

|Zyprexa MDL Plaintiffs' Exhibit No
05565

INot Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Internal communication
3 q 1o aicioated

Ll ik P ¥

jons in G
MILre angangulatoryAmom
judici fusing, Waste of Time

(Alaskn R. Evnd. 403)

n

Zyprexa MDL Plaintiffs' Exhibit No
05846

Not Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Internal document

garding sales force communications
M.LL. regarding Profits and Price

|Zyprexa MDL Plaintiffs' Exhibit No
05913

Not Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims:

MIL ding Other Lilly Litigation; Profits
and Price

Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)

73

Zyprexa MDL Plaintiffs' Exhibit No
06128

Not Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: discussion regarding how
to position marketing outside of the United
States in reaction to referenced study is not in
the case

Hearsay

74

Zyprexa MDL Plaintiffs' Exhibit No
06215

Not Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Internal strategy
document

M.LL. regarding Profits and Price
Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)

B LT I




-
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Lilly's

Subject

Zyprexa MDL Plaintiffs' Exhibit No
06360

ot Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Internal strategy
document

Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)

Zyprexa MDL Plaintiffs' Exhibit No
90

INot Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Internal strategy
\document

Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)

Lay Witness Opinion (Alaska R. Evid. 701)

|Zyprexa MDL Plaintiffs' Exhibit No
06998

Hearsay; agree to admit - notice

78

Zyprexa MDL Plaintiffs' Exhibit No
06999

Hearsay; agree to admit - notice

Kk

Zyprexa MDL Plaintiffs' Exhibit No
07028

Agree to admit

80

Zyprexa MDL Plaintiffs' Exhibit No
07731

M.LL. regarding adverse events

Not Relevant (Alaska R. Evid. 401, 402)
Hearsay (Alaska R. Evid. 801, 802)
Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)

Not a Complete Document

Foundation (Alaska R. Evid. 901)

Zyprexa MDL Plaintiffs' Exhibit No
07802

Not Relevant (Alaska R. Evid. 401, 402)
Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)

Not a Complete Document

Foundation (Alaska R. Evid. 901)

Not Authenticated (Alaska R. Evid. 901, 902)

82

Zyprexa MDL Plaintiffs' Exhibit No
07804

Not Relevant (Alaska R. Evid. 401, 402)
Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)

83

Zyprexa MDL Plaintiffs' Exhibit No
7822

M.LL. regarding Profits and Price

Not Relevant (Alaska R. Evid. 401, 402)
Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)

Foundation (Alaska R. Evid. 901) |

Zyprexa MDL Plaintiffs' Exhibit No
07971

Not Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Internal Lilly training
material




-
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Lilly's R
rialxH

b,

yprexa MDL Plaintiffs' Exhibit No
8042

Agree to admit as to pp. 1-2.
No foundation as to p. 3 (Alaska R. Evid.
901).

108252

ypteleDLPlaimiﬂx'ExhibitNo NotRehm(Ath.Evid.wl,ﬂ.n)m
08141 Labeling Claims: Draft internal planning
Istrategy document
|Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)
Zyprexa MDL Plaintiffs' Exhibit No |Agree to admit

Zyprexa MDL Plaintiffs' Exhibit No
08479

[Not Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Internal strategy document
irelating to primary care

M.LL. regarding Profits and Price
Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)

Zyprexa MDL Plaintiffs' Exhibit No
08562

Not Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Internal document
describing the structure of a team that is not
relevant to any labeling claims

Waste of Time (Alaska R. Evid. 403)

Zyprexa MDL Plaintiffs' Exhibit No
08564

Not Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Internal marketing planning
document

M.LL. regarding Profits and Price
Foundation (Alaska R. Evid. 901)

Zyprexa MDL Plaintiffs' Exhibit No
08584

Not Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Internal planning

|document

M.IL. regarding Profits and Price
Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)

Foundation (Alaska R. Evid. 901)

Not Authenticated (Alaska R. Evid. 901, 902)

Zyprexa MDL Plaintiffs' Exhibit No
08632

Not Relevant (Alaska R. Evid. 401, 402) to
Labelmg Claims: Internal document

ng sales
with physncmns

{2

Zyprexa MDL Plaintiffs' Exhibit No
08666

Agree to admit
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Sub,

94

ZgymlMDLPhhdﬂ!'BmibilNo
11

Not Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Internal document
concerning sales representative interaction
Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)

Character Evidence (Alaska R. Evid. 404)
Foundation (Alaska R. Evid. 901)

95

Zyprexa MDL Plaintiffs' Exhibit No

INot Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Internal training document
for sales representatives

Zyprexa MDL Plaintiffs' Exhibit No
08997

INot Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Internal document not
relevant to labeling claims

IPrejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)

INot a Complete Document

97

Zyprexa MDL Plaintiffs' Exhibit No
09054

INot Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Internal strategy document
concerning planning

M.LL. regarding Profits and Price

M.1L. regarding Foreign Regulatory
Actions

Hearsay (Alaska R. Evid. 801, 802)

98

Zyprexa MDL Plaintiffs' Exhibit No
09070

Not Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Document discussing the

|pharmaceutical industry generally, the

general corporate structure of Lilly

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)

Zyprexa MDL Plaintiffs' Exhibit No
09073

INot Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Document discussing
Lilly's corporate structure

M.LL. regarding Profits and Price
Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)

Hearsay (Alaska R. Evid. 801, 802)
Foundation (Alaska R. Evid. 901)
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100 |Zyprexa MDL Plaintiffs' Exhibit No
09165

[Not Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Internal planning
correspondence regarding perceptions of the
market

Waste of Time

Prejodicial, Confisi
\(Alaska R. Evid. 403)
dation (Alaska R. Evid. 901)

Not Authenticated (Alaska R. Evid. 901, 902)

F;zprm MDL Plaintiffs' Exhibit No
01

H ; agree to admit - notice

lZyprexn MDL Plaintiffs' Exhibit No
81

judicial, Confusing, Waste of Time

(Alaska R. Evid. 403)

103 |Zyprexa MDL Plaintiffs' Exhibit No
09624

[Not Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Internal marketing and

M.LL. regarding Profits and Price
Hearsay (Alaska R. Evid. 801, 802)
Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)

104 |Zyprexa MDL Plaintiffs’ Exhibit No
09722

INot Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Internal document related
to interactions with physicians

105 |Zyprexa MDL Plaintiffs' Exhibit No
09739

Not Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Internal planning
|document

Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)

106 |Zyprexa MDL Plaintiffs' Exhibit No
09807

Not Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Internal document
discussing upcoming programs related to
Zyprexa's efficacy

Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)

'Not a Complete Document

107 |Zyprexa MDL Plaintiffs’ Exhibit No
09808

Not Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Internal document

Foundation (Alaska R. Evid. 901)
Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)




to the State’s Pre-A List

Lilly's

Trialx#

Zyprexa Plaintiff's Exhibit 10017

ot Relevant (Alaska R. Evid. 401, 402) to

judicial,
(Alaska R. Evid. 403)
IFoundation (Alaska R. Evid. 901)

Zyprexa Plaintiffs Exhibit 10025

Not Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Internal document from
Marketing to the sales force

M.IL. regarding Other Lilly drugs
Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)

Foundation (Alaska R. Evid. 901)

[Not Authenticated (Alaska R. Evid. 901,
902)

M.LL. regarding Other Lilly drugs

110

Zyprexa Plaintiff's Exhibit 10026

INot Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Internal company material
related to sales force communications
Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)

11

Zyprexa Plaintiff's Exhibit 10027

INot Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Internal company material
related to sales force commission
|Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)

112

Zyprexa Plaintiff's Exhibit 10029

INot Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Internal document
discussing training of sales representatives to
with physici

113

Zyprexa Plaintiff's Exhibit 10030

Not Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: promotional material in its
final form, as subjected to federal law and
regulation

Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)

114

| Zyprexa Plaintiffs Exhibit 10031

Not 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)

.

ot
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Trialx#

Sub)

115

Zyprexa PlaintifPs Exhibit 10038

Not Relevant (Alaska R. Evid. 401, 402)
M.LL. regarding Other Lilly Litigation;
\Profits and Price

Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)

|Compromise or Offer to Comp
(Alaska R. Evid. 408)
Insurance (Alaska R. Evid. 411)

116

|Zyprexa PlaintifFs Exhibit 10041

Not Relevant (Alaska R. Evid. 401, 402) to
foscsibicig salowerk SREY,

itk phvsics
Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)
Foundation (Alaska R. Evid. 901)

117

| Zyprexa Plaintiff's Exhibit 10061

Not Relevant (Alaska R. Evid. 401, 402) to
|labeling

M.LL. regarding Profits and Price
Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)

Hearsay (Alaska R. Evid. 801, 802)

11

o

Zyprexa Plaintiff's Exhibit 10064

Not Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Internal planning document

[Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)
Foundation (Alaska R. Evid. 901)

119

Zyprexa Plaintiff's Exhibit 10066

(Not Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Internal document

Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)

120

Zyprexa Plaintiff's Exhibit 10068

INot 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); Foundation (Alaska
R. Evid. 901)

121 |Zyprexa Plaintiff's Exhibit 10094

M.LL. regarding Recent Regulatory Events
Not Relevant (Alaska R. Evid. 401, 402)
Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)

Subseq R dial M (Alaska R.
Evid. 407)

Hearsay (Alaska R. Evid. 801, 802)

14




—
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Trialx# Subject

l; ZypthhintiﬁsExhibhlms M.LL. regarding Recent Regulatory Events
INot Relevant (Alaska R. Evid. 401, 402)
‘ijndxclll.cmﬁxsmg.WmofT‘m
|(Alaska R. Evid. 403)
Subseq dial M (Alaska R.
Evid. 407)

123 |Zyprexa Plaintiffs Exhibit 10097

Not Relevant (Alaska R. Evid. 401, 402) to
Labeling Claims: Internal document

sales-repr

- ith physici

124 |Zyprexa Plaintiff's Exhibit 10104

M.LL. regarding Recent Regulatory Events
INot Relevant (Alaska R. Evid. 401, 402)
|Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)

Subsequent Remedial Measures (Alaska R.
Evid. 407

125 |Zyprexa Plaintiff's Exhibit 10105

M.I.L. regarding Foreign Regulatory
Actions

M.IL. regarding Recent Regulatory Events
Not Relevant (Alaska R. Evid. 401, 402)
Prejudicial, Confusing, Waste of Time
(Alaskn R. Evid. 403)

R dial M

Evid. 407)

(Alaska R.

126 |Zyprexa Plaintiff's Exhibit 10107

M.1.L. regarding Recent Regulatory Events
Not Relevant (Alaska R. Evid. 401, 402)
Prejudicial, Confusing, Waste of Time
(Alaska R. Evid. 403)

Sub R dial M.

