Topic
No. Topic Text
GENERAL

1|The identity of

the conduct of
preclinical and clinical

program of

S

employee(s) responsible for

S

studies in the development
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Witness
Diane Beck Patrice Belanger |Gary Bloomgren |Tom Carpenter |Armida Diaz Staci Ellis Orville Kolterman|Dana Lee David Maggs Oleg Martynov  |David Parkes Ruth Patterson |Denis Roy Dawn Viveash Cheryl Watton
(4/25/11) (5/19/11?) (3/30-31/11) (3/11/11) (5/19/11?) (1/28/11) (2/2/11) (5/5/11) (3/22/11) (1/31/11) (4/6/11) (4/5/11) (4/15/11) (4/1/11) (4/8/11)
26:23-27:2 70:9; 18:18; 98:4-25 33:1-33:15; 236:20-236:21 25:1-9; 51:3-5; 21:6-11; 111:6-8;
49:9; 25:1-3; 117:10-117:15; 25:10-16; 106:23-25; 145:3-(24-25; 252:16-17
84:3; 44:17-21; 133:22-133:24; 26:11-12; 9; 25:7-14;
117:1-4; 53:14-53:21; 168:16-168:20; 70:19-25; 71:1-5; |116:16-18; 27:20-24;
131:3-4; 75:4-76:12; 171:1-171:5; 114:14-17; 150:10-12; 31:9-11;
139:10-16; 76:13-77:4; 226:6-226:14; 232:11-17 192:7-17; 198:7- (41:12-14;
177:18-25; 168:4-24 323:18-323:21; 11; 59:19-22;
179:10-15; 333:25-334:6 196:1-3; 77:9-11;
184:12-13; 246:3-7 241:23-24;
273:3; 306:6-8;
279:20-21; 92:22-25;
222:16-19; 99:22-25;
305:7-11; 136:15-19;
312:3-15; 306: 6-8;
332:23-25; 326:23-25;
353:3-14; 327:1-9;
365-367; 294:15;
371:10-19; 283:4-23
373:1-5;
374:1-17;
375;
379:1-15;
380:1-6;
382:24;
386:9-16;
388:12-14;
390:3-20;
394:13-25;
389.7;
409:13-25;
411:23-25;
462:1-4;
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No. Topic Text (4/25/11) (5/19/11?) (3/30-31/11) (3/11/11) (5/19/11?) (1/28/11) (2/2/11) (5/5/11) (3/22/11) (1/31/11) (4/6/11) (4/5/11) (4/15/11) (4/1/11) (4/8/11)
2|General policies and 275:10-13; 34:1-36:14; 55:23-58:12; 35:12-20; 56:11-20

procedures for providing 279-281 60:14-62:1; 60:2-61:11; 53:10-25; 54:1-6;

data from 's 79:5-81:6; 63:8-63:22; 65:4-10; 71:10-

preclinical and clinical 84:17-91:25; 152:14-152:25; 13;

studies in the development 129:6-10; 298:2-298:13 65:18-25; 66:1-

program of 129:20-24; 25;

to the 137:17; 67 - 68;
FDA. 144:14-146:16; 69:2-8;

147:19-148:19

75:21-25; 76:1-2;
76;

80:1-22;
98:10-12;
184:24-25; 185:1-
11;

237:13-19;
233:21-25; 234:1-
11;

244 - 245; 249:7-
20;

299:20-24;
332:4-20
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No. Topic Text (4/25/11) (5/19/11?) (3/30-31/11) (3/11/11) (5/19/11?) (1/28/11) (2/2/11) (5/5/11) (3/22/11) (1/31/11) (4/6/11) (4/5/11) (4/15/11) (4/1/11) (4/8/11)
3|General policies and 112:111; 55:16; 36:9-13; 38:2-5; |108:10-12; 52:13-20;

procedures for maintaining 306:20-25; 70:11-72:7 54:20-25; 55:1- (111:11-13 216:4-7

final study reports and 307:24-25; 11

adverse event reports from 317;

's clinical studies 323:16-23;

in the development program 381:16-24;

of including 381:8-18;

identifying the primary 470-471

database(s) used to store
said materials.
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No. Topic Text (4/25/11) (5/19/11?) (3/30-31/11) (3/11/11) (5/19/11?) (1/28/11) (2/2/11) (5/5/11) (3/22/11) (1/31/11) (4/6/11) (4/5/11) (4/15/11) (4/1/11) (4/8/11)

