
Food and Drug Administration Hearing 
; Antiviral Drugs Advisory Committee March 11, 2005 



Hearing 
M a c h  12,2005 

Food and Drug Administration 

8 11:9;24:2;27:15,21; 
75:2; 9O:l5; 100:6; 113:7; 
132:l; 164:6 
8-18 63:lO 
8-32-fold 13:19 
8-methoxy 118:16 
8-year 154:2,6 
80 28:l; 72: 16; 107:6; 
238: 1 5 

'170:5 
ous 12:3 
81 62:12;88:12 
82 105:s 
84 180:lO 
87-95 43:19 
88 44:9; 62:16; 63:3 
89 44:18 

7 

abacavir 118:9 
%::P0tt 4:23; 9:22 

rrations 110:i 
ability 24:20; 74:20; 
90:14,21; 108:18; 155:12; 
26223 
able 67: 16; 78:s; 80:20; 

156:22; 162:l; 166:18; 
174:4; 192:22; 201 :8; 
221:6; 227:18,20; 240:4, 
11; 250:2,10; 266:l; 
274:9; 275:10,13,17 

abnormalities 18:4; 
53%; 55:lO; 130:2 

abortion 85:2 
abortions 841 
above 45:11,13; 46:22; 
51:15; 128:21 
absence 36:21; 58:12, 
17; 68:25 

absolute 48:14,21 
absolutely 183:21; 
267: 19 
abstain 202:22 
accelerated 268:7 
acceptable 198: 1 
acceptance 145:19 
accepted 25:6 
access 153:15; 239:9; 
244:16; 252:15,17 
acclamation 217:15 
accomplish l8:19 
accordance 7:16 
according 42:19; 98:24; 
128:3; 154:12; 155:20; 
248: 12 
account 49:20; 101:3; 
152: 1 
accountable 215:16 
accounted 135:3 
accounting 189:ll 
accounts 12:lO; 16:20; 
&:25 
rcrual80:5 
lccrue 263:21 
~ccrued 264:6 
tccurnulate 81:19 
tccumulating 81:ls; 
L2:16; 140:20 
lccumulation 34:l l; 
;2:14 
~ccustomed 193:18 
lc hieve 76:5; 96: 1; 
04:12; 137:22; 163:2; 
91:5 

achieved 45:20; 46:9, i 1; 
(8: 12,19; 49%; 55:3; 
i8:21; 62:13,18; 65%; 
100:7,14; 124:15; 126:3, 
!O; 127:22; 128:l; 163:4 
ac hieves 50: 12 
~chieving 48:9; 69:l l; 
25:2 
~cidosis 223:4 
~c ids  138:8 
kknowledging 89:22 
~cquired 11:15; 224:16 
tcquiring 11:13 
cross 31:22;41:4; 43:1, 
', 15; 49:19,22; 51:4,8, 

Antiviral Drugs Advisory Committee 

56: 13; 58: 1,2; 83: 15; S4:6 
125:3; 130:6; 134:3,15; 
163%; 168:ll; 170:22; 
209:20 
act 61 :2 

acting 4.5; 9:21 
action 35:6; 108:16 
activated 82: 16 
activation 81 : 10 
active 13:lO; 14:5; 15:4; 
18:7; 26:5; 35:s; 38: 15; 
45:14; 47:3; 70:7; 110:5; 
143: 1 
actively 394; 84:4 
activities 26: 1 
activity 13:17,21; 23:4; 
15:15,18; 81:22; 94:4,8; 
)8:16; 181:2; 189:17 
actual 170: 13; 238:6 
actually 16:19; 83: l l ;  
t5:4; 9O:22; 97:18; 98:9; 
:05:11,11, 16; 112:18; 
127:7; 148:22; 151:12; 
154:ll; 156:7; 160:6; 
161:1,6; 166:5; 167:12; 
173:lO; 177:14; 183:5; 
L98:19; 199:3; 200:22; 
206%; 21 1 :7; 214:3; 
!15:2; 218:4; 223:13; 
!25:8; 235:18; 238:12; 
255:9,14; 257:10,21; 
258: 16; 260:5; 269: 12 
acute 12:6; 130:8 
add 82: 12,20; 96:4; 
156: 13; 157:7; 168: 13; 
,9316; 195:15; 221:5; 
!57:7; 266:l l 
~dd ing  269: 11 
lddition 15:l l; 31:20; 
11:16; 61:23;7l:lO; 
'2:22; 108:15; 120:9; 
35:18; 188:ll; 206:17; 
!16:12; 223:18; 238:17; 
!45:14 
1dditional29:15; 49:lO; 
103; 71:22; 80:8, 19; 
39:3; 149:21; 150:9; 
063; 221:21; 242:16; 
71:13,24 
dditions 200:6 
address 10:3; 75:13; 
'8:15; 79:13; 81:14; 90:8; 
)7:11,19; 150:12; 152:14, 
19; 169:ll; 170:lO; 174:2; 
:82:22; 185:15; 193:13; 
!01:8; 204:9; 206:l; 
!35:21; 237:ll; 239:3; 
!46:14; 256:17; 263:7,16; 
!67: 12 
tddressed 38:4; 150: 16; 
87:17; 204: 15; 235:23; 
163:13; 267:14 
Iddresses 7:7; 185:16 
tddressing 221: 16 
ldds 62: 12 

25:12; 26:15; 44:5; 59:13, 
15; 60: 12; 107:4; 109:20, 
21; 114:15,19; 118:12; 
1209; 123:3; 136:6; 
139: 12; 140:5; l59:2; 
162:12,13; 163:1,13; 
166:6; 177:5,6; 208:22; 
211:21; 214:7; 218:7,18, 
24; 219:4,8,17; 224:14; 
229: 12; 247: 10 
adefovir-all270:21 
adefovir-we 273: 14 
adefovir-resistant 
59:15; 139:14 
adenocarcinomas 
118:lO; 177:12 
adenomas 31:18; 32:17, 
20;36:13; 111:21; 113:2; 
1 l7:2l 
adequacy 15:12 
Adequate 75:17; 143:15; 
156:l; 164:6 
adequately 80:22 
ADHD 146:19 
adhered 260:9 
adjourned 171:15,17; 
276:12,14 
adjusted 30: 11 
adjustment 271:21 
administer 97:17 
administered 27:l l; 
110:13, 18,20; 111:12 
administering 98:20 
Administration 6: l,25; 
14:16; 120:3; 177:18,19 
admit 2513 
admittedly 240:2 
adolescence 228: 11 
adolescents 11:17; 
224:1,2; 266:12 
adopted 12:4 
adoptees 224: 1 
4drian 157:9; 181:6 
adult 8.1; 149:20; 158:4; 
!02:21; 226:2; 229:20; 
!30:7,12,16; 267:6; 271:5 
rdults 11:17; 20:10; 
121:12, 13; 162:4,6; 
224:12; 226:lO; 227:2; 
270: 18 
advance 17:6; 19:2,7; 
25:13; 77:6 
advanced 13: 13; 219:5, 
S 

advantageous 143: 12; 
268: 19 
advantages 187:12; 
250:21 
adverse 53:8,15,16,20, 
23,24; 55:12; 71:18; 
130:2,5,6,13; 132:17; 
134:7,10; 170% 
tdvice 259:20; 260:s; 
!64:14; 265:l; 275:18 

advising 260:20; 264:14; 
267:20 
Advisory 4:6; 5: 19; 
10:13; 15:7; 16:5; 119:16; 
172:16; 258:19 

advocate 209:25 
advocating 227:8 
affected 21:1 
affecting 23:14 
affects 12s; 16:19 
affiliation 4:22 
AFP 255:3 
afraid 216:2 
Africa 11% 
African 120:21; 200:14; 
22921 
afternoon 15: 15; 119: 17; 
140:ll; 149:7,10; 151:3, 
4; 172:15; 201:9 
AFTERNOONPROC- 
EEDINGS 172:l 
Again 42:20; 65:3; 87:4, 
8,11,19; 88:6,15,20; 
90:10,18;91:10,11,11; 
9453; 98: 19; 99:6; 103:5; 
104:ll; 111:13,16; 
113:20; 114:ll; 121:lO; 
124:14; 126:2,16; 127:9; 
132:8,13; 146:2; 159:7; 
160:lO; 161:8; 168:5; 
170:4,18; 177:20; 218:3; 
2209; 236:15; 242:19; 
2438; 255:22; 263:lO 
against 13:10,17; 17:20; 
25: 18; 59: 13; 77:7; 
140:14; 153:12; 188:12; 
199:lO; 227:lO; 250:13; 
252:4 
age 27:6,21; 97:7,9,21; 
l27:16; 128:3; 150:lO; 
!31:2; 234:13, 16,18; 
266: 16 
agencies 270: 1 1 
agency 7:19; 172:20; 
195:13; 197:16; 207:13; 
!08:20; 209: 16; 21 3:7; 
!17:1; 236:l; 252:22; 
!57: 11,16; 267: 17; 
!69: 14; 272:6; 273: 12,22; 
!74:5; 276:6 
agency's 9.1 1 
agenda 7:lO; 9:15; 15:20; 
1719 
agent 70:9; 157:17; 21 1:4 
agents 26: 15,15; 270:20 
aggregate 71:18 
ngo 17:ll; 147:l; 273:14; 
274 : 2 
agree 11618; 117:12,16, 
'0; 142:18; 172:ZO; 
186:lS; 187:9; 188:7,10; 
L94:15; 196:9; 200%; 
!07:22; 208:18; 209: 1,3, 
12;210:8,15; 211:lO; 
!13:23,25; 214:10, 11, 16, 
!3; 216:20; 218:13; 226:3; 
!33:11; 234:4; 240:24; 1 a l18;52:2,15;53:17;54:4; 13.8,8;23:2,3,6;24:18; Iadv ise i06 : i i  I i 

67,500 - agree (2) Min-U-Script@ 



Hearing Food and Drug Administration 
Mach 11,2005 Antiviral Drugs Advisory Committee 

219:ll 
commend 14:21; 195:li 
273: 12 

?mended 194:17 
.nrnent 10:5; 86:3,8, 

11: 93: 1; 95:8; 97:13; 99:; 
103:3; 181:5,7; 183:14; 
186:5; 194:lO; 206:ll; 
211:5; 214:16,22; 227:l6 
232: 12; 240:5; 242: 16; 
243:13; 249:ll; 252:lO; 
256:19; 260: 17; 271:17; 
272:18; 273:ll, 24 
commented 214:21 
comments 15:20; 
106:21; 150:13; 154:l; 
185:21; 190:2,5,25; 
192:6; 194:14; 196%; 
209:l; 213:5,8; 220:6; 
2263; 228:9; 235:21; 
238:4; 240:25; 245:4,18; 
248:17; 271:24; 273:9,21 
commercialization 
269:22 
commitment 17:9; 19:7; 
267:24 
commitments 150:17; 
267: 15; 26823 
committed 18:16; 71:6 
Committee 4:7, 15,18; 
6:1;7:11; 10:13,19; 15:7; 
165, 12; 20:22; 31:2; 

2; 77:ll: 102:4; 
.14; 117:2, 11,14; 

1 1 9 ~ 6 ;  129:ll; 140:9; 
149:7, 10; l50:22,24; 
171:9, 13; 172:16; 174:6; 
1753; 184:12; 185:14; 
2059; 210:7; 217:18; 
219:2; 232:20; 235:25; 
258: 19; 273: 10; 274:3,9; 
275:21,22; 276:3 
committee--we 173:25 
committees 115:16,19; 
116:l 
common 30:14,14; 
32:13; 35:5; 53:25; 70:lO; 
74:6; 101:25; 113:l; 
130:l; 231:16; 258:8,9 
commonly 11321; 
136: 10; 228: 18 
communicating 254:2 
communication 254:lo 
community 19:2 
community-based 
160:24 
companies 94:21 
Company 4:ll ;  i8:15; 
106:7; 180:3; 194:17; 
195:7; 201:15; 207:13; 
260:13, 15,20,21; 262:19; 