Evid. 407)

(Alaska R.

127 |Zyprexa Plaintiffs Exhibit 10108

M.LL. regarding Recent Regulatory Events
Not Relevant (Alaska R. Evid. 401, 402)
Prejudicial, Confusing, Waste of Time

(Alaska R. Evid. 403)
Subseq; Remedial M (AlaskaR.
Evid. 407)

Hearsay (Alaska R. Evid. 801, 802)

128 |Zyprexa PlaintifPs Exhibit 10109

M.LL. regarding Recent Regulatory Events
ot Relevant (Alaska R. Evid. 401, 402)

Prejudicial, Confusing, Waste of Time

(Alaskx R vad 403)

dial M (Alaska R.

Evid. 407)
Hearsay (Alaska R. Evid. 801, 802)
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129 ZyplmPlamuﬂ’sExhiblt 10110 M.I.L.mgardmsllwl!agulnwyh‘vm
otlukvm(AhshR.and. 401,402)
Confusing, Waste of Time
(Alaska R. Evid. 403)

Subsequent Remedial M (Alaska R-
Evid. 407)
|Hearsay (Alaska R. Evid. 801, 802)

130 |{Zyprexa Plaintiffs Exhibit 10111

M.1L. regarding Recent Regulatory Events
'Not Relevant (Alaska R. Evid. 401, 402)
|Prejudicial, Confusing, Waste of Time
(Alaska R. Evut 403)

S| (Alaska R.
Evid. 407)

|Hearsay (Alaska R. Evid. 801, 802)
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CRUSE, SCOTT, HENDERSON & ALLEN, LL.F.
ATTORNEYS AT LAW
2777 ALLEN PARKWAY
7™ FLOOR
HOUSTON, TEXAS 77016-2133
(713) 650-6600
FAX (713) 650-1720
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:

| 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 | will discuss with the jury. For example, in Document #08479, | 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 “what
we want our customers to think about a product.”

While | will not see Lilly's “objection” to this document or others as | write
this correspondence (I am taking the deposition of Ms. Eski and did not receive
the objections of Lilly before | left for today’s deposition), | 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 warning, lack of warning and deceptive trade practices under the UTPA

C:\Dx and g Desktop\Lir. to Ridner (442531).doc
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This is but one example of how/why a document is relevant and material for more
than one purpose.

Sincerely, while | cannot anticipate all of Lilly's “objections” herg in.the
dark, it may be that Lilly will not object or that they will make bfc_)ad objgctlons
that are based on false assumptions about the claim of admissibility, pgrhculady
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, | 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. |, for one, believe this is likely to occur. | 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, | am writing this letter “in the dark” inasmuch as |
have not seen the objections and am now in deposition. But, | want the Court to
know that | 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 | am later proven
wrong, it will be my client who suffers — but | do not want the State's purpose to
be misstated without the opportunity to be heard. Thus, | ask for a hearing on
Monday to the extent | need to explain the need to present this evidence in
opening.

: In c]osing. | 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
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answer any questions and would like the opportunity to do so if you have
inquiries.

Sincerely yours,

Sl Hh )

On Behalf of the State of {aska
T. Scott Allen, Jr.

TSA/jrm

P.S. I apologize for any poor sentence structure and misspellings as | am
dictating this “on the run” to the deposition of Ms. Eski.

cc:  Mr. George A. Lehner
Mr. Brewster Jamieson
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In the Supreme Court of the State of Alaska

rahly s ; Supreme Court No. S-13026
Petitioner, )
v. ) Notice of Filing
) Appellate Rule 402, 403
State of Alaska, )  Trial Court Interlocutory Order
)
Respondent. ) Date of Notice: 2/29/08
)

Trial Court Case # 3AN-06-05630CI

A petition for review of Judge Rindner’s order distributed on 2/27/08 was filed
on 2/29/08. The response to the petition is due on or before 3/13/08.
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cc:  Judge Rindner
Trial Court Clerk/Anchorage
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IN THE SUPERIOR COURT FOR THE STATE OF ALASKA
THIRD JUDICIAL DISTRICT AT ANCHORAGE

STATE OF ALASKA,

Plaintiff,

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

Defendant. ORDER

THIS COURT, having considered Eli Lilly and Company’s (“Lilly™) Opposition to
the State’s Objections to Defendant’s Exhibits, as well as applicable law:

IT IS HEREBY ORDERED that the State’s Objections are OVERRULED.

IT IS FURTHER ORDERED that Lilly’s exhibits, to wit, the internal FDA
documents are ADMITTED.

ORDERED this ____ day of February/March, 2008.

LANE POWELL LLC
301 West Northern Lights Boulevard, Suite 301

The Honorable Mark Rindner
Judge of the Superior Court

Anchorage, Alaska 99503-2648
Telephone 907.277.9511 Facsimile 907.276.2631

1 certify that on February 29, 2008, a copy
of the foregoing was served by hand on.

Eric T. Sanders, Esq
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LANE POWELL LLC
301 West Northern Lights Boulevard, Suite 301

Anchorage, Alaska 99503-2648
Telephone 907.277.9511 Facsimile 907.276.2631

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA ;
GE £
THIRD JUDICIAL DISTRICT AT ANCHORA ) %Cé)

NP 5208

A ( :
STATE OF ALASKA, ,42»;%} 9\ . 0%92; -
Plaintiff, % ‘;’o%,f’ s,
"'4'»/'/6’0”1&,
- > -).\A‘/.'fb{~f o
Case No. 3AN-06-05630 CI
ELI LILLY AND COMPANY,
Defendant.

ELI LILLY AND COMPANY’S OPPOSITION TO THE
STATE’S OBJECTIONS TO DEFENDANT’S EXHIBITS

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 State served on Lilly its prior objections to Lilly’s exhibits, which
had been previously served on February 19, 2008." Pursuant to the Court’s instructions, and
without waiving its right to respond to all of the State’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 State’s objections to these
exhibits should be overruled and the Court should admit these exhibits 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 its defenses to the State’s claims.

! See Exhibit A, Plaintiff’s Objections to Defendant’s Exhibits.
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Anchorage, Alaska 99503-2648

301 West Northern Lights Boulevard, Suite 301
Telephone 907.277.9511 Facsimile 907.276.2631

LILLY’S INTERNAL FDA DOCUMENTS ARE NOT HEARSAY, AND
FALL WITHIN THE PUBLIC RECORDS AND REPORTS EXCEPTION

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 that these documents are inadmissible hearsay that are
“riddled with hearsay within hearsay.” See State’s Br. at p. 9. However, these documents are
not hearsay under the Alaska Rules of Evidence to the extent they 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. 801 (defining hearsay); see
also Zeneca Inc. v. Barr Laboratories, Inc., 1999 WL 509471, at *3 (S.D.N.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 Alaska R. Evid. 803(8). Under Rule

803(8):

? Lilly is not contending that it received the FDA documents ¢ i i
y C , that | ; S contemporaneously with the

creation, or prior to the litigation, such that it fulfills the notice c.\'ccpu’z)n to the hearsay rt‘iel:r

Accordingly, this objection by the State is not pertinent to admissibility. 1 3

Eli Lilly and Company’s Opposition to the State’s Objections to Defendant’s Exhibits

State of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 CI) Page 2 of §
of §




LANE POWELL LLC
301 West Northern Lights Boulevard, Suite 301

Anchorage, Alaska 99503-2648
Telephone 907.277.9511 Facsimile 907.276.2631

n Id. (emphasis added). Lilly’s internal FDA exhibits are reports from a public office or

[R]ecords, reports, statements, or data compilations in any form
of a public office or agency setting forth 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.

agency setting forth factual findings made pursuant to federal law, and thus, 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
reasonable time before the trial . . . .” Lilly has produced its exhibits electronically on
February 4, 2008, in accordance with this Court’s Routine Pretrial Order, and thus there is no
unfair surprise on the State.’

While no court in Alaska has addressed this precise evidentiary issue, several
federal courts, applying the same exception under the Federal Rules of Evidence, have found
that a report or statement of the FDA, or similar agencies, falls within the public records
exception to the hearsay rule. See Figueroa v. Boston Scientific Corporation, 2003 WL
21488012, at *3 (S.D.N.Y. June 27, 2003) (finding that a letter prepared by the FDA was a
“report” under Federal Rule of Evidence 803(8) and was admissible under the public records
exception); Kennedy v. Baxter Healthcare Corporation, 66 Fed. Appx. 662, 663 (8th Cir.

2003) (finding that “informal FDA pronouncements were probative of whether [a

3 ~
In fact, the documents were actually produced by the FDA to the Plaintiffs’

Committee in the Multi-District Litigation, including attorneys for the State in this CaSlccrmg

S¢.

Eli Lilly and Company's Opposition to the State’s Objections to Defendant’s Exhibits

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

301 West Northern Lights Boulevard, Suite 301

Anchorage, Alaska 99503-2648
Telephone 907.277.9511 Facsimile 907.276.2631

manufacturer] acted reasonably in designing, labeling, and selling”).In re Agent Orange
Product Liability, 611 F. Supp. 1223, 1240 (ED.N.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 Hearsay
Exception, 12 W. State U.L. Rev. 53, 56 (1984)).
1L LILLY’S INTERNAL FDA EXHIBITS ARE RELEVANT

Lilly’s internal FDA exhibits are relevant to its defenses to the State’s common
law failure to warn and UTPCPA claims, as they establish that the contents of the Zyprexa
label were the result of continuous interactions with, and scrutiny by, the FDA. The FDA’s
status as a national, expert scientific authority makes its analyses and opinions relevant to the
determination of whether Lilly adequately warned of Zyprexa’s risks. Carlin v. Superior
Court, 920 P.2d 1347, 1352-53 (Cal. 1996) (“[E]vidence of compliance with FDA
requirements is admissible as relevant evidence in a strict tort liability case on the issue
whether a pharmaceutical manufacturer failed to provide adequate warnings.”) (citing
Hatfield v. Sandoz-Wander, Inc., 464 N.E.2d 1105, 1109 (Ill. App. 1 Dist. 1984); see In re
Ephedra Products Liability Litigation, 393 F. Supp. 2d 181, 195-96 (S.D.N.Y. 2005)
(admitting into evidence a statement in a Federal Register to bolster expert testimony because
the statement showed “the FDA makes the same inferences from good but inconclusive

science as [the party’s] experts.”). The trier of fact may assess the FDA’s view of a

Eli Lilly and Company’s Opposition to the State’s Objections to Defendant’s Exhibits
State of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 CT) Page 4 of §




LANE POWELL LLC
301 West Northern Lights Boulevard, Suite 301

Anchorage, Alaska 99503-2648
Telephone 907.277.9511 Facsimile 907.276.2631

pharmaceutical warning and accord it “the weight it deserves.” Tomer v. Lederle
Laboratories, 732 P.2d 297, 311 n.12 (Idaho 1987).