Protocol names and/or 142:1-3; 19:14-20; 49:13-22; 134:20-(22:11-14; 36:23-37:5;
numbers for 144:17-18; 51:23-52:7; 24; 356:19-22; 99:11-18;
preclinical or clinical studies 165:15-19; 92:21-25 50:8-14; 71:11-17|354:10-11; 99:21-25;
in the development program 168:1-3; 347:11-23; 228:21;
of 172:17-19; 367:2-7; 382:8-9;

177:4-6; 155:11-12; 385:3-4;

181:15-16; 342:11-25; 396:10-11

183:11-12; 163:19-21;

245-247; 168:2-14;

183:16; 319:22-25;

253:10-14; 311:17-25;

284:10-23; 293:10-11;

300:11; 232:11-16;

300:15; 37:7-10;

397:7-9; 141:10-25;

408:13-18; 48:2-3;

471-472 139;

123:7-9;
52:13-14
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No. Topic Text (4/25/11) (5/19/11?) (3/30-31/11) (3/11/11) (5/19/11?) (1/28/11) (2/2/11) (5/5/11) (3/22/11) (1/31/11) (4/6/11) (4/5/11) (4/15/11) (4/1/11) (4/8/11)
5|The general organizational 102:16; 168:4-24 19:7-19; 61:12- 238:16-239:15 26:19-24; 16:10-22; 84:4-5; 319:14
structure of 121:22-25; 14; 26:25; 16:25;
clinical research department 124-125; 62:2-9 27; 17;
related to 126:7-11; 28:4-12; 18:1-12;
127:4-13; 28:13-18; 43:19-23; 44:1-
240:12-14; 29:4-12; 67:15- |14;
309:6-20 21; 84:4-7;
38:24-25; 39:1-3;|98:10-11;
107:4-13; 121:22-23;
177:20-23; 127:21-23;
274:20-25 150: 9-12;
160:25 - 161:1;
208:12-15;
216:4-7;
224:19-22;
232-233;

238:20-23; 247;
303:1-3
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No. Topic Text (4/25/11) (5/19/11?) (3/30-31/11) (3/11/11) (5/19/11?) (1/28/11) (2/2/11) (5/5/11) (3/22/11) (1/31/11) (4/6/11) (4/5/11) (4/15/11) (4/1/11) (4/8/11)
6|General policies and 17:24-18:13; 102:16; 56:6-58:14; 33:19-35:04; 214:1-215:14 32:3-34:10; 340:9-341:20 21:21-22:08; 192: 2-9 383:16-21 29:8-25;
procedures used by 44:6-7; 121:22-25; 59:13-19 63:23-64:10; 42:13-47:17, 24:23-26:12; 25:3-23;
to process 44:9-16; 124-125; 290:1-12 39:19-41:20; 27:7-32:1; 38:8-44:24;
-related adverse [108:4-10; 126:7-11; 49:12-17; 32:1-34:11; 47:9-49:13;
event reports, including 109:12-14 127:4-13; 50:8-52:8; 54:10- 57:21; 56:1-58:10;
identifying the primary 240:12-14; 53:2-15-57:14; 76:16-76:17; 89:14-91:16;
databases(s) used by 309:6-20 62:8-25; 101:2-101:13; 262:20-268:20;
[ ] to maintain 63:1-66:3; 103:4-103:13; 273:4-276:24;
adverse event reports or 69:25-70:4; 130:4-130:7 277:8-279:6;
report adverse event reports 73:7-84:20; 298:6-299:19;

to the FDA.

116:17-117:6;
131:8-133:22;
137:17-138:1;
150:21-152:12;
162:3-11;
185:16-25;
191:19-193:19;
195:24-199:1;
211:15-213:4;
242:6-246:14;
251:2-16;
251:18-25;
262:23-263:3;
264:4-266:20;
268:4-270:17;
273:20-276:25;
327:10-329:5