6; 268: 15; 274:4; 
6 

company's 256:5; 
272: 11 

57:l8,21; 58:1, 5; 127:15 
243:7 
comparative %:is; 
57:6; 209: 17; 218: 17 
comparator 18:7; 38:15 
70:7,8; 143:21; 244:11,1 
compare 109: 16; 153:9; 
162:14; 163:s; 165:14; 
170:ll; 214:6,8; 250:9 
compared 14:3; 23:19; 
24:l3; 27:l8; &:lo; 
48:13,20; 52:19;62:15; 
633; 76:12; 122:6, 15; 
12922; 130:3; 131:11,23 
132:1,6,15; 133:5; 
134:22; 147:11,19; 1 6 3 3  
166:2; 176:3; 177:22; 
208:21; 243:4 
compares 47:ll; 1233; 
155:19; 218:7 
comparing 45:13; 47:3; 
219:4,8 
comparison 32:4; 159:l; 
162:l; 176:8,13; 179:6; 
249: 14 
comparisons 37:6; 48:3; 
19:19; 51:9; 161:19; 
207:14; 211:19; 212:3 
compelling 174:12,15 
compensated 23: 19; 
41:21;43:13; 158:12; 
159:11;211:8 
competing 8:17; 35:lO 
competitor 8:5,13,20; 
9:l, 3 
competitors 8:7,11; 9:7; 
33: 1 
:omplement 81: 10 
:omplete 86:15; 102:7; 
103:17; 274:5 
:ompleted 17:13; 
LO1:18; 147:4; 159:4; 
166:9; 212:4 
:ompletely 219:18; 
!44:10; 260:9,22 
:ompleting 43: 17 
:ompletion l06:2 
:omplex 84:19 
:omplexity 38:20 
:omplicated 84:lz; 
12:15 
:omplication 130:lo 
:omplications 12: 12 
:omplirnent 274:4 
:omponents 71:lO; 
24:13 
omposite 46:5; 101:2; 

122:18; 128:4; 147:22; 
165:8, 10; 166:1,18,22; 
167:11 
:ompound 17:12; 36:20; 
.08:18; 118:18; 202:8; 
!30:7 
:ompound's 89:lO 
:ompounds 94:5; 1639; 

comprehensive 37:22; 
59: 1; 64:9; 65:13; 142:3; 
148:17 
compromise 272:4 
concentration 93116 
concentrations 13:19; 
269; 94:5; 177:17 
concept 22:14; 248:21 
concern 171:5; 174:16; 
175:4; 178:3; 199:15; 
208%; 242%; 258:20; 
259:lO 
concerned 179:2,18; 
188:1,18; 198:13; 213:14, 
19; 232:4,5,6; 241: 1 
concerning 171:3; 
202:5,5 
concerns 24:17; 89s ;  
185:13; 187:20; 188:20; 
192:16,21; 201:5,6,6; 
2023; 238:lO; 255:16 
concise 77:14 
conclude 35:15; 64:lO; 
59:14,19; 75:14; 77:4; 
244:7 
concluded 17:4; 18:7; 
31 :3; 73:9; 7 4 3  
concludes 80:iO 
conclusion 144:14; 
147:17; 189:13; 258:13 
conclusions 123:21; 
129:lO; 139:16 
concomitant 143:6 
concomitantly 233:9 
concur 153:10; 192:5; 
210:14 
:oncurrent 44:14; 235:2 
:ondition 249:22 
:onditions 273:20 
:onduct 18:21; 29:5; 
73:19,21; 123:6; 228:21; 
!58: 11 
:onducted 18:5; 33: 10; 
i9:2; 70:6; 72:2; 78:22; 
)7:20; 106:13; 123:16; 
27:12; 133:2; 145:13; 
59:3; 160:12; 162:19; 

onfident 274:13 

comparable 46:25; 51:2; c 
53:19; 54:3; 56:14,21; 1 1769 14319 

commend - critically (6)  Min-U-Script@ 

confounders 249:21; 
250:s; 263: 16 
confusion 20:8 
congratulate 274:4 
cons 12:18 
consensus 167:7 
consequences 20:24; 
142:2; 145:5; 146:3; 197:; 
Consequently 131 20; 
141:20 
conservative 222:5 
consider 29:2; 95:17; 
96:5; 119:16; 140:9; 
2059; 222: 11 
consideration 225:13; 
226:21; 246:7; 248:7; 
259:15,20; 260:7; 271:5 
considerations 37:6 
considered 11:9; 17:6; 
15:l; 52:6; 53:22; 73%; 
104:22; 141:20; 145:4; 
L46:3,10; 227:18; 249%; 
252:7; 260:12; 261:s; 
?64:2 
:onsisted 33:14 
consistent 31:8; 36:6; 
42:7; 66:4; 108: 17; 168:7 
consistently 26:6; 51:5, 
17; 52:14; 54:17; 57:21 
consists 116:3,20 
~onstitute 44:20 
:onstruct l51:16 
:onsultants 10:14; 
!0:19; 149:7; 276:3 
:onsulting 8:4,12,20; 
):6 
:onsumer 6: 1 1 
:ontact 53:ll; 563; 
%4:15 
:ontain 146:5 
:ontained 59:7; 119:lO 
:ontaining 59:16; 60:16 
:ontext 14:18; 15:9; 57:7; 
17:14; 138:6; 144:16; 
49:14; 162:lO; 1766; 
85:7; 187:18; 190:23; 
!12:20; 213:8,21; 252:17; 
!67:7 
rontinents 38:9 
,ontingency 236: 12 
:ontinuation 172:3 
ontinue 16:3; 64:15; 
6:20; 88:ll ;  89:2l; 90:9; 
1:2,14; 118:20; 156:22; 
41:14; 251:17; 272:15; 
76:7 
:ontinued 17:15; 22:2; 
i6:8; 47: 12; 49:5; 65: 12; 
;6:9; 88:9; 106: 17; 142:8; 
61:6; 266:lO 
:ontinues 88:2 
:ontinuing 136:3 
:ontinuous 1 8 : ~ ~ ;  2i:s, 
1 

contract 7:19; 8:2 
contrast 34:6; 63:li ;  
66:6 
contribute 35:6; 38:li 
contributed 136:l 
contributes 25:19 
contributing 170:20 
contribution 147:16 
Control 5:13;6:16; 15:5; 
28:3; 30:6; 32:14; 40:4; 
58:6; 111:15; 143:l; 
147: 12; 226:18; 249:20 
controlled 249:21; 
250%; 251:7 
controls 14:4; 27:19; 
29:14; 30:4; 110:21; 
113:7; 242:19; 243:2; 
250:9 
:onversion 26:4 
:onvince 241 :2; 242:4 
:onvinced 210:7 
:onvincing 197:6; 
L98:14 

copies/mL48:9,13; 
j0:lO; 62:14, 19; 65:9; 
57:17; 126:21; 128:2; 
L37:25; 168:4 
:opy 9:9 
:ore 38:20 
:orrectly 223:5; 233:16 
:orrelated 22:6; 69:7 
:orrelates 88:14 
:orrelation 168:lO; 
!12:20 
:orresponds 62:lO 
:ortex 84:14 
:ost 193:20 
:ounted 48:5; 56:2; 
25:ll; 126:9 
ountries 38:9; 240:16; 
'58: 10; 263:l 
ountry 153:14; 240:14; 
47:18 
ouple 99:22; 161:lO 
ourse 21:8,19; 55:l; 
4: 15; 79:7; 83:9; 223:6, 
4; 231:9; 236:18; 243:20; 
70:20; 274:19 
ovariates 127:13,16; 
28:16 
overage 224:4 
overing 20:15,20 
reate 19:12 
.restively 240:2; 243:9 
:RF 170:13 
riteria 4 1.19,20; 44:20; 
5:9,13; 127:7; 131:17, 
0; 132:ll; 151:lO; 183:8 
riterion 168:s 
ritical 29: 10; 69: 15; 
53: 15 

ontinuously 71:7 4 

c 
C 

5 
2 
C 

C 

2 
critically 188:4; 275:io 



Food and Drug Administration 
Antiviral Drugs Advisory Committee 

Cross 168:12,14,19,19 
236:11, 15; 259:16; 262:s 

cross-hatch 128: 17,21 
cross-hatches 129: 1 

cross-referenced 
160:16 
cross-resistance 59: 14 
220: 13 
cross-resistant i40:4 
cross-study 212:3 
crossover l94:9; 
247:20,22; 250:17; 259:9, 
12; 261:9 
crucial l91:3 

CT 255:5; 258:4 
culminate 197:17 
culture 93:18; 169:5 
cumulative 53:lO 
cured 102:3 
curious 241:18 
current 10:4; 68:3; 95:9; 
106:12, 18; 154:6; 161:7; 
167:21; 211:21; 245:lO; 
253:2; 260% 
currently 21:l; 22:22; 
84:3; 88:6; 106:4; 122:6; 
1349; 143:18; 193:22; 
24 1: 16; 247: 1; 255:4; 
271:8; 272:2; 273:3 
curve 32:s 
cut 161:7 
cutoff 112:lO; 134:9; 
168:3 
cycle 21:9,11; 30:18; 
121:6; 123:7; 135:13 
cyclopentyl25:16 
cyclosporin 231:20 
cyp3A 188:15 
cytochrome 175:7 
cytopathic 2 l : io  

D 126:6 
daily 20: 12; 27: 11; 39:20, 
22;40:10,10;45:17, 18; 
46:7,8; 58:3; 121:15,20; 
197:4 
dams 179:12,14,18 
dangers 237:24 
data 14:17,18; 159; 
16:16; 17:4; 19:22; 20:5. 

116:8, 19; 119:lO; 121:4, 
8; 122:19; 123:5; 125:14; 
134:2; 136:24,24; 137:2, 
3, 15; 139:19; 142:20; 
144:22; 149:16; 150:2; 
152:16; 154:11,18; 155:5 
9; 156: 14; 157:4; 158:3; 
159:7,18; 160:2,13, 19; 
161:7,10; 167:14; 169:2, 
11, 16; 170:7,14; 181:17, 
18; 185:9; 186:14; 187:3; 
189:14,14,15, 19; 190:22 
24; 192:9; 194:18; 195:5, 
7, 10; 197:5; 198:11,14; 
209:14;211:10;212:11; 
213:8,9; 214:2,8; 217:18; 
218:4,16,19; 219:3,7,10 
11,16,18;220:8; 221:ll; 
222:7; 223:16; 225:7; 
227:l; 229:8; 233:21; 
234:13, 16, 18,21; 239:9, 
16; 240:12, 12; 243:l, 17, 
18; 245:15; 248:19; 249:1, 
251:15; 256:6,7; 259:2; 
261:6; 268:4,13; 275:l 
database 55:21; 121:21; 
136:13; 160:7,15, 17; 
161:9; 166:6,6; 168:2,3; 
170:12 
databases 57: 12; 
129: 1 1; 160: 12; 239:2,3, 
LO; 242:19 
date 70:6,11; 72: 16; 
33:l5; 85%; 148:12; 
191:7; 194:18; 226:6; 
!46: 18 
jate--interferon 270:20 
day 10:22;41:10; 53:l l; 
112:19; 197:25; 216:4 
days 181:20,20,21; 
182:2,10 
deal 86:18; 250:18 
jealing 201:20; 251:5 
jealt 156:5; 200:19 
jear 254:l 
leath 21:6; 30: 12; 53:22; 
!60:18; 240:l l 
ieaths 12:12; 16:21; 
i3: 16; 77:3; 130:6 
lebate 146:14; 246:l l 
Iebbie 6:23 
Iebby 179:19 
Iebra 10:8; 172:13; 
!20:6 
lecade-long 21:3 
lecided 200: 1 
lecision 103:20; 251:4; 
!63:4 
iecisions 247:17 
iecline 11:22; 100:lO 
jecompensated 13: 12; 
,9:3; 121:5; 123:4; 
35:22; 158:10,13; 159:1, 
1; 211:6; 219:6; 272:3 
lecrease 1 2: 5; 29: 13; 

Hearing 
 arch 11,2005 

126:22; 131:5; 140:21 

decreased 23:9; 61 : 1 1 ; 
68:10,21; 131:4 
decreasing 88: 10; 
173:10, 11 
dedicated 19: 12 

default 264: 11 
defect 84: 14 
defects 84:7 
defer 151:12; 186:l 
define 33:lO; io6:18; 
271:13 
jefined 40:22; 44:12; 
52:16; 549; 61:24; 86:l; 
122:12; 130:21; 246:ll 
defining 18:16; 129:17 
definite 1221 
definitely 229:lO 
definition 29: 12; 40: 17; 
55:s; 88:19; 249:6; 
?62:22; 263:l 
jefinitive 106:18 
jefinitively 70:22 
iegree 22:2; 64:13; 
15:13; 157:17 
IEGRUTTOLA 6:5,5; 
k5; 78:2,3;79:9; 81:3; 
91:6,6; 203:16, 17; 
'14:21,22; 243:12,13; 
47: 19; 248:6; 249:9, 10; 
55:lO; 259:4,5; 260: 14; 
64:17; 265:lO 
lelay 140:22; 158:5 
elayed 55:l 
reliver 24:20 
leliveries 84:s 
lemographic 42:17; 
27:13 
lemographics 42:6; 
61:3 
lemonstrate 25%; 48:7; 
6:19; 75:17 
emonstrate-so 50:3 
emonstrated 1322; 
3 4; 26:19; 40:6; 70:12; 
6:17; 77:4,6; 95:11; 
309; 141:2; 186:12; 
89: 2 1 
emonstrates 35:13; 
3:16; 50:4; 51:9 
enominator 48:5 
eoxynucleotide 35: l l  
epend 49: 13 
ependent 85: 12; 1553; 
89:5; 221:9 
lepending 11 5:22 
epends 49:16 
epicted 22: 15; 35: 10 
epression 13:2 
erived 160:7 
escribe 14:6; 29:5; 
7:16; 102:5; 174:5; 
12-15 