Lilly Exhibit EL-2119 is a “Review and Evaluation of Clinical Data re:
Antipsychotics association with DM,” which shows that the FDA had continuously analyzed
clinical data of antipsychotics, including Zyprexa. Similarly, Lilly Exhibit EL-2131 is a
“Review of Clinical Data by Gerard Boehm re: 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 reasons stated above, the State’s objections should be
overruled and the Court should admit these exhibits prior to Lilly’s opening statement.

DATED this 29th day of February, 2008.

PEPPER HAMILTON LLP

Nina M. Gussack, admitted pro hac vice

George A. Lehner, admitted pro hac vice

John F. Brenner, admitted pro hac vice

Andrew R. Rogoff, admitted pro hac vice

Eric J. Rothschild, admitted pro hac vice
and

LANE POWELL LLC

Attorneys for Defendant

J Ny A ]
o (Y o=l
Brewster H. Jamieson, ASBA No. 8411122
Andrea E. Girolamo-Welp, ASBA No. 0211044

1 certify that on February 29, 2008, a copy of
the foregoing was served by hand on

Eric T. Sanders, Esq
Feldman Orlansky & Sanders

Eli Lilly and Company’s Opposition to the State’s Objections to Defendant’s Exhibits

State of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 C1) Page Sof 5




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

‘| STATE OF ALASKA, )
. Plaintiff, ;

v. ; Case No. 3AN-06-05630 CI
ELI LILLY AND COMPANY, ;
Defendant, §

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

PLAINTIFF’S OBJECTIONS TO DEFENDANT’S EXHIBITS
Plaintiff hereby objects to the Defendant’s exhibits listed and described below.

I EXHIBITS RELATING TO THE ADMINISTRATION OF ALASKA'S MEDICAID
PROGRAM AND MEDICAID CLAIMS DATABASE

These exhibits, copies of some of which accompany these objections in Exhibit A

hereto, include:

Alaska Drug Utilization i
Review Committee
Memorandum - DUR

Committee Meeting |
Minutes from 11/19/04 |
EL-2080 meeting | ZYP-AK-03344 to 03347
L !
[
Plaintiff’s Objections to Defendant’s Exhibi Case No. 3/ -5630
State of Alaska v. Eli Lilly and Company — ‘\Ni-’oa::?:oﬁr (l:xl
EXHIBIT d‘_

PAGE_[ OF _[[



| BL-2081

Alaska Drug Utilization
Review Committee
Memorandum - DUR
Committee Meeting
Minutes from 10/22/04

ZYP-AK-03348 to 03353

EL-2082

meeting

Email, From: Gloria Black,
re; Peer Consultation
component of the
Behavioral Pharmacy

Management System
BPMS

ZYP-AK-03526

EL-2083

Email, From: Ann Swink,
re: Edits to May BPMS
Letter

ZYP-AK-05256 to 05257

EL-2084

Email, From: Ann Swink,
re: Final PowerPoint
Presentation - CNS
Presentation to Alaska
BPMS Stakeholder's
Committee, 12/07/06

ZYP-AK-05276 to 05294

EL-2085

Email, From: Ann Swink,
re: Reminder of Alaska
Behavioral Pharmacy
Management (BPMS)
Steering Committee
Meeting scheduled
12/15/06 with meeting
minutes

ZYP-AK-05314 to 05324

EL-2086

Alaska Medicaid Preferred
Drug List PDL, Revised
05/19/04

ZYP-AK-00008 - 00166

EL-2138

Campana - Deposition
Exhibit 10 - 9.18.2007
(Alaska)

EL-2139

Campana - Deposition
Exhibit 11 - 9.18.2007

(Alaska)

Plaintif"s Objections to Defendant’s Exhibits

Case No. 3AN-06-5630 C1
State of Alaska v. Eli Lilly and Company

Page2of 1l
FAX: 907 274.0819

EXHIBIT
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FBLDMAN ORLANSKY
& SANDERS
3500 L Stresr
FOURTH FLOOR
ANCHORAGE, AK
99501
TEL: 907.272,3538
FAX: 907.274.0819

Campana - Deposition
Exhibit 12 - 9.18.2007
(Alaska)

EL-2140

Campana - Deposition
Exhibit 13 - 9.19.2007
(Alaska)

Campana - Deposition
Exhibit 14 - 9.19.2007
(Alaska)

Campana - Deposition
Exhibit 3 - 9.18.2007
(Alaska)

Campana - Deposition
Exhibit 5 - 9.18.2007
(Alaska)

Campana - Deposition
Exhibit 6 - 9.18.2007
(Alaska)

Campana - Deposition
Exhibit 7 - 9.18.2007
(Alaska)

Campana - Deposition
Exhibit 9 - 9.18.2007
(Alaska)

These exhibits are in
electronic form and it is
not practicable to include
them in Exhibit A.

EL-2141

EL-2142

EL-2145

EL-2147

EL-2148

EL-2149

EL-2150

EL-3807 to 3889

Exhibits relating to the administration 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 to

Plaintiff’s Obj to Defendant’s Exhibi
State of Alaska v. Eli Lilly and Company

Case No. 3AN-06-5630 CI
Page 3 of 11

EXHIBIT ﬂ
PAGE ,3 OF H
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FELOMAN ORLANSKY
& SANDERS
500 L STREET
FOURTH FLOOR
ANCHORAGE, AK
99501
TeL: 907.272.3538
Fax: 907.274.0819

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 determine whether the electronic files are true and correct copies or whether they have

been altered in any way.

IL COURT  PLEADINGS
INTERROGATORIES

These exhibits, copies of which accompany these objections in Exhibit B hereto,

adequately warn of the risks of Zyprexa and violating Alaska’s UTCPA. In addition, the

AND PAPERS OTHER THAN ANSWERS TO

include:
EL-2144 Campana - Deposition
Exhibit 2 - 9.18.2007
(Alaska)
Stipulation  for  Partial
Dismissal - 2nd Claim -
EL-3055 Design Defect
3-1-07, Plaintiffs Memo
Describing its Claims and
EL-3057 Proofs
5-7-07, Defendant's
Response to  Plaintiff's
Motion Concerning Claims
EL-3058 and Proofs
5-25-07, Plaintiff's Reply to
Defendant's Response to
Plaintiff's Motion
Concerning Claims and
EL-3059 Proofs

Plaintiff’s Objections to Defendant”

s Exhibits

State of Alaska v. Eli Lilly and Company

Case No. 3AN-06-5630 CI
Pagedof 11

EXHIBIT ﬁ
PAGE H oF _J/|



)

| 10-31-07, Memo in Support
| EL-3060 of Bifurcation :
1 11907, Opposition in

to Plaintiff's
Memo in Support of
Bifurcation
EL-3061

1-8-08, Plaintiff's
Opposition to Defendant's
Motion  for ~ Summary
EL-3062 Judgment

12-10-07, Defendant's
Motion for  Summary
Judgment and Memo in
EL-3063 Support

1-17-08, Lilly's Reply to
Plaintiffs Opposition to
Defendant's Motion for
Summary Judgment with
EL-3064 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 the Second Claim for Relief
(Strict Product Liability: Design Defect). Plaintiff submits that the appropriate way to

inform the jury about the nature of the legal claims and defenses in this bifurcated trial

R R Y

are 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. Evid. 403;

FULOMAN ORLANSKY
& SANDERS
500 L StreeT
FOUKTH FLOOR A
Ancug&r:n. AK Plaintiff"s Objections to Defendant's Exhibits Case No. 3AN-06-5630 CI
e S s State of Alaska v. Eli Lilly and Company PegeSofl]
FAX: 907.274.0819
EXHIBIT &
PAGE__S OF _J|



Brock v. kogm & Babler, Inc., 536 P.2d 778, 783 (Alaska 1975) (stating unsworn
assertions of fact in pleadings are not admissible evidence).

Defense Exhibits EL-3057 through EL-3064 comprise various motions and briefs
by both parties — i.c., 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 counsel 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 determined by reference to the
evidence in contemporaneous documents and swom testimony, not by the reading the

briefs of counsel.

FELOMAN ORLANSKY
& SANDERS
500 L STREET
FOUKTH FLOOR .
ANcHoRAE, AK Plaintiff’s Objections to Defendant’s Exhibi Case No. 3AN-06-5630 C1
=3 m;zm‘ State of Alaska v. Eli Lilly and Company Page 6 of 11
FAX: 907.274.0819
EXHIBIT A
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FELDMAN ORLANSKY
& SANDERS
500 L STREET

FouRTH FLOOR
ANCHORAGE, AK
99501
THL: 907,272,3538
FAX: 907.274.0819

1II. INTERNAL FDA DOCUMENTS
These exhibits, copies of which accompany these objections in Exhibit C hereto,

include:

EL-2112

Letter from Katherine
Bennett, Pharm,D, Division
of Drug Risk Evaluation re:
Two-year Post-Marketing
Review of Olanzapine

FDACDER001147 -
FDACDER001170

EL-2119

Review and Evaluation of
Clinical Data re:
Antipsychotics association
with DM

FDACDER001771 -
FDACDER001784

EL-2120

Review and Evaluation of
Clinical Data Completed by
Gerard Boehm re: Zyprexa
and other Antipsychotics
association with DM -
Relying on two
epidemiological studies, re-
analysis of blood glucose
data

FDACDER002154 -
FDACDER002168

EL-2121

Review and Evaluation of
Clinical Data Completed by
Gerard Boehm re: Zyprexa
association with DM

FDACDER002169 -
FDACDER002182

EL-2130

Review and Evaluation of
Clinical Data re:
Antipsychotics association
with DM

FDACDER002189 -
FDACDER002201

EL-2131

Review of Clinical Data by
Gerard Boehm re: Lilly re-
analysis of data pertaining
to blood glucose

FDACDER002506 -
FDACDER002508

Plaintiff’s Objections to Defendant’s Exhibits
State of Alaska v. Eli Lilly and Company

Case No. 3AN-06-5630 C]
Page 7of 11

EXHIBIT A1
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FELOMAN ORLANSKY
& SANDERS
500 L. STREET
FOURTH FLOOR
ANCHORAGE, AK
99501
ToL: 907.272.3538
FAX: 907.274.0819