318:14-319:3;
308:7-311:10;
311:24-315:24;
374:23-375:25
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No. Topic Text (4/25/11) (5/19/11?) (3/30-31/11) (3/11/11) (5/19/11?) (1/28/11) (2/2/11) (5/5/11) (3/22/11) (1/31/11) (4/6/11) (4/5/11) (4/15/11) (4/1/11) (4/8/11)
7|The general organizational 16:12-17:18; 94:1; 166:10-167:8; 61:12-14; 26:23-32:1; 43:2-43:10; 32:5-15; 28:2-29:3;
structure of 's |40:6-15; 287-289; 168:4-24 222:11-223:5; 50:23-52:7; 80:17-80:24; 244:10-13; 35:3-14;
pharmacovigilance 56:18-20; 406 238:13-241:14 53:2-15-57:14; 81:24-82:3; 244:17-19; 45:19-46:3;
department related to 110:1-22; 62:8-25; 171:9-171:13; 41:12-14; 54:7-55:14; 200:3
145-148 69:25-70:4; 234:9-234:21; 245:20; 204:7;
205:7-206:13 238:3-238:7; 59:19-22; 61:21-62:4;
244:4-244:6; 74:11-14; 74:17-23;
302:5-302:17 77:23-25; 81:9-81:25;
245:9-10; 94:1-6;
146:4-25; 230:4-232:11;
337:9; 256:23-25;
337:3; 259:20-260:17
337:6;
281;
274:14-25;
152:15-17;
211:12-18;
241:23-24;
239:6-13;
174:20-25;
178:18-22
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No. Topic Text (4/25/11) (5/19/11?) (3/30-31/11) (3/11/11) (5/19/11?) (1/28/11) (2/2/11) (5/5/11) (3/22/11) (1/31/11) (4/6/11) (4/5/11) (4/15/11) (4/1/11) (4/8/11)
8|The general organizational 102:16; 87:1-87:12; 317:25-318:5 70:10-17; 79:34-80:1 123:8-9 28:2-29:3
structure of 's 103:7; 161:3-16; 207:7-18
regulatory department 114:21-22; 166:13-167:14;
responsible for interacting 123:19-21 284:11- 285:13

with the FDA related to
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No. Topic Text (4/25/11) (5/19/11?) (3/30-31/11) (3/11/11) (5/19/11?) (1/28/11) (2/2/11) (5/5/11) (3/22/11) (1/31/11) (4/6/11) (4/5/11) (4/15/11) (4/1/11) (4/8/11)
9|The identity of the 20:2-19 204:2-15; 73:12-74:20 25:16-27:14; 300:20-301:04 317:25-318:5 165:2-14
employee(s) 207:2-8; 27:25-32:23;
with primary responsibility 216:18-22; 33:21-34:17;
for communicating with the 21:17-25 39:12-45:13;
FDA related to 49:22-57:23;
15:20-20:4; 16:12
17:16;
18:20-20:3;
112:15-24;
122:9-14
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No. Topic Text (4/25/11) (5/19/11?) (3/30-31/11) (3/11/11) (5/19/11?) (1/28/11) (2/2/11) (5/5/11) (3/22/11) (1/31/11) (4/6/11) (4/5/11) (4/15/11) (4/1/11) (4/8/11)
10|The primary database(s) 41:1-17 128:22-25; 14:11-13; 301:15-302:23 79:3-79:6 173:25-174:4
used to maintain 182:11-25; 35:8-37:2;
submissions to the FDA 268-269; 62:6-67:17;
related to 268:23-25 123:1-2

REGULATORY
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No. Topic Text (4/25/11) (5/19/11?) (3/30-31/11) (3/11/11) (5/19/11?) (1/28/11) (2/2/11) (5/5/11) (3/22/11) (1/31/11) (4/6/11) (4/5/11) (4/15/11) (4/1/11) (4/8/11)
1|General policies and 71:2 34:1-36:14; 269:12-270:7
procedures for providing 56:6-58:14;
data from Amylin's 60:5-21;
preclinical and clinical 77:9-23;
studies in the development 79:5-81:6;
program of Byetta to the 81:22-82:17;
FDA. 93:12-96:4;
113:14-16;
132:11-21
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No. Topic Text (4/25/11) (5/19/11?) (3/30-31/11) (3/11/11) (5/19/11?) (1/28/11) (2/2/11) (5/5/11) (3/22/11) (1/31/11) (4/6/11) (4/5/11) (4/15/11) (4/1/11) (4/8/11)
2|General organizational 75:4-76:12; 55:23-58:12 317:25-318:5 249:15-21; 28:2-29:3;
structure of Amylin's 76:13-77:4 250:10-17 167:2-3;
regulatory department 319:14