18; 79:6; 87:6; 88: 19; 
92:12; 141:l l; 264:17 
describing 260s 

description 95:1 
design 29:5; 41:4; 
103:19; 106:l; 110:15; 
131:15; 142:22; 150:13; 
167:8; 235:22; 236:4,5, 
13,16; 240:21; 241:9; 
246:5; 248:18,21; 256:16, 
257: 12; 259:6; 264:6 
designated 21:14; 59:19 
designed 39:lO; 45:7, 
24; 71:14; 75:4,6; 80:6; 
83%; 104: 19; 148: 15; 
156: 18; 260:22; 263:7 
designing 260:21 
desirable 236:18 
desired 191:5 
desiring 220:6 
Desk 233:22 
Despite 59:l l; 84:15; 
88:l5; 89:9; 121:16 
detail 130:12,15; 167:6 
detailed 195:14; 259: 1 
details 84:18; 153: 19; 
191:2; 201:7; 256:9 
detect 74:21; 75:2,4,6; 
78:8,13; 79: 12; 80: 17; 
?9:9; 155:12; 164:5,7,11; 
!92:22; 237:20; 246:5; 
!50:2,4,10; 265:19,21; 
!66: 1 
letectable 40:22; 42:l; 
)7: 12 
detected 26:9; 137s; 
139:17; 182:24; 192:lO 
jetection 46:ll; 49:18; 
104:6 
jeterioration 55:6 
letemination 266:9 
jetermine 17:19; 33: l l ;  
;2:2; 78:lO; 137:16, 18; 
!12:17; 238:6; 255:12; 
!74:10 
letermined 7: 12; 35:9; 
t6:13; 37: 17; 83:s; 106115 
Ietroit 160:lo 
levastating 145:5; 1 9 7 : ~  
levelop 13:6; 21:1; 

191:ll; 243:2,15; 253:14 
developed 24: 11; 26:17; 
28:13; 75:12; 78:21; 
138:16; 160:19; 177:8; 
181:lO; 191:7; 244:l 
developing 135:19; 
139:lO; 182:17; 187:14; 
242:18; 258:9; 262:20,20; 
27623 
development 11: 1; 
14:22: 16:14:24:8; 26:16; 

150:6; 169: 13; 186:20; 
188:6; 189:7; 208:4; 
220:12; 221:19; 225:17; 
235:2; 269:21 
developmental 170:s 
develops 79:4; 866 
devil's 209:25 
devoted 212:13; 213:19 
Di 157:6,9,9; 181:4,6,6 
diagnosed 56:4,9; 
84:21;85:1; 135:14; 181:3 
diagnoses 55: 19; 56:20; 
V : l ,  4; 180:14 
diagnosis 56: 1; 84: 10; 
180:9,19; 181:13 
diagnostic 258:2 
diagnostics 258:7 
dialysis 230:1,1; 271:19 
diameter 181:18; 182:9, 
12 
diamond 182% 
dibividine 26:16 
dictionary 134:9 
die 27:5 
Diego 6:lO; 260:20 
Dienstag 95:8,15,15; 
106:20,22,22; 156:12,15, 
15 
differ 42:19; 51:22 
differed 56:6 
difference 48: 15,21; 
50:17;81:9,17; 126:ll; 
128:8, 14; 156:2,21; 
157:15,15; 176:l; 217:14; 
242:5; 259:11,14; 261:7 
difference4 157: 1 
differences 37:4; 45:14; 
47:4; 49:20; 5l:l2; 74%; 
75:5,7; 79: 12; 99:8,9; 
129:6,12,16; 130:l; 
135:3; 156:18; 168:15; 
169:5,6; 250:5 
different 20:3; 42:2,4; 
19:20; 74:19; 82:8;87:12; 
>2:5,11; 121:2; 125:13; 
129:7,16,17; 134:14; 
1354; 141:19,19; 156:21; 
159:lO; 160:24; 163:6,9, 
LO, 11; 166:7; 170:19; 
176:12; 177:18; 179:2; 
L85:13; 187:15; 219:19; 
!29:11; 233:17,18; 
!37:18; 240: 19; 249:16, 
7 ;  253:22; 254:16; 263:1, 
,14 
jifferential237:17 
differentially 237:21 
differently 189:16; 248:5 
differing 50:6; 197:9 
differs 52:7; 104 :~  
jifficult 37:12; 98:lo; 
141:18; 178:2; 242:4; 
!49:4; 251:4 
fifficulties 153:ll; 
!38:2; 239:20; 250:16; 
!55:17; 257:3 / 70:4\ 71:3; 72-4.7; 79:16; i 

escribed 58:17;67:16, 119:6; 120:12; i 2 i : i ;  / i 

Min-U-Script@ (7) Cross - difficulties 



Hearing Food and Drug Administration 
March I*, 2005 Antiviral Drugs Advisory Committee 

difficulty 230:15 
diligent 191 :4 
diminishing 40:8 

inishment 164:l 
b.lninution 164:22 
dipivoxil 12:17; 13:8 
direct 58:1 i 
directed 19:lO; 150:25; 
161:15 
direction 94:2; 164:19; 
257:9; 259: 13; 264:19 
directly 41:lO; 77:19; 
141:15; 163:8 
Director 6:24; 116:4,20; 
151:14; 231:12 
directors 116:21 
discernible 129:6 
disclosure 82:20,21 
discontinuations 130:5 
discontinue 131:17 
discontinued 84:20; 
85:7; 132: 1 1 
discretion 248:9 
discuss 4:s; 10:zo; 11:2; 
15:8,11,17; 8l:8; 104:15; 
149:23; 150:2,11; 151:2; 
158:2; 165:17; 167:1,7; 
191:ll; 204:18,22; 208:6; 
217:9; 218:l; 219:3; 
235:19 
discussed 10:22; 14:14; 

.46:5; 142:15; 191:9; 
,:4; 217:6,9, 13; 

227: 13; 242:2; 275:14; 
276:6 
discussing 10:16; 131:l; 
167:6; 171:9; 273:4 
discussion 16:4; 28:19; 
77:20; 119:12; 149:6; 
150:20; 151:6; 172:9,12; 
173:21; 185:3; 196:3; 
204: 13; 205:8; 20623; 
213:6; 214:25; 217:2; 
226:20; 232:14; 235:18; 
252: 16; 256:6; 265:5; 
268: 1 
discussions 9:13; 
140:11;254:11,13; 
273: 13; 276:4 
Disease 5:13; 6:13,15; 
12:13; 14:2, 19; 16:19; 
19:3; 20:10,24; 21:7; 
22: 15; 23: l6,2O; 24: 1,13; 
25:4, 14; 38:3,5; 40:14; 
41:22; 42:3,20,22; 43:lg; 
56:12; 73:12; 74:6,9; 77:l; 
81:12;95:17; 121:2,6; 
123:4; 127:14; 136:l; 
140:14,22; 143:8; 144:22; 
156:lO; 159:l; 172:18; 
173:3; 187: 10; l89:5; 

17; 197:l; 198:8; 
19; 208:lO; 219:6; 

224:19; 228:5,6; 229:20; 
258:9, 12; 271:19 
disease-related 149: 1 

diseases-and 209:5 
disorders 13:3 
display 124:12; 128:7,1! 
displays 124:2; 125:4; 
126:14; 128:4; 133:22 
disposition 43:14 
disposition-patient 
43:14 
disproportionate 136: 1 
disrupt 35:14; 98:18 
disrupts 35:ll 
distinct 31:6 
distinctive 62:21 
distribution 1 i:6; 47:7; 
54:2; 56:19; 62:7; 65:3; 
180:8; 252:14 
diverse 120:13 
divided 53:4 
Division 6:19,21,23,24; 
107:25; 115:22; 116:8,9; 
118:4,20; 142:16; 144:17; 
145:4; 146:2, 13,14; 
151:13; 213:l; 253:17 
divisions 117:l 
dizziness 133:12; 134:12 
DNA 22:7,17; 25:20; 
27:14; 35:14;42:5; 43:4; 
46:11; 48:9, 13, 19; 49:8, 
12,14,21; 50:2,9,12; 
58:16; 62:8,13,18; 64:2; 
65:4,8,19,21; 66:8; 
67:17; 76:l; 88:10;95:22; 
96:l; 104:5; 108:9,14, 14; 
109:8; 126:20; 128:l; 
137:22; 141:3; 167:19; 
173:lO; 187:6; 223:3 
DNA-dependent 26:2 
dNTP 35:12,15; 36:14; 
96:20; 97: 12,14; 98:4; 
226:17 
doable 240:21 
doctor 203:14 
document 41:18; 168:lo; 
199:5,7; 260:7 
document-and 197:13 
documented 132:5; 
140:15 
dog 78:22; 114:7 
jogs 34:7; 78:5,16; 79:8 
ione 10:8; 93:lO; 98:14; 
>9:3; 113:21; 125:5, 12; 
162:22; 165:9; 173:16; 
177:l; 181:9; 183:12; 
188:5; 189:22; 194:7; 
199:19; 211:ll; 221:ll; 
223:lO; 226:18; 227:21; 
229:17; 231:5; 233:9; 
234:6; 244:5,14; 246:8; 
274:13 
Donna 69:18 
dosage 29:lO; 35:2,22; 
56:ll; 98:20; l52:4; 
!13:17 

dose 20:11,12; 27:9, i 1; 
29:9,11, l2;3O:lO, 17; 
31:22; 32:6,8, 19, 19; 
33:7; 35:1,4,17; 36:3; 
39: 15,17; 40: 1,6; 52:8; 
56:2;98:15,17; 111:2,3, 
18,19.20,22; 1 l2 :3 , l l ,  
12,13; 113:7,8,11,15, 
20; 114:1, 10,21; 121:14, 
19; 122:4,6; 133:13, 15; 
148:7,8; 152:7; 162:20; 
176: 13; l77:l l ;  208:7; 
212:18; 227:18; 228:14; 
230:13; 232:8; 271:20 
dose-1 232:5 
dose-dependent 30: 10 
dose-finding 122:l; 
133:2,15 
dose-related 113:l 
dose-response 3 7 5  
dosed 27:8; 31:22; 35:20 
doses 36: 15; 39: 19,21, 
22; 40:8,11; 58:3; 97:17; 
llO:l9,22; 111:12; 
112:17,20; 113:3,3; 
118:8,11; 133:4,17; 
177:11,11; 179:4, 13; 
180:2; 196:13 
dosing 28:13, 15; 53:ll; 
79:7; 106:19; 111:13; 
162:13,14; 163:2; 233:16 
dosing--you 103: 10 
double 165:16 
double-blind 41:6 
doubling 181:19; 182:2, 
10,18,19 
Doug 242:3 
Douglas 5:3 
down 88:12; 90:14; 
162:2; 180:17; 258:2; 
265: 1 1; 266: 12; 269:7; 
275:8 
downloaded 1 i:4 
downplay 238: 19 
downstream 22: 17; 
253; 45: 15; 47:2 

4:3,21,23,24; 5:1,3, 
5,8,10,12,14;6:2,5,7,9, 
L1,13,15,17,19,21,23; 
':I, 1, 18;8:3,6,9,12,15, 
19; 9:5,19,22; 10:7,8,12; 
14115; 16:6,11, 11, 18; 
!9:22; 20:1,4,5,7,23,23; 
!8:16,19; 37:16,20; 44:1, 
L,4; 58:7,10; 69:18; 70:3; 
71:6;76:13;n:n, 12; 
78:2,3, 14,14,17; 79:9, 
10,12,14;81:3,4,4,5,13, 
L3,15;82:17,18,18,19; 
33:5,6,7;85:10, 1 0 , l l ;  
36:10, 10, 17, 18; 89:4,4, 
;,17; 90:8,9; 91:15,17, 
18; 92:2,5,7,9,10,11,14, 
17,19,23,23,24; 93:8,8, 
10; 94: 14; 95:7,7,15; 
)6:11,11,13, 14,14,15, 
15,16; 97:10, 10,15.18; 