Review of Clinical Data by
Gerard Boehm re: review of
spontaneous reports glucose

dysregulation

FDACDER002509 =
FDACDER002517

INDA Review re: Published
studies of the relationship
between atypical
antipsychotics and

FDACDER003158 =
FDACDER003170

BEL-2731

Evaluation of clinical data
recommending approval of
Zyprexa for schizophrenia

FDACDER000247 -
FDACDER000449

EL-2732

Gerard Boehm's review of
Dr. Mosholder's 06/25/03
Literature Review on the
relationship between
atypicals and  glucose
abnormalities

FDACDER002701 -
FDACDER002705

EL-2737

Memo, From: Andrew
Mosholder, To: Russel
Katz, Subject: Consult-
Literature review
concerning the issue of
diabetes
mellitus/hyperglycemia
associated with the atypical
antipsychotic drugs

FDACDER002534 -
FDACDER002551

EL-3068

Gerard Boehm, FDA review
of Clinical Data regarding
antitypical  antipsychotics

and diabetes/hyperglycemia

FDACDER003158 -
FDACDER003170

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

‘e Bxhihi

Plaintiff"s Obj:

to D

State of Alaska v. Eli Lilly and Company

Case No. 3AN-06-5630 C]
Page8of 11
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Information Act request. Thememosrevicwandevaluateclinicaldamwidedwl’DA
byu“yandOthcrdrugmmfacmm,advuseevmtrepomwtheagencybymllyand
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 v. Foote, 822
P.2d 1353, 1360 (Alaska 1991). Moreover, there is nothing on the face of these
documents nor any other evidence the State is aware of demonstrating that these internal
FDA documents were provided by the agency to Lilly prior to this litigation and thus they
would not be admissible as notice to Lilly or evidence of its state of mind.
IV. FDA CORRESPONDENCE WITH JANSSEN PHARMACEUTICAL

These exhibits, copies of which accompany these objections in Exhibit D hereto,

include:

04/19/04 Letter from FDA re:
Risperdal 11/10/03 Dear Healthcare

Provider (HCP) [Letter (letter | ZYMSCO000290
EL-2113 attached) ZYMSC000297
FDA 4/19/04 Warning Letter to
| Janssen Pharmaceutica, Inc., at
{ http://www.fda.gov/Cder/warm/2004/ | Publicly available
| EL-3795 12195Risperdal.pdf document h
FBLDMAN ORLANSKY
& SANDERS
500 L STREET
FOURTH FLOOR
ANCHORAGE, AK Plaintiff’s Objections to Defendant’s Exhibits Case No. 3AN-06-5630 CI |
i 9(’719.337‘13535 State of Alaska v. Eli Lilly and Company Page 9 of 11 |
FAX: 907,274,0819 |
EXHIBIT
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FELOMAN ORLANSKY

& SANDERS

Tow: 07.272.3538
FAX: 907.274,0819

These exhibits are both copies of an April 19, 2004 letter 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
associated with a lower risk of diabetes 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 ﬁ day of February, 2008.

FELDMAN ORLANSKY & SANDERS

Counsel for Plaintiff
BY %:—'/
Eric T. Sanders

AK Bar No. 7510085

Plaintif’s Objections to Defendant's Exhibits

Case No. 3AN-06-" %
State of Alaska v. Eli Lilly and Company e g eyat
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w. € T. Scott Allen Jr.
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Salt Lake City, UT 84123 (713) 650-6600 =
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Christiaan A. Marcum (713) 751-0025
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P.O. Box 1007
Mt Pleasant, SC 29465
(843) 727-6500
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IN THE UNITED STATES DISTRICT COURT
FOR THE EASTERN DISTRICT OF NEW YORK

IN RE ZYPREXA PRODUCTS
LIABILITY LITIGATION ) MDL DOCKET No.
)
THIS DOCUMENT RELATES TO: )
)
ALL ACTIONS )
i)

1, Frederick Brancati, MD, MHS, bereby state as follows:
BACKGROUND AND QUALIFICATIONS {
1. 1am a Professor of Medicine st the Johns Hopkins University School of Medici

, the
mmormmmenMﬁcmmmuamemxh

Epidemiology in the Johns , s University Bloomberg School of Public Health in
Baltimore, Maryland. My business address is Welch Center for Provention,

Epidemiology, and Clinical F rch Johns Hopkins Medical Institutions 2024 East

Monument Street, Suite 2-619, Baltimore, Maryland 21205.

b 3 EdIﬂ'lo-&Tﬂhlng—inl98||wu aB.A,, in Biochemical Sci from

Harvard University, C ge, MA, graduating Magna cum laude, In 1985 1 was
awarded my M.D. from the Columbia University College of Physicians & Surgeons,

New York, NY. From 1985 to 1989 I was an Intern, Junior Resident, Senior Resident,

then Chief Resident in Intemnal Medicine at the University of P’ gh Medical Center,

Pintsburgh, PA. From 1989 until 1992 1 served as a Post-doctoral Fellow in General

1 &éﬂz‘xff

mnaﬂ}uo.

o4l
y[/efs )

—_—

Zyprexa Plaintiff's Exhibit 10127
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Internal Medicine, at the Johns Hopkins University School of Medicine in Baltimore,

MD. 1 received my MHS in Epidemiology from the Johns Hopkins University
Bloomberg Schoolof Hygiene & Public Health 1992.

m...u.«mnmn ~1n 1992 1 joined the Core Faculty, ot the Weich Center for
Prevention, Epidemiology, and Clinical Rescarch at the Johns Hopkins University
Sehool of Medicine. From 1992 until 1993 1 was an Instrictor of Medicine at the Johns

Hopkins University School of Medici mdfmml”!lmﬂllml_vlllllw

Professor of Medicine & Epidemiology. From 1998 until 2003 1 was an Associate
Professor of Medicine & Epidemiology and the Johns Hopkins University and in 20031
became  full Professor of Medicine & Epidemiology f the Johns Hopkins Universiy.
1n 2004 was became Director of the Division of General Internal Medicine at the Johns
Hopkins University, Baltimore. e :

4. Board Certification ~ In 1989 1 became board certified by the American Board of
Internal Medicine, .

5. Society Membersbips ~ 1 am a member of the American College of Physicians, the
Society of General Internal Medicine, the American Disbetes Association—Council on
Epidemiology & Biostatistics, and 1 am a Fellow of the North American Association for
the Study of Obesity

6. Editorial Boards/Peer Reviewer for scientific journals - In 2001 1 was selected 1o

Jjoin the editorial boards of Disease Manag and Obesity R h.lam lya
peer reviewer for the following medical journals: American Journal of Epidemiology,
JAMA, Diabetes Care, Journal of General Internal Medicine, Diabstes, Kidnay

wer I, Medicine, Annalls of Internal Medicine, New England Journal of Medici

Page 2of 33
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Circulation, Journal of Investigative Medicine and Medical Care.
7. National Advisory Committees & Review Groups - A selective listing of some of the
mwwm-«mmawlan.

member includes the following:

A. 1994-96; Co-Chair, Screening and Eligibility Committee, Diabetes

Prevention Program, National Institute of Diabetes and Digestive and Kidney
(NIDDK)

B. 1997-2000: Chair, Screening and Eligibility Committee, ' Diabetes
Prevention Program, (NIDDK).

C. 1998: Special Reviewer, NIDDK Subcommittee B
D. 1999-2001: Chair, Pharmacologic Intervention Commiittee, Look AHEAD
Trial, NIDDK

E. 1999-present:  Member, Cardiovascular and Sleep Epidemiology (CA
fonnerlyEDCllndECD),NlH z o ( =

F. 2000 Member, National Panel on Vitamin E and Dubetes Complianorg,

NIDDK

G. 2001-03 Chair, Protocol Oversight Commitiee, Look AHEAD Trial,
NIDDK

H. 2002-04 Member, National Practice Guidelines Panel, American

Diabetes Association

L mw_rmzmcsnygwm on Public Health Approaches to

3 ﬁzmmmmm Planning C Symposium on Prevention of

8. CONSULTANTSHIPS ~ | have been, or am, a consultant 0 the following
projects/entities:

A. 1993 Guide to Clinical Preventive Services, US. Preventive

Services Task Force

Page 3 of 33
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B. 1996 U.S. Department of Defense, Gulf War Syndrome Project
C. 1996-97 Consultant on O R h in Diat MEDTAP
International

D. 1997-9.l Consultant on Pharmacoepidemiology, Hoechst Marion
5 Rousscl.

E. 2000 Consultant on Diabetcs Epidemiology, Novartis

F. 2001 ~ Consultant on Disbetes Epidémiology, Pfizer

G. 2003-present  Consultant on Disease Manag Healthways

9. Selected Abstracts, Lectures and Presentations -

| 1992 Epidemiology of dlabeﬂc mdqlm rmal disease
| Clinical of P
Philadelphia, PA.
by the U sity of F iy

1993 Epmplgyo[opazdlabm
~=~""" """Medical Grand Rounds, The Williamsport Hospital, Willia
PA.

Sponsored by the Williamsport Hospital —

1995 Malhodolagic issues in the epidemiology of diabetic nephropathy
rican Diabetes A jon, Councils on Bpidemwbgy &
Bi i and on Complicati Joint Symp on Diabetic
Nephropathy, Atlanta, GA.
S d by the American Disbetes Associat}

Y ia,

1997 Novel risk factors for type 2 diabetes
Grand Rounds, Division of Endocrinology, U of Maryland,
Baltimore, MD
Sponsored by the University of Maryland

1998 Epldzmmlayandmmbanupe)diabm: Anupdat
Medical Grand R P Bayview | Center,

Baltimore, MD
Sponsored by Hopkins-Bayvicw Department of Medicine

1999 Genetic epide logy of type 2 diab: and related conditions

Page 4of 33
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2000

2000

2001

2002

2002

mellitus

Diabetes R h Symposium, University of Maryland,
Baltimore, MD.