responsible for interacting
with the FDA related to
Byetta at all times.
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No. Topic Text (4/25/11) (5/19/11?) (3/30-31/11) (3/11/11) (5/19/11?) (1/28/11) (2/2/11) (5/5/11) (3/22/11) (1/31/11) (4/6/11) (4/5/11) (4/15/11) (4/1/11) (4/8/11)
3|The identity, responsibilities, 73:12-74:20; 60:2-61:11; 317:25-318:5 37:16-38:5; 249:15-21 27:10-22;
supervisors/reports and time 96:24-97:24 89:11-89:16; 122:09-122:12 27:22-28:2;
of involvement for the 77:2-77:5; 31:9-12;
Amylin employee(s) with 80:10-80:25; 31:18-22;
substantive responsibility for 179:17-180:17; 34:21-24;
communicating with the FDA 208:15- 211:12 223:20-227:8

related to Byetta.

13




Byetta— Amylin 30(b)(6) Deposition Topics Covered by JCCP Testimony

Witness
Topic Diane Beck Patrice Belanger |Gary Bloomgren |Tom Carpenter |Armida Diaz Staci Ellis Orville Kolterman|Dana Lee David Maggs Oleg Martynov  |David Parkes Ruth Patterson |Denis Roy Dawn Viveash Cheryl Watton
No. Topic Text (4/25/11) (5/19/11?) (3/30-31/11) (3/11/11) (5/19/11?) (1/28/11) (2/2/11) (5/5/11) (3/22/11) (1/31/11) (4/6/11) (4/5/11) (4/15/11) (4/1/11) (4/8/11)
4|The identity of, and the 141:8-23 196:3-6; 56:6-58:14; 63:8-63:22
policies and procedures 307:10-25 59:13-19

governing, the primary
database(s) used to maintain
submissions to the FDA
related to Byetta, including
the identity, responsibilities,
supervisors/reports and time
of involvement for the
Amylin employee(s) with
substantive responsibility
therefore.
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No. Topic Text (4/25/11) (5/19/11?) (3/30-31/11) (3/11/11) (5/19/11?) (1/28/11) (2/2/11) (5/5/11) (3/22/11) (1/31/11) (4/6/11) (4/5/11) (4/15/11) (4/1/11) (4/8/11)
5|The identity (including the 58:12 18:7-10;
time period in which the 246:9-10

CONSULTANTS

relationship existed, the title,
role, function of the
individual or entity, and a
general description of the
nature of the consultation)
of all persons or entities that
Amylin consulted with or
retained concerning Byetta
in the following capacities:

a. FDA consultants; and

b. Firms and/or individuals
who held themselves out to
be experts in the area of
foreign government and/or
regulatory matters.
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No. Topic Text (4/25/11) (5/19/11?) (3/30-31/11) (3/11/11) (5/19/11?) (1/28/11) (2/2/11) (5/5/11) (3/22/11) (1/31/11) (4/6/11) (4/5/11) (4/15/11) (4/1/11) (4/8/11)
1{The identity (including the 32:4-32:15 34:25; 21:4-22:17; 115:23-116:5 184:1-4; 171:13-171:18; |138:19- 141:10; (56:1-20; 82:5-6;

name, employer or the 106:9 28:17-30; 241:15-243:7; 216:13-216:22; |149:2-149:11; 83:5-10; 145:3-9;

corporate entity the person 31:4-15; 282:2-282:9 224:08- 224:12; |141:24-142:14 |116:5-19; 192:7-17;

is associated with, the time 34:1-36:14; 249:3-250:14; 131:4; 222:12-21

period in which the 38:4-14; 252:10-254:13; 158:13-15;

relationship existed, the title, 44:2-6; 295 168:15-18;

role, function of the 55:16; 191:13-15;

individual or entity, and a 111:1-21 234:17-25; 235:1-

general description of the 17;

nature of the consultation or 232:2-7;

discussion) of all persons or 314

entities that
consulted with or retained
concerning from
the date first
started developing

until the
present. Areas of inquiry
related to the identity of
these consultants will include
but will not be limited to the
following: s. Drafting of
manuscripts and other
scientific literature for
purposes of publication in
any forum, including but not
limited to peer-reviewed
publications, abstracts,
presentations and editorials.
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