12,19,19,20; 100:4,5,8, 
9, 17,17,18,24; 101:6,6, 
7,9,12,13,14,15,21,24, 
24,25; 103:2,2,7,12,13, 
16,18; 105:9,21; 106:6, 
12,20,22; 107:10,16, 18, 
23; 1 l8:19,23; 123:17; 
125:13; 136:25; 141:14; 
150:19,21,21; 151:7,8, 
12,13,15; 152:11,11,12, 
18,18,21; 153:17,19,21, 
21,22; 154:11,13,13,14; 
155:5,15,15,16; 156:12, 
15; 1 57:6,6,9,22,22,23; 
158:1,8,8,9,17,18; 
159:2,9,13,13,16,16, 
17; 160:3,3,5; 162:2,6,7, 
9,17,17; 163:14,19,19, 
20; 164:10, 10,13; 165:3, 
3,4,15,19,20,22; 
166:ll; 167:5,9,10,10, 
12; 168:12,12,14,17,19, 
21,22,23; 169:10,10,12; 
170:9,9,12; 171:6; 172:2, 
13,15; 173:21,23; 174:2, 
3,3,13; 175:20,21,22; 
176:4, 5,lO; 180:2,6,6,7, 
11,13; l81:4,4,6; 182:23; 
183:3,3,4,20,23; 184:2, 
13; 185:18,20; 186:2,3,4, 
9, 10, 11; 187:8,8,9; 
188:9,9,10; 189:3,3,4; 
190:3,3,4,24; 191:6,13; 
192:4,4,5; 193:15,15, 16; 
194:12,12,13; 195:11,11, 
12; 196:4,4,5, 18,18, 19; 
197:7,20,20,21; 198:5,5, 
6,12; 199:2,2,3; 200:5,7, 
7,8,13,20; 201:12,20; 
202:15,23,24,24,25; 
203:1,1,2,3,3,4,5,5,6, 
7 ,7 ,8 ,9 ,9 ,10 , l l , l l , l 2 ,  
13,13,16,16,17,18,18, 
19,20,20,21,22,22,23, 
24,24,25; 204:1,1,2,3,3, 
i, 5,5,6,7,7; 205:3; 
206:6,9,10,13,14,15; 
!07:21,21,22; 208:15,16, 
17, 19; 209:2,2,3,11,11, 
12,23,23,24; 210:13, 13, 
14; 2ll:l5,17,17,18; 
!13:2,3,4,22,22,23; 
!14:9,9,10,20,21,22; 
!15:2; 216:8,9,22; 217:2, 
L, 5,6,7,8,21; 218:2,3, 
12,12,13,15,22,22,23; 
!19:1,13; 220:2,2,3,18, 
LO, 22; 221:3,14,17,23; 
227:6,6,7,12,16,22,22; 
228:2,2; 229:18,18,19; 
230:9,9,10, 11, 17,18; 
231:11;232:4,9,11, 11, 
12, 19; 233:4,7,7,11,12, 
15; 234:11,22; 235:6, 10, 
14, 16; 236:1,2; 237:4,4, 

13, 14,16,17; 249:9,9, 
10; 251:2,2,3; 252:9,9, 
20,20,21; 253:8; 254:4,7, 
15,15,16; 255:8,8,9,10, 
22; 256:14,17,18; 257:6, 
8; 258:15,22; 259:4,4,5; 
260:13,14,15,16,16,18; 
262:15,15,16,17,18; 
263:8,8,9,18; 264:17,22, 
22; 265:2,8,10; 266:6,11, 
17,18,18,19; 267:lO. 23; 
268:11,11,12; 269:2,16, 
18,18,20,20; 270:16,16, 
17; 271:7,7,8,15,16,16, 
17,23,23; 272: 1,9,9,10, 
14,17,17,18; 273:2,7, 
10,11,21,23,25,25; 
274:15;276:1,2,11 
draft 18:20; 73:13; 
142:14; 153:2 
dramatic 11:21; 12:5 
dramatically 12:2 
drawn 120:14 
dream 251:6 
drive 88: 12; 90: 14 
driven 2 1 3  
drives 22:14,17 
drop 100:5,9,21,23; 
152:15; 197:7 
dropout 152:19 
dropouts 152:22 
dropping 30:17; 153:5 
drops 12:2; 1569 
drug 4 s ;  6:1,25; 7:13; 
10:16,21; 11:l; 14:16,22; 
15:16; 27:ll; 28: 13; 30:7; 
41:ll; 44:2; 53:22; 62:4; 
81:6; 82:9; 83:lO; 94:22, 
22; 95:3, 17; 96:6,9; 97:5; 
110:12; 111:14; 116119; 
117:3; 140:13; 141:19; 
142:17,17; 143:4; 144:20; 
1453; 146:8; l47:l l ,  13, 
16; l52:2,6,16; 153:18; 
157:24; 166:12,13; 169:9; 
172:3; 175:4; 176:3,22; 
177:4,7,14,17; 178:3,13; 
179:21; 184:9; 186:13,16; 
L87:7,10,12,19; 188:8, 
10; 189:2,5,12,16,22; 
L90:6; 192:7; 193:5,20; 
194:1,11; 195:3,9,13,15, 
!9,22; 196:11,16; 198:3, 
),13,15,19;199:17; 
101:3; 205:5; 206:4, 15; 
208:1,9; 210:19; 217:15; 
218:13; 220: 13; 222:17; 
223:14,18; 225:14,20; 
228:15; 229:3; 232:6,21; 
234:20; 236:9; 238: 13; 
!43:6,11,19; 247:16; 
!52:2; 253:10,12; 256: 1; 
!60:4,6; 263:2; 266: 12, 
L4; 268:16; 270:4,8; 
!71:11; 274:lO; 275:4,12 
hug's 269:21 
hug-I 193:7 

dosages 29:14; 32:2,4, 
21; 35:20,21; 37:14; 

diseases 118:6; 142:l 98:16; 169:17; 170:2 98:22,22.23;99:5,5,10, 14, 15,19,21; 248:6,10, Drugs 4:6,11; 5:19;6:20, 

difficulty - Drugs (8) Min-U-Scripm 

I 

c 
c 

I 
5 
I 

15, 16; 243:12, 12, 13; 
244:8,8,9; 245:3,3,4,18; 
246:13,15,15; 247:11, 14, 



Food and Drug Administration Hearing 
Antiviral Drugs Advisory Committee March 11, 2005 

22,24; 22:22; 26:22; 
69:17; 85:13; 1023; 
107:25; 118:15; 142:l; 
144:16,18; 145:ZO; 146:1, 
5, 13, 16,18, 19,21,22; 
147%; l52:3; 175:6,7; 
176:16,18; 177:1,2; 
180:22; 186: 19; 190:17; 
192:2; 194:9; l98:l5; 
206:22; 209:9, 15,18; 
211:12; 212:22; 214:18; 
2226; 224:7; 225:5; 
229:2; 233:22; 244:15,19; 
247:13; 250:20; 2629; 
269: 10 
ducklings 26: 18 
due 12: 12; 52:20; 53: 15; 
56:12;64:13;66:16; 
68:12,19; 69:6; 125:21; 
129:16; 130:5; 231:12 
Duke 6% 
durability 107:2,6; 
194:20 
durable 1 2 : ~  
duration 52:10,18; 54:l; 
56:7; 78:16; 79:3; 106:19; 
155:6; 193:5; 265:5; 
268:15, 17; 275:7 
during 1 i:15; 49:6; 
52:17; 59:18; 83:9; 
101:22; 104:20; 121:6; 
123:7; 135:13; 136:20; 
140:lO; 157:24; 171:ll; 
1949 

E 
e-antigen 15:2,2; 22:12; 
38:4; 40:15,15,17; 42:3, 
3,10,12,14; 43:2,5; 
45:21;48:11,16; 50:l; 
51:1;61:15,16; 102:l; 
104:3,5; 105:2,6; 107:3; 
121:11,13,18; 127:3; 
167: 15; 195:20,20; 
217:16 
e-loss 104:13 
e-negative 38:5; 45:22; 
50:7; 104:7; 167:16 
eager 195s; 225:4,5 
earlier 39:19; 40:20; 
52:20; 58: 17; 67:16; 80:9; 
82:19;88:19; 91:18; 
102:4; 119:7; 121:9; 
123:14; 137:6; 141:15; 
176:l; 179:8; 194:19; 
220:5,11 
early 31%; 47:l; 48:22; 
49:2,6; 52:21; 79:5,8; 
84:18; 86:8; 156:5; 171:2; 
251:ll 
ears 197:24 
easier 188:16; 274% 
easy 239: 13 
EC 26: 12; 39: 18; 87: 1 5 
echo 194:13; 228:8,20; 
230:lO; 237:s; 262:18 

educated 97s ;  245:9 
effect 1222; 13:l; 47:4; 
78:9,10; 79: 16; 82: 1 ; 
93:19;98:18; 112:12; 
120:4; 127:14,21; 128:8; 
148:21; 170:2; 180:22; 
224:lO; 260:3 
effective 24:3,16; 25:1, 
9; 64:22; 69:4; 120:s; 
140:13; 166:13; 173:6; 
186:13; 209:7; 214:3; 
223: 18; 225:5,8; 226:4; 
270:22 
effectiveness 234:18 
effects 34: 13; 36:22; 
78:12; 98:6; 149:5; 152:2; 
218:s; 25O:ll 
efficacious 25:3; 207:17 
efficaciously 229: 1 
efficacy 20: 16; 2622; 
37:19,22; 39:ll; 41:14; 
44:8, 11; 51:9; 52:1;68:2, 
22; 99:20; 119:9; 123:11, 
18,19; 124:3; 130:20; 
141:2,4; 147:19; 149:15; 
152:16; 172:21; 185:8; 
189:14,21; 190%; 19223; 
193:22; 207:15; 210:1,10, 
17; 227:5; 229:8; 235:7; 
243:11,18; 245:14; 271:l 
efficacy--Phase 40: 13 
efficiency 93:17 
efficient 26:4,7 
effort 109:14; 142:19; 
240:18 
sfforts 19:9 
sight 241:12; 265:4,17, 
24; 266:13 
zighth 2663 
either 26:14;41:6,12; 
66:9; 96:20; 116:13; 
1223; l34:15; 136:12; 
149:12; 152:4,14; 153:18; 
1634; 204:25; 213:16; 
236:7 
elective 83: 12,21 
electronic 121:7 
elegant 89:9 
elevated 4 1 :22; 270:22 
elevation 22% 
elevations 130:9 
elicited 3 3 9  
eligible 72:12; 74:2; 
248: 1 
eliminate 70:22; 21 5: 12 
eliminated 163:13,17; 
176:17; 204:lO 
Elliott 16:13 
else 156: 13; 1 57:7; 
205: 10; 221:4; 238:8; 
255:20; 257:6 
elsewhere 17:s 
embryo 109:6; 169:14, 
17; 170:4 
emerge 45: 16; 138:3; 
139:21: 140:l 

emerged 22:5; 76:13; 
138:12 
emergence 58: 13; 60: 1, 
2; 63:s. 13; 64:20; 66:5; 
69:1;85:11,15,19; 120:7; 
137:17; 188:22; 209: 19 
emerges 245: 12 
emerging 61 :20; 62:20, 
24; 64:6,10; 66:22; 67:9; 
68:15;87:5; 213:13 
emerging4 21 5:13 
employed 9:22 
employer's 7: 19; 8:16 
empowered 1 16: 16 
encountered 144:s; 
215:ll 
encourage 1 9 ~ ;  24o:i; 
243%; 244:l2; 263:s; 
267:2 
encouraged 72:8,14; 
90:18,20; 106:2; 1693; 
209: 16; 230:20; 257: 11; 
262: 16 
ancouraging 88:3; 91:11 
end 24:9; 29:18; 54:15; 
103:9; 119:14; 144:13; 
197:18; 215:lO; 270:6 
endpoint 41:14;44:11; 
45:15; 46:4, 10, 15; 47:2; 
49:17,19; 70:14; 99:25; 
100:7; 103:20; 104: 12; 
105:l; 122:9; 124:16,18; 
1265; 127:15; 128:9; 
166:20; 167:20; 245:14 
andpoints 15:5; 2220; 
137; 24:6; 25:7; 46:1,9, 
17; 47:14,16; 48:6; 51:8, 
13;70:16; 100:25; 122:16, 
L8; 123:8, 10,20; 124:4; 
L26:16; 127:21; 141:4; 
!43:2; 147:22; l56:lO; 
16523; 166:l; 167:14; 
.68:11; 169:15; 212:2,6; 
!37:21; 257:19 
!rids 21:4 
mforce 267:22 
mforced 267: 17 
knforcement 268:6 
mgage 73:18 
iNGLUND 4:3,4; 6:2,2; 
':I; 10:7; 16:6, 11; 20:l; 
'7:12; 81:4; 82:18; 85:lO; 
9:4; 92:23; 94:14; 96: 11, 
4; 98:22; 99:19; 101:24; 
07:10,16; 150:21; 
152:ll: 153:21; 157:22; 