Sponsored by the University of Maryland
Bmgmrﬂﬁ-wnﬁnyp- dhbnu

Medical Grand Rounds, y School of Medici

rmhmwv.
- d by the University School of Medici

P

" Adiposity and related conditions as risk factors for type 2 diabetes
University of

Obesity and Diabetes Research Symposium,
Pittsburgh, PA.
Sponsored by the University of Pittsburgh

Recent ady in the epidemiology of type 2 diab
Inter-Urban Club Speaker, Baltimore, MD
Sponsored by the Inter-Urban Club

Diabetes Prevention Program: Main Results

on Disbetes Prevention, Society for Behavioral
MNM.WMWDC
Spouoredby\beSoeietyfaBehw&ullMedidu

Diabetes Prevention Program: Implications for Older Adults -

Diabetes Prevention: Past, Present, and Future
Medical Grand Rounds, University of Pittsburgh, Phsbwgb. PA
Sponsored by the University of P Div of E inology

10. Current Scientific Interests — The morbidity, mortality and epidemiology of disbetes

11. Selected Publications

A. Brancati FL, Whittle JC, Whelton PK, Seidler AJ, Klag MJ. The excess
incidence of diabetic end-stage renal disease among blacks: a population-based
study of potential explanatory factors. JAMA 1992; 268:3079-3084.

B. Brancati FL, Whelton PK, Whinle JC Klag MJ. Ep‘demlologlc ln-lyns of
existing data to ¥ renal from the
Marylond End-stage ruul dwem registry. Amer J Kld Dis 1993 21(Suppl

Page 5of 33



Case 1:04-md-01596-JBW-RLM

1):15-24.

Brancati FL, Whelton PK, Kuller LH, Klsg MJ. Disbetes, race, and
e socioeconomic status: a population-based study. Arm Epidemiol 1996; 6:67-73.

. Diabetes Prevention Program Research Group. The Diabetes Prevention
» Program: Design and methods for a clinical trial in the prevention of type 2
diabetes. Diabetes Care 1999; 22(4):623-634.

rancati FL, Kso WHL, Folsom AR, Watson RL, Szkio M. Incident type 2
":ummun-hAmmmmmmm
Risk In Communities Study. JAMA 2000; 283(17):2253-2259. - -

F. Saito], Folsom AR, Brancati FL, Duncan BB, Chambless LE, McGovern PG.
Nom-dhiuulrbkﬁmﬁwowmhm incidence among persons
with diab The Ath Risk in C: ities (ARIC) Study. Ann
Intern Med 2000; 133(2) 81-91.

G. mmmmmmm mmmmvm
of the ized cohort. Diab Care
2000' 23(11):1619-1629.

H. Barzilay JI, Spickerman CF, Kuller LH, Burke GL, Bitmer V, Goﬂdiﬂﬂ'ls.
Bnmtll’l..m J‘G‘Ln'yml.‘m] Prevalence of clinical and
disease in older aduits with glucose disorders.

Diabetes Care 2001; 24:1233-39.

1. Bertoni AG, Anderson GF, Krop JS, B ti FL. Diat lated morbidity
and mortality in a national sample of U. S. elders. Diabetes Care 2002;25:471-
475.

J. Diabetes Pr ion Program R h Group. Reduction in the incid of
type 2 diabetes with lifestyle intervention or metformin. N Engl J Med. 2002 Feb
7; 346(6):393-403.

K. Gary TL, Genkinger JM, Guallar E, Peyrot M, Brancati FL. Mcta-analysis of
randomized educational and behavioral interventi in type 2 diab
Diabetes Educ. 2003; 29(3):488-501.

[_sdvml';Comd:J Golden SH, Boland LL, Brancati FL, Steffes MW;

risk in ities study. Glycemic control, l!hemsclansu,
md risk flewn for cardiovascular discase in individuals with diabetes: the
is risk in ities study. Diabetes Care. 2005 Aug;28(8):1965-

3.
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M. Selvin E, Coresh J, Golden SH, Brancati FL, Folsom AR, Steffes MW.
Gwmluwmmuummum
di lerosis risk in ities study. Arch Intern Med. 2005

Sep 12.|65(15) 1910-6.

N. Brancati FL, Cusumano AM. Epidemiology and prevention- of diabefic
nephropathy. (Review) Curr Opin Nephrol Hyper 1995; 4:223-239. .

0. CMNWMMWG,MF.MMWL
Brancati FL, Fried LP. Cardiovascular discases In: Guralnick
JM, Simonsick EM, Kasper JD, Lafferty ME, eds. ‘ﬂchnﬂllMd
Aging Study: Health and Social Characteristics of Older Women with Disability.
Bethesda, MD: National Institute on Aging, 1995; NIH Pub. 95-4009. i

12. The bases for my opinions derive from my educati inis peri my
knowledge and review of published scientific and medical literature.

13. My opinions are subject to further refinement in light of the continuing medical and
scientific study, and the continuing review of di y produced in on-going litigation.

14. The objective of this Rule26 report is to provide an opinion on the epidemiology of
diabetes mellitus, especially as it relates to the incid and preval q-f"‘
mellitus in the population of patients using the atypical antipsychotic agents and,
specifically, olanzapine.

A. Method: The methods utilized in the review are those typically used in the

preparation, drafting and writing of a review article to be submitted for peer

review.
B. Opinion: It is my opinion, held 10 a degree of medical inty, that
Xp © p toani d risk of the d

P

of diabetes mellitus; over and above the risk inherent in both the general
population and in the population of patients prescribed the atypical

Page 7 of 33
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antipsychotics as a class.
INTRODUCTION
15. 1 hold the following opinions 10 a reasonable degree of medical certainty:

A. Theavailsble peer-reviewed scientific evidence d that Zyprexaand a
pumber of cther antipsychotic medications are sssocisted with an increased risk
of type 2 diabetes.

B. The propensity of individual atypical ntipsychotic agents 1o cause weight gain
T L o SR s

A\ P P P 9 P PP P

appears 1o mirror their risk for glucose dysregulation and type 2 diab

Diabetes Mellitus
16. Disbetes mellitus (to be referred to as “diabetes” in this d ) passes &
number. of discase_processes_that result in hyperglycemia along with many other
complications. Insulin is the primary h ponsible of ghicose uptake in the -

tissues of the body; as a result of normal insulin secretion and normal action of insulin at
tissues, normal glucose levels are maintained. The criteria for the diagnosis of diabetes
from the National Diabetes Data Group and the World Health Organization are as
follows: a fasting plasma glucose of> 126 mg/dL, symptoms of diabetes with a random
plasma glucose of > 200 mg/dL, or a two-hour plasma glucose of > 200 mg/dL during a
glucose tolerance test. In general, the diagnosis should be confirmed on another
occasion. There are a variety of types of diabetes, and broadly, the two categories usually
considered are type | and type 2 diab Type 1 diab usually diags in

children, is caused by the sutoimmune destruction of beta cells (the cells that make

insulin) of the pancreas which leads to a lack of insulin. Type 2 diabetes, usually seen in

Page 8of 33
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mm-mdMMMHWIMJW
f resistance (the inability of insulin 1o function in the body’s tissues), beta cell
} dysfunction, and increased glucose production'. Type 2 disb w.exygeof“
E primarily discusscd in this document.

: 17, Historic Trends - The prevalence of type 2 diabetes has only been increasing since the
1950 as seen from the National Health Interview Survey®. This increase has been bom
out repeatedly. For exampled, data from the Behavioral Risk Factor Surveillance

System, a self-report telephone survey, the prevalence of diabetes in the United States in

2000 was 7.3%", and by 2001, the prevalence of diabetes in the United States was 7.9%"

There is a Jarge burden of disbetes globally as well with estimates that the worldwide

provalence of diabetes will i from 2.8% in 2000 to 4.4% by 2030 with 366
e million people suffering from diabetes.*

18. Differences by nge, sex, race/ethnicity - Asevidenced by data from the Third National
Health and Nutrition Examination Survey, 1988-1994, the prevalence of diabetes

increases with age and s higher in non-Hispanic blacks and Mexican-Americans when

mpared to that of Hispanic whites®. These findings were echoed by analysis of
data from the National Health and Nutrition Examination Survey, 1999-2002%. The trend

of i ing preval of disb over time was seen on comparing the data collection

from 1988-1994 to that of 1999-2002. Study of the National Health Interview Survey

(1984-2000) led a higher lifetime risk of diab among women and Hispanics®.
The Ath lerosis Risk in Ci ities study of middle-aged subjects without
3 found an i d incid of diab in African American versus white

Page Sof 33
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. q

Wwﬂl?yﬂdbﬁwﬂ;imﬂ&ﬁg‘
M‘Nﬂlﬂ'rﬂﬁh' lop of diab when compx ‘hwbﬁm‘,

Finally, recent estimates from the Centers for Discase Control cstimate that 9.6% of
those older than 20 years of zge have disbetes while 20.9% of those greater than 60 years
dedM hmum«mhwmuw
in men, mm&dhﬁwhmmmmdmwn@hmb
vary by race/ethnicity: 15.1% in American Indians/Alaska Natives, 13.3% in non-
Hispanic blacks, 9.5% in Hispanic/Latino Americans, and 8.7% in non-Hispanic
whites'®, p

c jons of Diabetes/Public Health Burd

19. Excess mortality and morbidity and as a result, excess cost are associated with diabetes.
___Analysis of data from National Health and Nutrition Examination Survey 11 (1970-1978)

Jed a populati ibutable risk of death in the setting of a diagnosis of diabetes of
3.6%M. A pecti lysis of Medicare claims over a 5-year period (1994-1999)

estimated the mortality rate of seniors with diabetes to be 100.2/1000 person years versus
60.6/1000 person years in seniors without diabetes'. Additionally, a populstion-based

longitudinal study from 19701994 revealed that aithough all. mortality rates have
decreased overall, patients with diat have not experi d the same magnitude of
| decrease in mortality, and the mortality burden sssociated with diabetes has actually

>4

il increased™. In the year 2002, it was estimated that per capita medical expenditures were
$13,243 for people with diabetes versus $2,560 for people without diabetes; afier

Hical 4
) P

for diabetics were ~2.4 times that of nondiabeticsid.

20. Diabetes is iated with » Ititude of and micr '

k Page 10 of 33
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complications which contribuie 1o excess morbidity. Macrovascular complications
comprise the complications characerized by siherosclerosis of medium and large

= . ¢hich can lcad to nryocardial
mmmmmmmmﬁmtun
Micro il lications consist of disease and dysfunction of smalier

ER0E v

vesscls of the arterial circulation, arierioles and capillaries, and related structures.
cawmwammwwmunmm
nephropathy which can be complicated by end-stage renal diseasc, and diabetic

pathy which can contribute to gangs The significance of these complications
was ill d by report of diat Jated complications (Figure 1) in 1996 of 131,595

iiaan A e b

~Ischemic HeartDisease ~ =

21. It is well-cstablished that diabetes is a strong risk factor for ischemic heart discasc'®)
defincd as heart disease caused by atherosclerosis of the arteries providing the blood
supply to the heart. In addition, coronary artery disease associated with diabetes can be

more severe in part b of the frequent invoh of distal portions of the
coronary arteries making therapies such as coronary artery bypass grafting more
difficult. In fact, a diagnosis of diabetes is considered to be equivalent to having
coronary artery discase when estimating ch | goals for hyperchol lemia as

many cardiovascular discase risk factors such as elevated blood pressure, low high-

density lipoprotein (HDL) chol | levels, d triglyceride levels, and impaired
glucose tolerance predict the diagnosis of diabetes as well (need evidence if using this,
have Scotland Study-Diebetes Carc 2005;28(7):1588-93, NCEP guidelines, Finnish

1
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stdy-Diabetes Care 2005,28(12):2901-7.).