204: 1,3, 5,7,7; 206:6, 10, 
14; 207:21; 208:15; 209:2, 
11,23; 210:13; 211:17; 
213:2,22; 214:9,20; 
215:2; 216:8,22; 217:4,6, 
8; 218:12,22; 220:2,18; 
221:3; 227:6,22; 229:18; 
230:9,17; 232:4,11; 
233:7,12; 235: 16; 237:4; 
240:23; 241:17; 242:7,15 
243: 12; 244:8; 245:3; 
246: 13; 247: 14; 248:13; 
2499; 251 :2; 252:20; 
254:15; 255%; 256:14; 
258:15; 259:4; 260:13,15. 
2623 5; 263%; 264:22; 
265%; 266:11,18; 267:lO; 
268:ll; 269:2; 270:16; 
271:7, 15; 272:9,17; 
273:7,21,25; 276:ll 
enhance 75:ll; 256:21, 
22 
enormous 223:20 
enough 44:16; 89:ll; 
208:5; 251:12; 274:16 
snroll39:13; 7223, 13, 14, 
20;74:2,3; 106:2; 143:7; 
159:5; 236:10,11; 2 4 5 ~ 6 ;  
246:19; 248:l; 251:ll 
enrolled 65:l; 72:17, 19; 
121:2,12, 15; 123:l; 
131:22; 135:16,20; 161:5; 
2373; 246:3, 18; 247:3 
enrolling 39:4; 106:4; 
121:ll; 123:5; 219:4; 
257:4,5; 272:2 
snrollment 425; 52:21; 
57:3; 143:5,10; 152:19; 
180:20; 183: 17; 236:7; 
!45:22; 254:22; 255:6; 
!56:3,21; 258:12 
msure 19:10,19 
mtecavir 4:9,10; 10:17; 
3:16,16; 14:2,10,13; 
5:l; 16:16; 17:5,22; 
8:10,18; 19:1,6,13,21; 
!0:8; 25:5,9,15; 26:4,5, 
', 11,13,18;27:8,13; 
!8:11, 15,20,21;29:1; 
0:22; 31:22; 32:12,16, 
:2; 33:5,9,18; 34:3,8,9, 
3,16,19,20; 35:7,7,11, 
0; 36:9,12,15; 37:8,17, 
l;38:l, 6, 13; 39:l5; 
0:lO; 41:6; 45:17,20; 
6:7,24; 47:6,11; 48:7, 
-2; 49:1,5,22; 50:4,8,ll, 
5; 51:1,5,9,13,17,20; 
i2:7, 14,22; 53:18; 54:17; 
i5:1,2,16,19; 56:18,21; 
17:21,22; 58:8,22; 59:6, 
1, 14,17,21,22; 602; 
11:9,22; 62:5,9, 19; 63:1, 
!,11;64:1,5,7, 11,19,21; 
15:18,22,22; 66:3,15; 
'7:2,14; 68:2,4,7,8, 11, 
7,24; 69: 3,7, 1 1,16; 
0:4,12,15,18;71:2,8; 
3:6,14; 75:l5, 18, 19,22; 

7; 78:6; 83:16,16;84:9, 
20; 85:5,20; 893;  91:9; 
92:22;93:16; !%:I, 4,9,9; 
95:2,8, 11; 96:17; 99:2; 
101:8; 105:3,7; 106:19; 
108:3,3,13,19; 10912, 
17; 110:13,18; 111:5, 11, 
16,22; 112:17,22; 113:14; 
1 l4:22; 1 l5:7; 118:25; 
1 19:2,6,13; 120: 12,lS; 
121:5,14,19; 122:3; 
123:3,12; 124:8,15,21; 
12521; 126:3,11,19,22; 
127:9; 128:9,15,22; 
129:21; 131:10,14; 132:1, 
3,6,8,15,19; 133:5,8,8, 
9,13,18; 134:20; 1359, 
12,15,17; l36:5,7, 14, 
15,17,19; 137:8,10,14, 
18; 138:2,5,9, 16; 139:9, 
15,17,18,21,22; 140:2, 
I, 7; l4 l : l ,  8; 142:4,12; 
144:15; 147:19; 148:1,3, 
5,10,16,18; 149:5,14, 
18,19; l5O:3,7; 159:Z; 
162:15; 163:5; 165:13; 
166:6; 168:6,16; 169:13; 
172:4; 17417; 179:lO; 
180:15; 182:7; 183:4; 
185:7; 187:l; 189:6; 
190:18; 191:8,16; 199:lO; 
201:4; 202:19,20; 217:ll; 
218:18; 219:4,8,15; 
221:7,19; 225:13; 227:18; 
241:3; 243:17; 245:6; 
!46:3,20; 247:2,8,12; 
!51:17; 264:4; 265:15; 
2664; 271:14; 272:13; 
!74: 10 
?ntecavirls 60:14,18, 
!O; 61 :4,11 
mtecavir--as 87:3 
mtecavir-associated 
38:ll; 139:1,10 
Intecavir-induced 31 :5; 
13:21; 36:17 
mtecavir-lamivudine 
17: 17 
bntecavir-resistant 
11 :7,10; 66:17; 67:6,12; 
'8:9,16,20; 69: 13; 187:5 
mtecavir-treated 38: 13; 
3: 17; 47%; 48: 19; 49%; 
2:11,12; 58:5; 59:5; 
1:15; 62:13;65:8; 66:18; 
3:4; 130:3 
!ntecavirAamivudine 
i2:16,21; 56:6 
mter 182:24; 271: 10 
mtering 136:22 
mtertain 150:25 
mthusiasm 201:4 
!ntire 83:15; 119:l; 
60: 16,20 
~ntities 109: 18 
ntry 61:17; 62:9; 65:5, 
5; 67: 13; 183:6 

e 
1 
e 
e 
1 
Environmental 5:6 

S , - -  -, 

Min-U-Scripm (9) ducklings - Environmental 

190:3; 191:13; 192:4; 
193:15; 194:12; 195:ll; 
196:4, 18; 197:20; 198:5; 
199:2; 200:5,20; 201:20; 
202:24; 203:1,3,5,7,9, 
11,13,16,18,20,22,24; 

6 
6 
1 
7 
7 
76:2,6,9,11,18,22; 77:5, 



Hearing 
M a c h  1 I, 2005 

enzymes 26%; 175:lO; 
270: 19 
epidemiologic 147:4; 

(:lo; 186:7 

demiologist 19317; 
251:6 
epidemiology 118: 19 
equal 45:4; 48:4; 6125; 
122:12; 154:21 
equate 144:14 
equipoise 262:22; 263:4 
equivalent 97:9; 11 1:l; 
141:5 
error 270:9 
especially 473; 95:21; 
230:21; 252:13 
essentially 101:l; 
108:16; 155:4; 161:14; 
16915; 180:17 
establish 18:5; 51:14; 
57:6; 79: 17 
established 13:22; 14:5; 
27:7; 30:9; 45:ll; 57:11, 
14; 232:3; 273:l5 
estimate 18:15; 154:22 
estimated 12:7,11; 80:2 
estimates 154:6; 162:l 
estimating 159:21 
estimation 196:15 
et 23:17 
'̂- 253: 18 

:a1 241:19; 252:3,8 
ernnicity 98:25 
ETV-induced 96:20 
Eugene 4:23 
Europe 17:7; 120:15 
evaluable 44:16,20,22; 
45:5; 125:9; 126:s 
evaluate 109:16,18; 
l42:l l ;  143:3; 149:4; 
191:12 
evaluated 28: 15; 29: 19; 
38:14;46:1; 110:14; 
122:16; 128:16; 130:11, 
15; 133:19; 137:4; 138:14; 
161:6; 169:14 
evaluates 116:ll 
evaluating 20:is; 
124:20; 202:l; 243:lO 
Evaluation 713; 29:i; 
59:2; 65:14;66:13;92:8; 
115:16; 116:6; 117:7,10, 
13,19; 118:2; 140:12; 
142:17; 253:17 
evaluations 147:lo; 
254:lO 
even 7:9; 90: 13; 163:7; 
176:6; 179:14; 186:19; 
187:21; 189:11,18; 

12; 224:12; 231:4; 
5; 241:10,13; 243:19; 

245: 15; 264: 13; 265:l 
even-this 264:3 
event 9:13; 53: 16,20; 
55:12; 56:4,8; 71:18: 

81:20; 133:lO; 134:7, 10; 
135%; 156:12 
events 53:8,16, 18, 21, 
23,24; 54:2,3; 55: 11,13, 
22;71:13,14,16, 19;73:8 
11; 74:21; 80:3,14,21; 
130:2,5,6,13,15; 132:17 
19; 133:4,6,12,16, 19; 
134:1,1,3,7,8,12,12,18 
19,22; 135:5; 142:12; 
143:17; 156:6; 253:15; 
261:16; 262:5 
everybody 175:19; 200:: 
everyone 4:4,18; 10:7; 
107:lO; 155:13; 171:6; 
184:13; 185:l; 200:20; 
216:7; 267:11 
everyone's 220:20 
evidence 20: 10; 27: 17; 
28:7; 31 : 13; 34: 18; 36:7; 
37:8, 12; 43: 10; 58: 18; 
52:s; 64:6,10; 65:22; 
66: 10; 67:9; 68: 5; 69:3; 
88:21; 91:6; 96:22; 137:8, 
14; 140:20; 169:17; 170:4; 
210:16; 212:7 
evident 126:12; 157:16 
Evren 37:16 
exacerbation 13:3 
exacerbations 130:s 
exact 164: 1 
exactly 124:ll; 239:ll; 
242: 10; 257: 12 
examination 28:s; 63: 15 
examine 115:17,18 
sxamined 87:2; 114:22; 
L79:l 
?xample 29:21; 966; 
LOO:6; 101:s; 153:16; 
177:2; 198:17; 2OO:12; 
?29: 11; 237: 14; 239:3,9; 
!51:10 
zxamples 251:9 
?xceed 9:3; 37: 14 
txcellent 25:lO; 242:17; 
!49: 12 
!xcept 13:ll; 194:5 
!xception 9:4 
!xceptions 7: 15 
zxcess 155~12; 164:5,7; 
192:22; 228:12; 246:6,9 
zxcited 223:13; 226:2 
zxclude 9: 17 
zxcluded 125:19; 126:l 
?xcluding 11:12; 56:15 
?xclusion 9:18 
?xcreted 228:16 
Executive 5:18; 31:l; 
.15:13,15; 116:1,3,10, 
7; 117:5 
kxhibited 59:20; 65:21; 
&15, 18 
bxhibiting 64:l 
!xist 75:17; 116:l; 
78:20 

existing 75:18; 213:9; 
239:7; 24 1 : 16 
exists 155:9 
expand 121:21; 164:s; 
206:2 
expanded 53: 1 
expanding 19:6 
expect 74:3; 1 10:6; 
l57:l l ;  159:lO; 246:18; 
275:5 
expectation 72:20 
expected 28: 10; 29: 10; 
12:8,19; 45:14;46:14; 
50: 17; 66: 12; 67:3; 80: 13, 
16; l08:5; 1369; 212:19 
zxpecting 198: 15; 
!19:11;235:11 
txperience 38:2; 85:8, 
16; 107:3,7,9; 147:4; 
.54:17; 170:16; 209:6; 
!56:19; 273:18,19 
!xperienced 66:7,15; 
59:5;84:22; 131:12; 
L37:12; 139:4; 220:12 
zxperiences 39: 1 
zxperiencing 61:24 
~xperiments 33:10 
Sxpert 1 16:6; 24 1 :9 
zxpertise 185:16; 186:6; 
~ 6 : 6 , 9 ;  2Ol:l4;204:14 
!xperts 20:18; 154:4; 
85: 13 
kxplain 35:16; 36:17; 
51:9; 204:25; 205:l 
kxplanation 174:11,14; 
80:18; 192:13 
!xplanations 200: 16 
!xplore 17:15 
bxplored 35:3; 2 5 0 : ~  
sxposed 145:10,11 
xposure 14:10,13; 
7:9,10; 29:17; 31:14,15; 
2:3,6,10,20; 36:1,4,5; 
7:5,15; 52:7; 70:20; 97:5; 
912; 111:1,4,8,21; 
12:5,6,7; 113:4,5,8,9, 
1,16,16,18; 118:9; 
70:3,5,6; 176: 12; 
77:21,22; 178:17,18,18; 
93:5,7,11; 196:14; 
'1 2: 19; 222:9; 223: 1,7; 
56:s; 261:lO; 268:l5 
'xposures 32:6; 36:3; 
14:18,20; 115:1,4,5,7; 
76:20,21,22; 177:l 
xpound 185: 11 
xpress 221:24 
xpressed 187:21; 
55:17 
xtended 67:19 
xtending 267:l 
xtensive 18:5; 61:13; 
9:2; 70:5; 85:16; 93:lO; 
55%; 184:9; 200:12 
~tensively 14:14; 

Food and Drug Administration 
Antiviral Drugs Advisory Committee 

extent 55:3; 174:5; 176:: 
234:7 

external 73:18 
extra 222:5 
extrapolate 37:2; 98:2 
extrapolated 141:16 
Extrapolation 37:ll 
extremely 198:9,14; 
262:21; 263:6; 267:25; 
268:4 

'aced 243:4 
acilitate 257:5 
act 4:16; 25:22; 78:18; 
11:17;88:15;91:9; 98:25; 
17:3; 118:17; 125:22; 
42:22; 165:6; 16621; 
71:12; 188:14; 189:ll; 
!08:3,9, 10; 20925; 
?1 l:5; 228:9; 243:5; 
'45:Il; 262%; 267:ll 
'actor 33:17; 82: 12; 
'49:5 
actors 10i:io; 144:9; 
161:ll; 170:19; 171:4; 
.88:13; 225:3; 262:4; 
!64:20 
ailed 219:16; 247:20 
ailure 21:5; 40:19,20, 
12; 45:4; 48:4; 77:2; 210:2, 
1; 211:20; 219:9; 230:14 
ailures 104:22; 125:12; 
26:lO; 214:24; 218:25 
air 208:5 
airly 84:12; 99:21; 100:2; 
17:2; 144:19; 176:ll; 
77:6; 180: 1 ; 2 10:8; 
22: 12; 238:8; 239:13,13; 
65:19; 272:lO 
airness 10:3 
~lling 223:22 
lrnciclovir 146:s 
imiliar 155:19 
lmily 84:16 
Ir 23:15; 145:6; 15611; 
54:9; 228:5 

farm 10:5 
FARRELLY 6:19,19; 
14:15; 107:18,23,24; 
141:14; 150:19; 162:17; 
174:4,13; 176:4,10 
Farrelly's 190:25 
fashion 41:7; 226:ll; 
255:21; 258:4; 264:7 
favor 51:13; 131:14; 
195:18; 196:17 
favorable 18:2; 59:i; 
76:11,19; 187:7; 191:9; 
192:7; 197:19,19; 198:9; 
199:l; 201:3; 229:3,4; 
274:ll 
hvorably 74:s 
favored 128:22 

favors 129:2; i32:3,8 
FDA 6:20,22; 7:2; 9: 15; 
15:22; 16:12; 18:20; 
107:13,17,21; 123:16; 
125:17; 129:20; 141:20; 
142:7; 144:8; 147:6; 
150:22; 154:1,4; 158:4; 
165:9,22; 166:15; 187:3; 
199:5; 201:12,15; 204:24; 
211:16; 224:7; 225:14; 
233:19; 255:10,12; 267:3; 
274:14 
FDA's 31:l; 151:9; 
211:lO; 214:25 
fears 169:s 
feasibility 2386; 239: 17; 
255:17; 265:12 
feasible 256:16; 257:15; 
258:14 
leature 130:18 
federal 7:19 
feedback 140:lo 
feel 902; 105:18; 166:16; 
192:l; 1W:l; 274:13 
feeling 230:18 
Feels 232:20 
feet 251:lO 
fell 20:2 
felt 174:14; 175:3,13; 
177:15; 178:3; 217:18 
female 31:17,19; 33:2,5; 
56:5; 111:lO; 113:13,18; 
117:18,21,22; 118:l 
'emales 32:s; 34:20; 
55:21; 369, 12; 112:2,9, 
18; 223:2 
ertility 141:13; 216:ll 
eta1 170:4 
etoprotein 183:8,9 
etus 85:3,4 
ew 20:3; 74:lO; 85:22; 
18:ll; 130:17; 178:9; 
90:5; 231: 14; 235:12,14; 
157:s 
ibromas 31:18; 36:13; 
11:19; 117:22 
ibrosis 21:13; 43:ll; 
4:14; 46:14,18; 47:7; 

122:14; 124:19; 125:2 
fidelity 35:14 
field 18:6; 19:12 
fields 185:14 
fifth 21:16; 266:s 
figure 62:7; 65:3,19; 
163:16; 180:9,10; 182:3 
file 1 7 s  
filed 17:7 
final 70:l; 273:9,21 
Finally 34%; 43:7; 75:9; 
127:7; 139:13; 140:4; 
142:lO; 150:15; 182:16; . 
225:7,11; 227:4 
financial 7:lo; 9:15; 10:4 
Find 78:5; %:lo; 94:4; 1 ?1:20; 59:18 1 1 ;74:10; 186:22; 197:ll; 

enzymes - fmd (10) Min-U-Script@ 



Hearing 
M a c h  11,2005 

harbored 6 2 3  
hard 178:lO; 212:3; 
232:13; 242:ll; 250:6; 

?:6 
,rd-pressed 241:5 

harmful 208:12 
Harvard 6:6 
HAUBRICH 6:9,9; 8:19; 
85:10, 11; 152:11, 12; 
153:17; 189:3,4; 197:7; 
203:20,21; 209:23,24; 
232:11,12; 236:1,2; 
263:8,9 
haul 243:25 
hazard 28:22; 36:21; 
109:10,13; 141:14; 
192:20 
HB 217:16 
HBe 50:20 
HBS 57:lO 
HBV 13:17; 20:24; 21:1, 
10,14,19; 22:6,17; 25:14, 
17; 26:1,17; 28:l2; 38:l4, 
16; 42:5,18,22; 43:1,4; 
46:11;48:2,9,13,19; 
49:8,12, 14,21; 5O:2,9, 
12; 52:18; 53:3; 56:12; 
62%; 65:4,19,21; 70:5,6, 
10; 74:l; 76:l; 77:6,7; 
95:18,2l; 96:l; 101:l; 
104:5; 106:20; 121:16; 
126:20; 127:17; 128:l; 
'q:lO; 137:15,22; 138:1, 

J9:6, 10; 141:3; 150:3; 
1 A:8; 186:13; 195:6; 
202:21; 218:11,14; 
221:20; 230:3; 231:4,10; 
246:21 
HBV-induced 21:15 
HBV-infected 271 :9 
HCC 23:21; 27:5; 28:7; 
75:6; 81:l; 154:17; 156:2, 
12; 159:21; 161:4,15; 
164:20; 181:11,20; 
183:13,15; 238:17,17; 
254:19; 255: 1 
HCC-this 181:17 
HCC-free 28: 1 
HCCS 155:l; 156:4 
HCV 230:3 
head 16:13; 175:19 
head-spinning 21 1:2 
headache 134:13 
headed 220: 1 5; 269: 15 
Health 4:25; 5:6; 6:6,14; 
12:3; 17:2,17; 20:20; 
57:16; 161:l; 271:12; 
273:4 
healthcare 254:l 
hear 17:4; 82:19; l03:13; 
172:17; 185:12; 190:24; 

'15; 202:4; 237:l; 
9: 19; 262: 16 

heard 16:18; 70:3; 76:12; 
78:l; 103:7,8; 114:2; 
119:7,18; 151:l; 172:7. 

201:2; 202:9; 223:2; 
226:6; 232:19; 245:15, l! 
hearing 16:2,3; 38:22; 
149:6; 172:6,10; 235:l; 
275:21 
hefty 264:9 
held 227:9; 276:4 
Helena 83:6 
help 176:6; 180:5; 
240:22; 260:9; 276:lO 
helped 151 : 15 
helpful 176:7; 185:15; 
2063; 217:3; 230: 12; 
258: 16; 260:2; 276: 5 
hemangiomas 34:22; 
1 l3:22 
hemangiosarcomas 
114:l 
hernodialysis 163:15 
-lenry 160:9 
iepatic 46:6; 50: 14; 53:5. 
i4:5,6; 55:6,11,12; 
'1:13,16; 262:7 
iepatitis 4:13; 10:is; 
1:1,6,8,14,19,22; 12:1, 
i, 6,s ;  14:l; 16:17; 17:l; 
8:12; 19:8, 15, 18; 20:lO; 
!3:1; 26:13; 27:1,2; 38:2, 
; 54:8;69:18; 94:10;95:6, 
7; 109:19; 114:13; 119:3, 
9; 120:2; 123:l; 130:s; 
39:14; l4O:l6,2l; 141:3; 
43:6,8; 144:12; 147:20; 
48:21; 149:19; 150:7; 
61:4, 12; i67:7; 169:4; 
72:18; 173:3,10; 188:12; 
89:20; 190: 14; 196:22, 
-2; 201:21; 207%; 222:12; 
!23:11, 18,19,22; 224:4, 
;, 8,9,16; 225:2,9; 228:7, 
9,19; 230:2; 231:14; 
41:5; 252:14; 253:15; 
71:20; 273:16 
~epatitis-no 177:5 
epatocellular i2:13; 
1:5,16; 22:5,10,11; 
6:lO; 113:6,10; 117:21; 
36:9,13; 140:17; 141:l; 
44:lO; 149:l; l54:3,7; 
57:1,7,11; 164:2; 181:7; 
D7:5; 228:6 
epatologist 195:15 
epatologists 20:4; 

!06:11; 225:4; 271:2 
iepatology 20:2o 
iERBERT 5:5,5; 196:4, 
i; 201:12; 203:3,4 
lerpes 146:9 
ii 260:18 
iICSA 263: 15 
~igh 11:7,10, 12; 19:19; 
!8:5; 29:22; 30:2; 31:14; 
5:4,17; 36:15;43:16; 
84:l3; 69:l l ;  7O:zO; 
3:18; 98:15; 111:17,19, 

Food and Drug Administration 
Antiviral Drugs Advisory Committee 

1536; 175:17; 176:ll; 
178:15; 180:l; 199:19,20, 
201:5; 224:20; 231:s; 
240:15; 271:3; 272:lO 
higher 14:12; 20:12; 
22:7,7; 32:19,21; 33:3; 
39:17, 18; 43:5,8; 48: 17; 
6l:8; 97:17;%:1; 112:l; 
113:3,4,9; 114:22; 
134:20; 141:22; 143:22; 
l52:7; 155:2; 159:14; 
177:16; 196: 14; 208:6; 
211:7 
iighest 29:10; 30:17; 
)3:7; 35:2; 36:ll; 39:21; 
f0: 1 ,s ;  195:6; 224:3, 17; 
!52:12 
iighlighted 126:17 
~ighlighted-these 
24:lO 
~ighly 26:4; 64:21; 90:20 
52:5; 173:6; 197:6, 19; 
11: l  
inge 39:20 
inted 164:19 
istologic 256; 41:14; 
4:9,11; 45:3,15,18; 
6:1,4,10,16,17; 51:6; 
0O:l; 101:3; 105:16; 
22:10,11; 123%; 124:4, 
, 14, 15; 147:21; 167:18 
istological 28:7 

histologically 165:12 
histology l8:4; 22:19; 
2323, 11; 24:6; 43:7; 44:21; 
70:15; 76:7, 19; 95:20; 
100:12; lOl:l l ,  19; 
124:20; 141:3; 165:ll; 
l66:l, 4,19,20; 167:4; 
212:6 
historic 14:4; 249:20 
historical 27:19; 28:3; 
30:6; 160:7, 13; 21 1:lO; 
242: 18; 243:2; 250:9 
history 19:4; 84:12; 
226: 11; 259:3 
HIV 19:6; 25:18; 749;  
30:13; 93:6, 13; 94:1,3, 
13; 118:14; 143:6; 145:5, 
3; 171:l; 184:5; 188:14; 
190:4; 193:17; 198:15; 
215:12; 228:19; 229:13, 
(9; 230:2,3; 251:9 
iIV--we 209:6 
4IV-infected 196:20; 
!72: 19 
4IV-positive 39:3; 93:4 
fIvMBv 123:2; 135:21 
iolding 226:21 
10lds 215:16 
lome 1899 
lonest 234:2 
lonored 221:25 
lope 255: 15; 263:20; 
75:6 

Hopkins 6: 17 
horizontal 128: 13 

Hospital 6:3; 95:16; 
107:l; 156:16; 160:9 
hot 2293 
hotel 171:13 
hour 26:lO; 171:ll 
hours 202; 26:ll 
huge 242:5 
human 15:lO; 18:17; 
25:21; 27:3; 29:3,17; 31:. 
15; 32:5,10,20; 34:10,11 
36:4,4; 37:7,13,15; 81:7 
82:l; 96:21; 97:8,14; 
1092; 110:22; 112:7,13; 
117:10,13,18; 118:2,8, 
18; 141:17; 146:4,11; 
147:8; 148:13; 150:12; 
152:4,7; 170:3,6; 175:3; 
176:12; 178:20; 196:14; 
212:18,19,21; 213:17; 
226:5; 229:16; 235:21; 
261:7 
humans 14:10,13; 27:1, 
10; 28:14; 36:21;37:1,2; 
7l:l; 78:lO;97:17; 
110:13; 117%; 141:16; 
145:20; 173:13; 176:14; 
!O7: 1 
wrdles 270:6 
iydroxyl 108:6,10 
iyperplasia 33:16 
iypothesis 24:3 
~ypothetical l91:17 