22. There is evidence that the risk of death from coronary heart discase in a diabetic patient
with no previous history of myocardial infarction is similar to that of a patient with a
history of prior myocardial infarction; in addition, the risk of death from coronary heart
disease is much higher in patients with both disbetes and a history of prior myocardial
infarction'Z, This association between death from ischemic heart disease and diabetes is
established both in men and women. Data from men in the Physicians Health Study
showed that risk of death from coronary heart disease was increased with a previous

dingnosis of diabetes (without a previous diagnosis of y heart disease) and that
there was in particular, an excess of risk associated with a previous diagnosis of both
mwwdmmdhm“.wxmnsmfummmum-
- . ——Health Study, a study of female nurses; a history of diabetes was found to be assoclated
with a higher risk of death from coronary heart disease, and the group with both diabetes
and known coronary heart discase had the highest risk of death from coronary heart
disease'?. A computation of adjusted y odds ratios for death from coronary heart

disease due to diabetes revealed no difference by sex; the odds ratio for men was 2.3 and

for women was 2,922,
23, In oddition, while all-cause mortality and mortality from heart and ischemic heart discase
is decreasing for the Unites States population as a whole, it appears that all-cause
lity among diabetics has not changed significantly3l,

Heart Failure

24, Diabetes is associated with development of heart failure and worse outcomes associated

with heart failure. This was well established with the Framingham Study’”. For

12
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example, analysis of a sample of Medicare claims among disbetics from 19941999
revealed a prevalence of heart failure of 22.3% in 1994, an incidence rate of 12.6/100
person-years, and a morality rate of 32.7/100 person-years (versis 3.7/100 person-years
in those with diabetes without heart failure)2. A study of heart failuse paticnts ia

Olmsted County revealed an increasing prevalence of diabetes as well and diminished
survival rates among disbetics (37%) ics (46%)°. M , disb
s associated with an increased risk of nonischemic idiopathic cardiomyopathy®.
Stroke
25, At et slics 1979 with pablication of the Frassinghesm study reselts”, & e bess
pted that diabetes i the risk of stroke. A recent meta-analysis confirms the
association of between chronic hyperglycemia and cardiovascular disease (including
- —sroke); subgroup.analysis of stroks revesled an & d risk of stroke with chronic

hyperglycemia as well. In the Honolulu Heart Program, it was found that even glucose

in addition to the risk of thromboembolic stroke 2 It has

even been postulated that diat should be considered a risk equivalent for stroke. In
the Women's Pooling Project Jooking at 27,269 women, over 8.3 years 238 stroke
deaths were scen; a history of stroke and a history of diabetes without stroke were

associated with similar risks with respect to fatal stroke®, Additionslly, in the

A is Risk in C Study, on

Hinbeti s s

parison of par

with & history of my ial infarction with diabetics without a history of myocardial
infarction, nondiabetics had a higher risk of cardiovascular events but that stroke risk
was the same in both groups.®

Page 13 of 33
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Chroule Kiduey Disease

26. Chronic kidney discasc is sustained kidney discasc and is categorized by different levels
mainly according 1o the glomerular filtration rate. Diabetes is known 1o cause a
,mm.mﬁmﬁmmmmummm ;
(wmmumm)’. In the United States, diabetes is the
fumber one cause of end-stage renal discase and is responsible for the highest number of
cases requiring new dialysis as well®®, A prospective study looked at the actual excess of
end-stage renal disease attributable to diabetes and found that the relative risk of end-
stage renal dmwdimmmdmwlz.‘r“. Chronic kidney
disease from diat Ibuminuri of albumin in the urine), and this is
associated with increased mortality®2, , the risk associated with develop

ot chronic Kiduey n the seting of diabete i highlighied by a prospective stdy of
1,120,295 disbetics and nondi ol Orer SRR P Sy L
to having normal kidney function, any degree of chronic kidney diseasc was associated
with an increased risk of death, cardiovascular events, and hospitalization™. A study of

mortality with kidney disease in diabetics specifically that cardi death

rates are higher in diabetics with kidney disease and that risk of cardiovascular death
increases with progression of kidney disease®.

Peripheral Vascolar Di /Diabetic Neuropathy/G;

27. Diabetes predisposes to peripheral arterial discase (discase of medium to large arteries
excluding that of the arteries supplying the brain and heart) and a peripheral neuropathy.
‘This combination of poor blood flow with arterial disease and loss of sensation

associated with neuropathy contributes to the lower i I

Yy
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with diabetes. Diabetes is the number cause of non-traumatic lower extremity

amputation®. A large retrospective cohort study found an incidence of 2% per year of ¥
rwummmmﬂ'““mmmw“ ;
underwent amp F di dwith foot ulcers incurred considerable costs

when compared1o their diabetic counterparis without foot ulcers. Again, asmentioned
above, data from a meta-analysis revealed an increased risk of peripheral arterial disease

with chronic hyperglycemia™.
Vision Loss
28. Diab is jated with and ‘which can all lead to
: dess. Diabetic retinopathy involves disease of the small blood vessels of the retina.
The majority of patients with for greater than 15 years will have evidence of

betic retinopathy, and diabetic retinopathy is the main cause of new cases of blindness -
in patients between the ages of 20 and 743, It is thought that diabetic retinopathy causes
between 12,000 and 24,000 cases of blindness cach year'. Data from 2002-2004 from
- the Multi-Ethnic Study of Atherosclerosi dapn of i

©f33.2% with an clevated prevalence in blacks and Hispanics and a lower prevalence in
whites and Chinese®?,

Cancer

29, Diabetes is associated with increased mortality from cancer. A large prospective study
of men and women from 1982-1998 to evaluate cancer lity iated with diatx

that there was an increased mortality rate from cancer of the liver, pancreas, bladder, and
colon in diabetic men and pancreas, colon, and breast in diabetic women®!, Diabetes is

pecifically jatod with & di is of p . 2 9 b
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obesity, likely through inflammation, contributesto the picture of insulin resistance as
. G .

nmllm-Awmdmmmwum

without obesity or other confounders, physical inactivity in itself d by TV

watching was associated with an increased risk of diagnosis of diabetes during follow-
up™L. In a study of physicians, increased intensity of physical activity was shown to be
associated with a d d incidence of diab well, The Nurses’ Health Study,a

study of women, confirmed th i behavi iww‘unmmd

diabetes and that increased activity can d the associated risk of diabetes™,

Primary Prevention of Type 2 Diabetes

33. S i o".mwimr . “Wz P in subj with ek ;'-__
- (butnot in-the disbetic-range)-further reveal that the aforementioned risk factors arc
to the devel, of disbetes. In 1997, results from the Da Qing IGT and

Diabetes Study were published and showed that both diet and exercise were associated

with u lative incidence of diabetes that was app ly 20% lower when
compared 1o those receiving conventional care ®. In 1999, the Finnish Disbetes
Prevention Study Group also showed that diet and weight loss could decrease the
incidence of diabetes®. In 2001, results from the Nurses Health Study showed that body

mass index was actually probably the most imp 3 in the devel of

P

diabetes in women®, Tn 2002, the Diabetes Prevention Program, a definitive, large

aulth 4 lled trial, Jod thet partici with impaired gl

P P - 2

! peri 8 lower incid of dieb with i iy ise and weight

loss regimens as compared 1o those who received standard counseling or even in those

17
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mwmﬁ.nwwm»mw. These results were
corroborated again in 2005 by & ral studying Japancse men with impaircd gl 5
wwmw- in the incidence of diabetes with an intensi
intervention simed at dietary modifications, an increase in physical activity, and weight

loss when compared 10 8 jonal regimen®,

Family History

34, Family history is an independent risk factor for disbetes. In 2003, a review was
published to evaluate the usefulness of family history as a public health tool. In

exploring this issue, it was found on review of cross-sectional studies, a case-control
study, and cohort studies that a report of a family history, independent of other known
risk factors, conferred a two to six times greater risk of diabetes when compared 10 those
without a family history of diabetes®. If one identical twin has type 2 diabetes, it is
highly likely that the other identical twin will have diabetes as well®, nsmoehum e
wﬂm-bhmwmmbmmmﬂulwm
Genetics
35, It is accepted that there is a strong genetic component to type 2 diabetes mellitus. For
cxample, the prevalence of type 2 diabetes varies widely between different
popuw. However, there is not simply onc gene that causes diabetes; rather,

ltiple genes, in addition to the envi likely contribute to susceptibility @
Evidence for which specific genes involved is accumulating at this time. Categories of

genes iated with type 2 diab include those which affect the beta cells of the
pancreas and those which affect the activity of insulin. Candidate susceptibility genes
affecting beta cell function include the following:# glucose transporter 2, glucokinase,

Page 18 of 33




@

{ / Case 1:04-md-01586-JBW-RLM Document 1164-7  Filed 02/12/2007 Page 20 of 53

insulin, ATP-sensitive K+ Is, insulin receptor, insulin receptor substrate I,
hosphoinositide 3-kinase, hepatocy nuclear factor 1- and 4-alpha, NEUROD], and

calpain 10. smw.mwuum»ummm'h
Wmnﬁtm“nbmhmmhh
Atherosclerosis Risk in Communities Study and in fact, the population attributable risk

for ity of the vari with diabetes was found to be approximately
25%D3 Also, a meta-analysis of case control studies in Caucasians to cvaluate for

predisposition to type 2 di ‘with variations in two genes encoding ATP-sensitive
K+ channels found that when compared 10 the “ormal” variant of the KCNJ11 gene, the
KCNJ11 EK and KK variants were associated with a p ble risk of