I 
11 69 138% 
dea 237:7; 242:20; 
!49: 12 
dentical ll0:21; i i i : i 4 ;  
.15:8 
dentification io9:i I 
dentified 28:22; 29:2; 
13:20; 563 1; 57:10,14; 
;0:1;61:21;62:1,20;67:1; 
19:s; 83:21;87:2; 118:18; 
30:3,13; 132:18; 133:17; 
35:9; 137:15; 148:9,13; 
60:14; 161:17; 255:21 
jentify 4:20; 30:6,16; 
6:20; 55:9; 141:14; 
43:15; 144:9,10; 148:15; 
54:2; 162:22; 225:5 
fentifying 85:17 
porance 218:24 
pore 213:17; 234:3 
33:15,19,20; 34:2; 52:9; 
9:18; 72:12; 92:3,4; 
33:1,2,14; 227:4; 235:7 
'111 72% 
1 17:15; 18:6; 37:18; 
3:21; 39:12;40:11, 13; 
L:5; 51:4; 52:9,10; 7O:7, 
5 ;  72:l7; 92:8: 121:lO: 

126:18; 128:5; 158:4 
ill 20:2 

illustrates 38: 19 
imagine 163:14; 237:9; 
250:7; 272: 10 
imbalance 146:22 
immediate 97:6 
immediately 83: 10; 
84 : 20 
immunologic 50:20 
immunomodulator 23:3 
impact 22:9; 60: 13,17; 
61:22; 80:20; 81 :l; 94:4; 
149:25; l55:l l ;  204:20; 
265:16,17; 266:4 
impacts 24: 19 
impaired 6o:ll; 141:13 
impairment 216:ll 
implement 75:ll; 257:5 
implementation 188:19 
implications 15:10,18 
mply 180:21; 18i: i  
mportance 17:2; 26:21 
mportant 17:5; 18:ll; 
!5: 13; 37:6; 54:7; 75: 15; 
77:5; 122:20; 130:lO; 
142:20; 161:4,11; 169:19; 
~70:18; 188:4; 191:ll; 
!04:24; 206:17; 222:3, 13; 
!28:13; 230:16; 232:21; 
!33:16; 240:7; 248: 18; 
!54:20; 265:15; 267:19; 
!68:1; 275:5,10; 276:4 
mportantly 58:3; 64:4; 
44:12; 252:ll 
mpossible 90:2; 192:18 
mpressed 190:6,7; 
193:19; 198:lO 
mpresses 188: 13 
mpressive 26:19; 99:21; 
97:6,8,11 
mproved 70: 15; 76:19 
mprovement 18:3; 
'7:lS; 4l:l5; 44:9,12; 
5:2,3,15, 19; 46:4,10, 
6,23; 47:7,10,12; 51:6; 
6:7; 1OO:ll; 105:16,17; 
22:10,12; 124:7,14; 
25:2; 167:19 
npugn 166:12 
npute 125:14 
iadequate 44:22; 
25:ll, 18; 126:9 
 appropriately 232:7 
lches 213:19 
~cidence 11:19; 12:2; 
4%; 22:5,8; 3O:ll; 32:14, 
5,22; 33:4; 34:19,21; 
;:lo, 12; 57:15; 111:6, 
1; 11 3:6; 133:3; 147: 15; 
55:12; 159:21; 160:19; 
51 :2; l78:15; 228:13; 
16:6,10; 254:19 
cidences 31:21; 55:18; 
i:8, 13; 58:4 

j I. 
17.19.21; 183:16; 198:4; 1 15,2O; 114:l. 10; 115:5; 1 hopefully 266:14; 271:lO 122:8; 124:4; 125:15; ' 1 5c 

harbored - incidences (12) Min-U-Script@ 



~ o o d  and Drug Administration Hearing 
Antiviral Drugs Advisory Committee March 11,2005 

include 39:l; 53:l; 76:2 
109:5; 135:21; 142:21; 
147:lO; 158:17; 162:4; 
165:lO; 166:1,4,21; 231: 
included 31:16; 40:13; 
46:18; 47: 15; 53: 12; 59:2. 
72:4; 92:3; 120: 12; 
121:22; 122:17,21; 
125:10,13; 127:3; 136:13 
137:3; 158:13 
includes 38:21; 52%; 
71:12;83:13; 126:7; 
142:5,8; 143:l; 146:6 
including 18:s; 23:21; 
30:3; 90:7; 146:18; 
150:13; 171:1,5; 197:2; 
212:6; 223:ll; 225:2; 
226:l; 235:21 
Inclusion 41:19,20 
incomplete 194:21 
inconsistent 11 5:21 
incorporated 108:9 
incorporation 108: 13 
increase 32:17; 377; 
40:9; 52:3; 61:25; 80:18; 
112:9; 113:1, 10,14, 17, 
19,22; 148:13; 216:5,G; 
250:5; 265:18,24 
increased 14:7; 31:9,12; 
32:16,21,22; 33:5, 12, 15, 
22; 34:3,19,21; 36:9,12; 
75:3; 78:5; 80:7; 111:19; 
1 l3:5; 133:4, 12; 140:16, 
18; 142:5; 148:15,20; 
181:18; 184:1,11; 193:6, 
12; 226: 13; 231 : l9,22; 
265:22 
increases 54:lo; 55:21; 
265:24 
increasing 65:lo; 133:4 
increasingly 245:s 
incredibly 249:l 
incremental 40:9 
indeed 77:s; 82%; 83:lO; 
84:s; 108:19; 114%; 
247:16 
indefinite 193: lo 
independent 22: 12; 
45:25; 57:9; 7318; 
160:ll; 201:16; 256:6 
indicate 67:19; 199:14; 
234:20 
indicated 24:5; 33%; 
60:16; 62:s; 64:19; 65:5; 
663; 92:24; 109:12; 
169:16; 206:20; 208: 18 
indicates 128:21; 179: 16 
indication 20:9; 149:25; 
178:14; 204:20; 205: 10; 
206: 1 ; 208:22; 209: 14; . 
210:9, 15; 212:9; 214:11, 
12.23; 220: 1; 229: 12 
indications 146:17; 
205:ll; 206:7; 210: 18; 
217:19; 218:21 

124:13; 134:1,11; 170:2; 
171:4 
individually 133:21; 
135:2; 138:lO 
individuals 49:17; 55:9; 
154:20; 196:21; 211:2,3, 
6,7; 2l4:l4 
induce 50: 19; 110: 1; 
175:4,6 
induced 34:17; 11 1:17, 
18; 113:14 
inducement 252:4; 
263:3 
inducing 265:16 
induction 112:s 
industry 9:20,22 
inevitable 188:21 
inevitably 74:15 
infants 145:10,11 
infected 14:1,4; 17:l; 
27:5; 145:lO; 22%; 230:3 
infection 4:13; 10:18; 
11:6,14; 12%; 16:17; 
18:12; 19:6,8; 20:25; 21:2 
19; 22: 1; 23: 1; 27:8,22; 
28: 12; 38:2; 69:18; 77:6; 
161:4; 172:18; 207:9; 
224:3; 229:13; 245:lO; 
252: 15 
infections 145:22; 
146:lO 
infectious 198:7; 229:20 
inference 249: 19 
nferior 236: 10; 242: 1,9, 
12; 243:16,24 
nflammation 20:11; 
!1:10; 22:18; 46:6; 50:14 
inflammatory 21:12 
Information 9: l l ;  39:ll; 
59:15;71:15; 77:l9; 
1029; 149:21; 150:9; 
160:1,4,21; 165:6; 
187:22; 191:7; 197:15; 
!06:3; 207:14; 215:l; 
?19:14; 221:21; 239:lO; 
!44:1,3; 248:4; 260:2; 
!65:11,13,14; 272:4,7 
nfrequent 55:13,22 
nherently 21:10 
nhibit 25:21 
nhibitor 25:17; 26:12 
nhibitors 118:13,14; 
45:16,17 
nhibits 13:18; 26:l; 35:s 
iitial22:l; 83:17; 106:5; 
61:14 

initially 27:11 
initiated 38:17 
initiating 17:14; 73:1 
initiation 52:20; 70:9 
injured 2233, 12,15 
injury 21:s 
input 201:11,13 
insert 208:14: 213:25; 

inside 175:19 
insomnia 133:12; i34:i 

instance 128:20 
Institute 5:15 
Institutes 56; 6: 14 
institution 231:i 
insufficiency 227: 19 
insufficient i21:4; 164:5 
integrate 52:2 
integrated 223:3 
intend 1 7 s ;  152:20 
intended 1595 
intent 73:18; 248:lo 
intent-to-treat 74: 14 
intentionally 17:13 
interaction 19:20; 50:22. 
93:7; l98:l5 
interactions 93:2,11,13 
94:7; 190:17; 198:3,13 
interactivity 188: 14 
interest 7:4,5,8,15; 
9: 16; 10:3; 56:16; 71 :20; 
80:21; 103:14; 194:6; 
237:21; 272:5 
interest--mortality 
73: 1 1 
interested 100:i 5; 
101:10, 11; 103:10,16; 
205:4; 222:s; 245:21; 
274:17 
interesting 81:5; 91:4; 
130:18; 155:8; 178:13; 
'23:s; 270:13 
nterests 7:10,12 
nterferon 12:16,19; 
3:2; 23:1,2; 24:17; 107:4; 

109:20; 110:5,7; 114:15; 
120:l; 127:18; 224:s; 
225:7; 269: 12 
nterim 85:5; 123:6; 
L59:3,7; 256: 12 
nterject 230: 17 
nterna120:4 
nternational l31:6; 
143:4; 224:l 
nterpret 169:18 
nterpretation 29:6; 
15:20; 116:18 
nterpreted 14: 18 
nterrupted 23:lo 
nterval 128:19 
~tervals 51:11,15; 
28:lO; 129:4,7 

into 52:21; 53:4; 80:7; 
95:s; 101:3; 104:21; 
108:9,14; 109:15; 1 l4:l2; 
142:12; 152:l; 158:l; 
173:11; 176:6; 181:2; 
183:18; 192:19; 206:19; 
21 5: 16; 226:4; 228:22; 
248:22; 254:22; 255:6,19; 
256:13; 258:6; 261:7; 
275:13 
intracellular 26:lo 
intravenous 177: 19 

introduce 4: 15,16,22; 
10:s 
introduced 231:21 
Introduction 16:lO 
invasion 175:i 
investigate 79: 1 5 
investigative 70:21; 82: 
investigator 169%; 
190:5; 197:22; 241:l 
investigators 237:2; 
27l:l2; 272:7; 273:5 
invited 9:20 
nviting 221:24 
nvolve 9: 13 
nvolved 55: 17; 96: 19; 
238:2; 263:20; 274: 1 ,2  
involvement 9:17; 10:4; 
188:15 
involves 82:13 
nvolving 170:19; 258:6 
rrelevant 252:16 
shak 46:19; 124:19; 
125:2 
solates 60:lo; 62:22; 
I 37:15; 139:6 
soleucine 59:lO; 60:4,6 
ssue 77 ;  17:2; 152:14; 
68:lO; 182:25; 183:18; 
87:16; 188:6; 191:9; 
93:3,13; 194:4; 207:2; 
08:6; 219:19; 234:12; 
37:15; 245:7; 246:4; 
63:7; 265:lO 
;sued 212:12 
;sues io:io, 11; 93:5; 
07:22; 118:22; 140:9; 
50:16; 161:5; 172:22; 
121:16; 229:9; 233:20; 
13917; 243:21; 246:11, 
4; 249:4; 250:18; 254:18; 
67:12,13 
:-why 236:s 
ems 171:lO 

arnes 107:ia 
anet 4:4; 6:2; 211:15 
apan 38: 10 
im 6:19; 107:24; i44:17 
~ b s  274:7 
~ h n  4:24; 6:7 
~ h n s  6:17 
3HNSON 5:10, lo; 
18; 89:4,6,6; 91:15,18; 
!:5,9,11,17; 194:12,13; 
)3:7,8; 209:11, 12; 
20:2,3; 229:18, 19; 
3O:ll; 252:20,21; 254:4 
lining 7:2 
ldged 50:14 
ules 95:15; 106:22; 
56: 15 