10.1%2; thus there would be 10.1% fewer cases of type 2 diabetes with the presence of
- —-anly.the normal EE gene. There are multiple candidate susceptibility genes which seem.
1o affect insulin sensitivity both directly and i y. It

appears that PPARg:

iation may be associated with the strongest evidence at this time.2%%, Recently, data
MMMWMMWMMMNM
variation in the transcription factor 7-like g y the risk of diab this risk

was diminished in the groups fvil with metfc and the

inadveﬁfmylehusrveuhr’,OvuﬂLmeciﬁcmfoﬂhcmoﬂype 2 dizbetes
are accumulating; at this time, it appears that while the genetic aspect of diabetes is

imp: genetic predisposition cannot for the majority of diabetes as
population attributable risks for specific genes have not been overwheiming.
Established Pharmacologic Risk Factors for Diabetes

36. Corti ids - Corti ids have a myriad of effects on different bodily tissues.

19
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They are known to induce hyperglycemia through decreasing peripheral tissue sensitivity
1o insulin, increasing glucose production in the liver, and through inhibition of beta cell
Md%humﬂ.muumaaﬁm»m
diabetes has been shown to be increased in patients taking steroids when compared to
mhu&umuumwuuwwmma
steroids™, While hyperglycemia from steroids is known o increase risk of disbetes, the
risk of a diagnosis of diabetes has not been oficn studicd independeatly. In a study of
Mmhmmudmmﬁawmwm
significantly higher than that in the control group™.
37, HIV-Related Medications
A. Highly-Active Antiretroviral Therapy (HAART) - HAART and in particular, the

__protease i , Is associated with es mellis™, Th f dieb
from these medications is thought 10 be multifactorial with body habitus and o=
dct of insulin resk by p playing a role™. Early
Wrm-mmorwmwmm
on protcase Inhibitors®E4E. A role for nuck reverse

P

inhibitors has been suggested as well®, A study of an outpatient clinic cohort on
HAART showed a high prevalence of diab in addition, particip p
to longer duration of HAART were more likely to have disbetes™. In the

Women's Interagency HIV Study, a cohort of women with HIV and women
without HIV but at high-risk, p i on pr inhibitor therapy were

found 10 be a higher risk for scif-report of new diagnosis of diabetes during the
study follow-up period™. In the Multicenter AIDS Cohort Study, a study of

20
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homosexual and bisexual men with and without HIV, it was found that the
prevalence (14% versus 5%) and incidence (4.7 versus 1.4 per 100 person-years)
of diabetes were much higher in subjects with HIV on HAART as compared to
HIV negative subjects®. A few studies have shown no apparent effect of

HAART on diabetes risk™%.,
B. Pentamidine - The use of pentamidine to treat Pn stis ji i i
( jated with AIDS) i: iated with hyperglycemia and the development of

diabetes which may be self-limited® 2, Initially, there may be low glucose
becausc a lytic effect of pentamidine on the beta cells of the endocrine
pancreas™.

38. Other Drugs - There has been about thiazide diuretics and beta-blocking

Jons increasing the risk of diabetes, A prospective analysis of data from the

Atherosclerosis Risk in Communitics study showed no incréase in the risk of diabetes
with thiazide diuretics and a small risk associated with beta-blockers,

39, Secondary Prevention Trials There are multiple trials that adds the ion of

whether the plications of di canl be fodaced or elkmd d'with medical care.

The Disbetes Control and Complications Trial studied the effects of tight glycemic

contro! (with freq insulin edministrati on the cffects of the long-term
plications of type 1 di Results included that glycemic control could be
improved upon with frequent insulin administration and that this leads to a decreased
i3exics of mi 1 including diabetic retinopathy, nephropathy,
a5 pathy. N plications, Including cardi doaiss v

not affected in the initial study. However, a follow-up study, the Epidemiology of

21
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Diabetes Interventions and Complications Study, suggested that the intensive glycemic
control group from the DCCT had o d risk of lar complications™.

The United Kingdom Prospective Diabetes Study also found that in type 2 disbeteics,
tight glycemic control was associated with a decreased risk of microvasculer

complications but not a significant d in ! plications.2 In the
Steno-2 trial, paticnts with type 2 diabetes and microalbuminuria were randomized to
receive conventional therapy or multifactoral intensive therapy (through diet, exercise,
and ions) at blood p control, control of dyslipidemia, and
glycemic control. Those in the intensive group experienced a lower rate of

| cardiovascular complications as well as mi 1 plictions'®, Al of these
trials show that the of can be reduced by intensi

however, iniensive therapy is difficult to accomplish on a large scale, and even with the
benefits of intensive therapy, the risk of the icati iated with diab are ¥

only decreased by ~50% at best.
ATYPICAL ANTIPSYCHOTICS AND DIABETES

40, The majority of avai pee wed scientific evidence demonstrates that Zyprexa
and a number of other antipsychotic ications are d with an i risk of
type 2 disb This is by evidence from case swdies, case-

control and cross-sectional studies, cohort studies and experimental studies.
EPIDEMIOLOGY

41. Case Reports The majority of papers ing atypical

ipsychotics’ role in
increasing diabetes risk are case reports. More than fifty case reports and case series
have been published di i who

op or initiate stypical
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ipsychotic usc; the :J:oftwcumhpdwzdﬁ-wm
Ketoacidosis.”'*® Most case reports have been in patients using cither clozapine or
olanzapine. In many, devel and then impr ofln_ypuﬂyeemhwy

Jly related to beginning and then ceasing medication use. Studics have also

shown that if resumes, hyperglycemia quite often reappears.'™ - Such-
1l i ly supp | relationship. Reports of

series from the FDA MedWatch Drug Surveillance describe hyperglycemia describe

hundreds of cases of hyperglycemia, new onset (or newly discovered) type 2 diabetes,

and diabetic k idosis (either es the p of new oras ung
hyperglycemia in patients with in patients taking ] antipsy with
lozapine the most ly cited, fi by olanzapine, risperid d quetiap
in decreasing order,""® Al gy
— 42. Case-Control and Cross-Sectional Studies Five case control studies''® end three
| studies'™'”! ine the relation atypical antipsychotics and

type 2 diabetes diagnoses. Four out of five case-control studies showed an increased risk

of diabetes onset with atypical antipsychotic use. Guo et al.' found that in an analysis
of 920 incident cases of diabetes in persons taking antipsychotics relative to 5828
general population controls with neither ch fatic, use of clozaph (HR=7.0, 95%
Cl=1.7-28.9), risperidone (HR=3.4, 95% C}=2.8-4.2), olanzapine (HR=3.2, 95% Cl=2.7-
3.8) and quetiapine (HR=1.8, 95% CI=1.4-2.4) resulted in increased risk. Koro et al.'®

performed a nested case control study in which pati with schizoph and incid
diab were hed with 2696 Is. In this study, olanzapine users had an
d risk over of antipsychotics (OR=5.8, 95% C1=2.0-16.7) and over
. 23
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those taking typical antipsychotics (OR=4.2, 95%Cl=1.5-12.2). =
ais:gnnm Cohort studies show mixed results. At least scventeen cohort studics

have been published in which the relation between atypical antipsychotics and diabetes

onset have been examined. ™" Five cohort studies'™ ™ 176 ™™ 1% have found a

sttistically significant relationship atypical antipsy (relative o typical

antipsychotic use) and the subsequent risk of new onsct type 2 diabetes. For exampie, in

o pidemiologic analysis of a Vi Ad ion database, Lambert et

al.'™ found recent use of atypical antipsychotics (relative to dicted the

q of new diabetes claims (olanzapine HR=1.64, 95% Cl-1.22-2.19;

risperidone HR=1.60, 95%Cl=1.19-2.14; quetiapine HR=1.67, CI=1.01-2.76). Paticnts

with schizophrenia were followed for just over one year following initiation of use.

Farwell et al."™ also found an increased risk of type 2 diabetes among olanzapine users

relative to those on phenothiazines (OR=1.9, p=0.03 —~
44. Two cohort studies found an increased risk for diabetes in olanzapine compared to

risperidone users.™ ' Four cohort studies found no difference between conventional

and atypical antipsychotic use, but did find that antipsychotic use resulted in i d

PSY

risk over the general population.'” 1738 Ty cohort studies found no increased risk

; in diabetes onset b typical and atypical amtipsychotics; no testing relative to the
general population was performed in these studies.'*’- '™ One cohort study indicated that

high glucose levels may occur more frequently in persons with schizophrenia than the
general population and found no relationship b ipsychotic users and the

general population afier adjusting for these risk factors.'”™® Two other studies tha

incd the relationship b ipsychotic use and type 2 diabetes found that,
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P with diab h tly taking antipsychotics, initietion of insulin

therapy occurred within the first two years of the discasc and that certain atypical
antipsyehotics (clozapine,olanzapine, and quetiapine) were ssoited with new-onset
mm‘lll’

ﬁwwmmwmuw
antipsychoti d combinations of glucose levels, insulin levels, insulin resistance
and insulin sensitivity with varying results. A pre/post study in which patients with
schizophrenia reccived clozapine showed i in fasting glucose and 2-hour glucose
tolcrance 1ests without change in insulin resistance (by homeostasis model assessmeat)
or insulin levels.'™ A randomized trial of ine and ziprasidonc showed = non-

significant increase in fasting glucose from pre to post within the olanzapine group.'™
Lind etal.” performed a 14 week double-blind randomized trial on 157 patients

with schizophrenia or schizoaffective disorder. Patients were randomly assigned to

pi lanzapine, risperidone or haloperidol. The authors found olanzapine was
Wﬁmmhmmmﬁmwnmﬂmmm.s
mg/dl, p<0.02) Retienbacher et.al. describe el d fasting gh levels and

b | glucose

! tests in patients taking clozapine but not those taking
amisulpride.'™ Studies with aripiprazole have shown minimal to no increases in fasting
blood glucose compared to placebo.'™

46. The largest clinical trial to-date measuring blood glucose was the Clinical Antipsychotic
Effectivencss Trial (CATIE). The olanzapine arm experienced a 13.7 mg/dl mean
increase in glucosc compared to quetiapine (7.5), risperidone (6.6), perphenazine (5.4)

and ziprasidone (2.9); this was not statistically significant. Results combined fasting and

25
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mmmmommmhwwhw
hemoglobin (0.40%, p<0.01) compared o the other antipsychotic medications that
Munw@mammo.mwm
zipradisone 0.11%)"™
n.wwmmmmmnmhmw
-wihommmm'“ Recent reports have used clamp methods
wmmm.mmmwmmwmm

apine and risp pared to placebo™, another showed no difference in
insulin sensitivity with jine and risperid mpered to control.**
Biologically Possible Mechani:
48. Weight gain - The propenisity of individual atypical antipsychotic agen et

Y wmu;nn_twﬁm*ﬁﬂwnhc@mmwmmmﬂwﬁ*@'
aripiprazacle and ziprasidone the least. ** *#% 3% In their 1999 meta-analysis, =
Allison et. al. reported that afier 10 weeks of treatment, clozapine resulted in a mean
wgigh.dunge of 4.45 kg and olanzapine resulted in a mean weight change of 4.15 kg
(Figure 1.)* Data from this report also provide evidence that weight gain may continue
afler 10 weeks through treatment at one year. In the CATIE Study, patients randomized
to olanzapine gained a mean of 9.4 +/- 0.9 (SE) Ibs." Mean weight change for those
randomized to quetiapine was 1.] +/- 0.9 Ibs; risperidone 0.8 +/- 0.9 Ibs; perphenazine -
2.0 (+/-1.1) Ibs and ziprasidone -1.6 +/- 1.1 Ibs. '

49. Much of the weight gain from antipsychotics appears to be fat.™ Differences in bindi

affinitics to hi: ine H-1, in, inephrine and dopami . tikely

re i

o in appetite and satiety leading 1o weight gain with particular

26 ~
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medications***”

umwimmmmwwmhwu(mm>

risperidone, quetiapine > aripiprazole, ziprasidone) appears to mirror their risk for
glucose dysregulation and type2 diabetes.™*” Weight gain, in turn, lcads to changes
in adiposity and insulin resistance, beginning the conti ds diabetes. Howerer,
glucose abnormalities have been reported without weight changes in cases of patients
umomhlﬁom‘"dhmmmmh
adiposity.'*¥'%*!! Thus, itis plausible that parti tipsychotic medications may
have a direct effect on insulin-sensitive tissues or beta-cell function. ;

LI
8 Comvertional sreoychoses

:;?——LEIIIIE_I[

.
o AT //‘/%/ Vs

P

Lilo-muswe

3% Confitanes Imorval for Wal g Crurgs (31

Figure. %%Cmﬁmmmmrmwmcm;eAkmwwumwm
Doses,

Estimated from 2 Random Effects Model
From Allison DB, et.al, Jowrnal of Psychiatry, 1999.
51. SUMMARY - A number of case reports impli lanzapine, and cl in the

onset of hyperglycemia, diabetic k idosis and type 2 diab Ob.ervmomlcobon

studies showed increased relative risk for claims diagnoses of diabetes among uses of
olenzapine and other atypical antipsychotic agents. Most of these studies were

performed before the release of ziprasidone or aripiprazole. The weight of evidence
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from experi 1 studies, including some randomized lled trials, app 1
fmpli lanzapine in glucose dysregulation to a higher degree than other atypical
ipsychotic medications, except for clozapine. It is plausible that much of the glucose

_ abnormalities are related to weight changes with these medications. Longer-term
prospective cxperimental studics arc nceded both 1o understand mechanisms and to

appropriately estimate true diabetes risk from these medications,
52, Consensus Statement - The American Diabetes A jon, the American Psychi
Asssolation: (ko Amciicas Asocistion of Clinical Bxd ioghite sl i Mol
American Association for the Study of Obesity e T

: conference in 2003 on the topic of antipsychotics, obesity and diabetes.™ They reviewed
the cvidence available at the time and reported that clozapine and olanzapine had
d effect” for risk, risperidone and quetiapine had “di; results™

! P P

mmpswmkmummmm&m"muewwﬁmm
D Conferences on Antipsychotic Drugs and Obesity and Diabetes, Diaberes
Care, 2004.)_

53. The panel also reported on evidence for weight gain with atypical antipsychotics. The
panel acknowledged the limi in the i that was largely derived from

b igilance studies, cross studies and retrospective datab

i)

f‘ The panel called for randomized controlled trials in this ares and also set out a

5 e " for antipsychotic use that inchud - jtoring of weigh

waist circumference, blood pressure, and fasting glucose and lipid profile.

| 28
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Weight Risk for Worscning

Drug grin_disbetes Spbd problc
Clozapine +++ 4+ +
Olanzapine  +++  + -
Risperidone  ++ D D
Quetigpine ++ D D
Aripiprazole®  +H— - =

Ziprasidone* - =
4 = increase effect; -—mdﬁa:D-d*lm
results. *Newer drugs with limited long-tem ;

Table. SGA’s and metabolic abnormalities

54, Diabetes and Related Conditions in Persons with Severe Mental liness — Mortality

Over three decades of h docu that p ‘with severe mental illness have a
mmnhwhwwnyru.mmufcacmmmumxoy&swh
the general population.?’®*72'* While suicide and other accidental deaths are known to
belncmsed.lhm:mnﬂfninmll_&mﬂpmpmﬁmofmhmwhh
severe mental ilinesses.™™™ 2 Miller et al?' examined mortality and medical
comorbidity among patients with serious mental illness in Ohio. The aggregated all-
cause mortality ratio found in this study was 3.2 and thc aggrogate ratio for diseases of
the heart was 3.4, Brown et al.>', in a small cohort study, found increased incidence of
cerebrovasculer discase death (SMR=534, 95% CI=~256-982). Osby et al.*"! found
increased incidence of death In & larger cobort in Sweden for both cardi discase

(mele Obs/Exp.=2.3, 95% C1=2.0-2.6; female Obs/Exp. 2.1, 95% CI=1.9-2.4) and
cerebrovascular disease (male Obs/Exp.=1.3; 95% CI=0.9-1.9; female Obs./Exp=1.9,

95%C1=1.5-2.3). Indeed, persons with severe mental illness largely die of the same
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causes as the gencral population, cardiovascular disease and cancer, albeit at much
higher rates'® Other major causes of death inchide cereb lar discase, chroni
lung discasc, diabetes and pncumonia.

55. Diabetes Mellitus Even before the advent of antipsychotic medications, an increased
prevalence of diabetes mellitus in patients with schizophrenia was reported. Several
mmmmmmmmmmmmwm
disorder have a high prevalence of type 2 diabetes.'™ 2! 7226 lllnlﬂnuludy

ining 14,182 randomly chosen Medicare and Medicaid recipients with
hizophrenia before the widespread “‘miullnﬂwychda.bbmq-l.”ﬁgu
a lifetime rate of of 14.9%. ina ion of 200 psychiatric inpatients, Sokal
et al. ™ found that 25% had diabetes. Lindenmeyer et al.'™ found in a randomized trial
of schizophrenic patients that 14% of their sample of 157 patients had type 2 diabetes.
cmeyet.al.upomdmoddson.s(”%cll.z-z.x)fordi-bmﬁrpdvnqiyw .

patients with schizophrenia compared to #7 Subj in the CATIE
Trial had a baseline prevalence of diabetes of 13%.7*  Although these studies used
varied methods for g & diabetes di is and many were set in populations of

un)ylhmmhmlml&mﬁvieqwmlﬁnﬂnclhwmahmuym

good evidence for an i prevalence of diabetes mellitus in p with severe

( mental disorders, d ing this population as being already ‘at-risk’ for the
development of diabetes mellitus. Thus, efforts to reduce the risk factors for diabetes
mellitus, including loss of weight and careful monitoring for the development of

hyperglycemia, should be undertak h feasible. In addition, avoidance of
additional risk factors, such as drugs which both increase weight gain, glucose
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dysfunction and which {ated with increasing the risk of diabetes mellitus should
especially be avoided.

56. Obesity - Overweight and obesity arc highly prevalent among persons with severe
mentel illness. In a study of 169 community psychiatric outpati mpared to 2404

matched individuals from the National Health and Nutrition Ex-nhdw Survey:
(NHANBS)HLDbkumad.’fumdmsmofhﬂemmddl%duh
puumounumnmmmmmnmms.m

ctal. pared obesity prevalence ina ity-based sample of p with severe
mental illnesses 1o a national sample (NHANES 111) and a Maryland sample (Behavioral
Risk Factor Surveillance System) of the general populati d to the hi

characteristics of the SMI sample including tobacco smoking, age and cthnicity. ™ Men
f ,,ﬁmmmwmmlu-mmwm%wwﬂ
than the general population. Sixty-one percent of men with SMI were either overweight

or obese, (BMI>=25 kg/m?), compared 10 56.3 percent of men in NHANES I, and
63.2% in Maryland BRFSS. Eighty-one percent of women with SMI were overweight or
obese, compared to 56.3% of women in NHANES luln;ISMofwomcn in Maryland
BRFSS. Other studies have found similar increased obesity in persons with serious

mental illness relative 1o the general population.™*’ These studies are published

within the peer-reviewed li and readily available for review and analysis. Itis
my opinion, held to a ble degree of medical inty, that this p ion, 10 the
extent medically possible, should avoid taking those drugs known to be associated with

marked weight gain, such as olanzapine.

57. Hypertension, Hyperlipidemia and_the Metabolic Syndrome Population-based
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mmnmmmmwwwhmm
mlimnwuuwmmmmwwm
the boli d are i d in persons with scvere mental jlinesses, at least

among clinical trial enrollees. Data from the CATIE study show that at baseline, 14% of

subjects had hyperlipidemia, 20% had hypertension and 41% met criteria for the
metabolic syndrome ™

s&gmummmn_mm While prevalence of most coronary artery

disease risk factors are increased in persons with severe mental iliness, and

i lar mortality is i d, less data are available about

& J

disease. Camney et al. perfc da pecti lysis of Blue Cross/Blue Shield data

in Towa.”’ Subjects with schizophrenia or schi ffective disorder (n=1074) were
4 mmpuejtommsdlhophmkcmhwhohadflednlmoneclllmfotmedhl
services (w=726,262) The authors did not find an increased odds of ischemic heart
discase in schizophreni, but did find an increase in congestive heart failure (OR 2.38)
and stroke (OR 2.11). Among patients with schizophrenia, Enger ctal. found an

# d risk of dial infarction in patients using typical antipsychotics.
59. The opinions expressed above are based on my traini h and

&

and my
review of the peer-reviewed medical literature, and sre held to a reasonable degree of
scientific certainty. My consulting fee for Plaintiffs’ counsel is $1,000 per hour. Other
charges apply for depositions and travel.

60. 1 have spent approximately S0 hours in the review of the pertinent medical literature
specifically in preparation for writing this report. However, 1 have spent the past 1§

years of my professional life ducting original linical pathology and
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Case 1:04
contributing to the medical literature, all of which has includcd reviewing the peer-
reviewed medical i g dici i and cpidemiology. In the last

four years, I have testified in no depositions or trials,

| Signed this 7 day of January, 2007 f “ Lk fopm T

Fred;f-ck Brancati, MD, MHS
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