June 161:s 

K 
Kaiser 57: 18; l6O:7; 
239:3,9 
Kathy 6:17 
keen 190:21 
keep 14:16; 149:lO; 
156:17; 195:9; 234:19; 
24912; 250:14 
keeping 238:16 
Ken 5:s; 207:22 
key 22:4; 51 :7; 90: 12; 
92:21; 121%; 127:20 
kidney 114:17; 176:19; 
231:16 
kids 232:17 
kill 240:lo 
killed 178:4 
kilogram 112:19 
kind 90:20; 94: 12; 128:7; 
134%; 199:22; 204:14; 
211:9; 212:8,21; 217:6; 
234:5; 237:7; 240:1,14; 
242: 13; 250:3; 255:13; 
256:4; 259:15; 260:1,7; 
263:3; 265:25; 275:l5 
kinds 231:22; 240:8,13; 
243:lO; 268:16 
knockout 82:6,7 
Knodell43:9,11; 44113, 
14; 1OO:l; 122:13,14 
mowing 17:ll; ioo:i5; 
105:15; 241:2; 245:22; 
!60:8 
knowledge 19:3; 2 6 2 : ~  
known 77:7; 12o:io; 
136:21; 163:l; 176:21; 
181:12,16; 192:21; 
243:16 
knows 107:l; 257:16 

-180 138:13 
,180M 138:3 
-8OV l38:3 
ab 41:16 
abet 141:ll; 178:7; 
!07:6; 209:13,22; 211:21; 
!12:2,12; 213:5; 216:16, 
9; 220:9; 234:l5 
abel--1 206:19 
abeled 65:20; 667; 
06:16; 208:l; 218:24 

abeling 15:17; 106:13; 
L50:l; 204:21; 205:12,13; 
!16:10; 217:19; 220:l; 
!21:8; 233:20; 254:l 
abels 146:5; 151:16; 
!16:15 
.aboratories 4:23; 10:i individual 53:19; 5 4 : ~ ;  I 55:15; 63:15; 75:7; 117:l; 253:2 Julian 136:25 I laboratory 8: 1; 53:s; 

Min-U-Script@ (13) include - laboratory 



55:lO; 103:21; 130:2 
lack 188: 13; 234:21; 
216:7; 237:25 

rs 24:17 
.--tic 223:4 
laid 151:2 
lamivudine 12:16; 13:4, 
6; 15:5; 23:2,3,6,13,18, 
22; 24:ll, 16,20; 25:8,1; 
26: 15; 38:l5; 40:4, 16,18 
20;41:6,9,11;43:19; 
44:5; 45:18; 46:8,25; 47:( 
13; 48:14,21;49:6,22; 
50:6,15; 51:1,6,10; 
52:15; 53:19; 56:21; 
57:22; 62:10; 63:3,7; 
65: 12; 67: 5,20; 69: 12; 
7023, 14,16; 76: 12; 83:16, 
17; 91:7; 95:12; 96:6,7; 
101:8; 105:4,8; 107:4; 
109:20; 110:3; 114:16; 
115:4; 120:5; 121:16; 
122:4,7; 124:9, 17,21; 
125:21,22; 126:5,12,20; 
127:2,10, 18; 128:10,15; 
129:2,22; 131:ll; 132:7, 
16; 133:6; 135:1, 18; 
136:8,14, 16,17; 138:12; 
139:13,22; 140:5; 141:5, 
8; 147:20; 148:1,4; 
152:17; 153:16; 155:7; 
157:19; 163:s; 165:14; 
''9:6; 180:16; 182:7; 

7,8, 10; 207: 10, 17, 
--, 209:15; 210:2;211:19; 
214:24; 217:19; 218:25; 
219:16; 224:ll; 242:4,12; 
243:24; 245:7,13; 247:s; 
251:18; 270:21; 274:19 
larnivudine-refractory 
20: 13; 38:6; 39:16; 41 :8; 
42:14; 43:3,21; 45:24; 
47:5; 494; 50: 11; 52:s; 
58:2; 61:19; 64:18,22; 
65:4,17; 66:14;67:11; 
68:18; 69:4; 75:21; 76:4,8, 
16,21;95:14; 121:17,22; 
124:22; 132:4,10; 133:15, 
22; 134:5,17,21; 137:20; 

Lamivudine-resistance 
l38:2,7 
lamivudine-resistant 
13:10, 18; 15:3; 39:18; 
40:21; 59:8,13; 60:10,22; 
61:5,6;66:12,19;67:3, 
21;68:8,14; 69:lO; 138:l; 
139:6; 190:ll; 196:l; 
207:19; 214:4; 218:5,11, 
14,20; 221:7 
lamivudine-treated 
24.10; 55:20; 58:6; 62:16; 

130:4; 132:2; 156:3; 
.14 

landmark 23:17 
large 29%; 47:4; 71:22; 
73:l; 79:14; 80:22; 90:1, 

136:2,7; 142:ll; 148:14; 1 l5O:l4; 226:9; 229:2l; 
235:22; 237%; 239:2,6, 
15; 242:19; 243:1,5; 
250:2; 256:19,20; 257:2, 
10; 264:12; 265:19; 267:l. 
7; 27l:2 
larger 17:9; 55:20; 166:: 
212:5 
largest 50:17; 70:5 
last 10: 19; 202; 40:9; 
53:ll; 56:3;89:15;91:16, 
17; 101:24; 104:13; 106:6 
124:17; 135:13; 167:9; 
168:21; 183:21; 213:5; 
267: 12 
late 12:3; 115:17 
latency 74:22 
latent 57:3; 143:16; 
180:20 
later 2221; 77:20; 9917; 
119:17; 158:2; 186:9; 
201%; 240:ll; 260:2 
latest 182: 17 
latter 11 3:s 
laugh 237:7 
Laughter 189:lO; 
197:23; 199:s; 217:lO; 
221:2; 235:13; 254:6; 
270: 1 5 
Lauren 5:14 
lead 85:21; 118:24; 
148:22; 232:16; 253:22 
leader 107: 19,24 
leading 53:21 
leads 21:13; 50:13 
learn 222:s 
learned 231:21; 241:3 
earning 198:3 
east 32:9; 363; 40:19; 
L3:16; 44:12,18; 59:21; 
;4:1;66:7;67:11;72:17; 
'3:17; 75:l; 1l5:8; 
!30:21; 157:14; 170:3; 
.76:7; 184:15; 187:13; 
!O7: 1; 208: 13; 222: 19; 
!26:15; 231:15; 233:5; 
!34:4; 241:4; 242:2; 
!70:21; 271:2 
save 171:s; 248:8; 
!58:16 
ed 235; 107:18; 145:19; 
!6O: 1 
eft 39:7; 40:3; 42:lO; 
05:3; 153:6; 167:16 
eft-hand 88:6 
egal270: 1 1 
.ehman-McKeeman 
8:16, 19;78:15, 17; 
1:13, 15;97:11,15,18; 
69:ll. 12 
?ngth 143:14 
.eonard 6:13 
sion 79:4; 82:5,13 

/ 19; 49:s; 54:17; 60:20; 
62:14; 65:6; 85:14; 87:l l ;  
104:5,6,8,9; 111:l; 
126:20; 128:2; 137:21,22 
23; 140: 1; 146:9; l52:4; 
167:19; 168:3; 179:18; 
190:9: 198:12; 199:ll; 
213:21; 219%; 236:18; 
254: 14; 268:9; 269:3 
Lets 41:4 
letter 254:l 
leucine 59:9 
level 30: 12; 58: 14; 69: 1 1 
96:l; 104:6; 111:6,8; 
112:lO; 141:16, 17; 1632 
187:6; 193:18; 212:21; 
216:21; 219:14; 220:l; 
245:12 
leveling 57:4 
levelled 180: 16 
levels 22:7,13,17,18; 
27:9,14,15; 29:l5; 35:22; 
58: 16; 60:20; 61:9,12; 
62:8,14; 64:2; 65:5,19, 
21; 66:8;67:17; 130:19; 
153:19; 163:4; 256:s 
lever 264:18 
LEWIS 6:21,21; 118:20, 
23,24; 150:21; 151:12; 
154:ll; 158:1,18; 159:2, 
13; 162:10,17; 163:14; 
165:19,22; 167:5; 184:2; 
200:13; 211:15, 17,18; 
217:21; 218:15; 219:l; 
227: 16; 233:4; 234: 11; 
235:14; 253:s; 254:7; 
255:22 
Liaw 23:17; 155:19; 
L57:19 
iberty 228: 1 
icensed 211:l; 250:20 
icensure 121; 243:ll; 
!67:18,21 
ife 98: 1 
ife-threatening 142:2 
ifelong 28:15 
ifetime 1 1:13,16; 29:7; 
'8:19,20; 97:5; 175:lO; 
'229; 224:18,20 
kelihood 31:9; 37:7; 

-09: 19 
ikely 35:9; 64.13; 68:25; 
)5:18; 137:21; 141:19; 
!37:16; 240:lO; 244:14; 
!59:17; 265:16, 17 
ikewise 46: 10; 105:6 
imit 45:11,13; 46:13; 
9:18; 50:9; 54:ll; 74:17; 
04:lO; 120:lO; 131:l 
mitation 157:4 
mitations 733;  143:14; 
62:13,16,18; 194%; 
28:14;249:11; 250:15 
mited 12:15,20,21; 
4:2O; 9O:zl; 93:4; 120:1, 
-7: 127:19: 146:18; 

Hearing Food and Drug Administration 
March 11,2005 Antiviral Drugs Advisory Committee 

184:7; 193:21; 227:14; 
233:9; 244: 14 
limiting 13:l 
limits 24:9 
Linda 6:21; 118:19,24; 
17919 
line 32:2; 46:21,22; 
124:5,17; 125:6; 128:13, 
18,21; 129:l; l67:18,2l; 
173: 12,13; 209: 10; 
214:24 
linear 30:9 
lines 124:12; 182:5 
link 270:3 
linked 33: 11 
linking 147:5; 18411; 
245:18 
lipid-lowering 146:18 
liquid 230:12 
Lisa 136:25 
list 87: 1; 272: 1 1 
listed 20:19; 75:13; 84:2; 
202:14; 212:l 
listening 197:25 
listing 31:20 
listings 206:18 
lists 270:5 
literally 94:lO; 165:18 
literature 35:13; 173:s 
little 84:19; 86:5; 119:5; 
156:13; 158:l; 160:l; 
162:15; 170:4; 175:15; 
189:7,16; 20413; 2ffi:S; 
208%; 213:7; 217:7,13, 
21,22; 218:2; 223:16; 
226:22; 231 :16; 237:6; 
!44:6; 251:21; 259:22; 
!60:10; 264:18 
ive 84:1,6,7,8; 85:4 
ively 276:4 
h e r  6: 13; 18:3; 20: 11; 
!1:5,8,11,14; 22:6; 23:7; 
10:1,1; 31:16,18; 34:20; 
15:12; 36:12; 39:2;41:12, 
11; 43:13; 73:12; 74:5; 
'7:2,2,2; 98:8, 13; 
11:20; 117:16; 121:6; 
22:lO; 123:4; 124:ZO; 
36:l; 140:22; 141:3; 
,5911; 175:7,9,11; 
91:15,19; 195:17; 
!08:10,12; 21 1:6,8; 
!15:9; 219:6; 223:8,11, 
2.15; 224:18,19; 231:13, 
5; 254:17; 255:2,3; 
170: 19 
iver-related 77:3 
3 177:19 
>ad 22:9, 10; 23:9; 88: 12; 
0:14; 101:l; 128:2; 
37:23,24; 154:20; 
66:14 
>ads 271 :3 
bbby 171:13 
bcal l43:lO 

22; 91:lZ; 1 l7:2; l29:l l ;  1 25:2; 276; 46:l2; 48:9,l3, 1 ;51:5; 155:7; 172:19; 1 locally 161:3 , 

lack - love (14) Min-U-Scrip- 

log 49:11;51:16;61:25; 
l26:22 
logical 273:5 
logistic 252:21 
logistical 238:2 
logs 27: 15; 43:4; 50:3,5, 
6,lO; 51:18;90:15, 15; 
137:24; 189:7,12; 211:2 
Lois 28: 16; 78: 1 5; 169: 1 1 
long 21:19; 53:25; 78:7; 
90:16; 143:16; 147:13; 
157:12; 193:8,11; 194:21; 
216:7; 226:13; 238:14; 
243:25; 245:7; 249:6,8; 
264:6; 270: 5 
long-term 23:14; 24:4, 
20; 28:13; 39:5,9,11; 
71:21; 72:5,18;76:22; 
8318; 106:3; 145:12; 
146:21; 147:3,10; 149:s; 
188: 19; 223:7; 228:5; 
265:13 
longer 45:16; 52:11,12, 
14; 54:19; 143:18; 243:20; 
249:s; 265:7; 266:16 
longer-term 139:19; 
243:19,21; 267:4 
look 31:21;74:18; 90:9; 
93:19; 99:13; 123:13; 
134:ll; 158:15; 163:15; 
166:7,19; 175:6; 179:5, 
13,20; 181:8; 187:l; 
190:ll; 198:16; 211:21; 
238:9; 240:25; 243:17; 
244:l2; 249:2; 252:6; 
261: 11,16; 267:3; 269:6; 
271:l; 275:20,20 
looked 35:5; 81:19;82:2, 
6;98:6,7; 101:16; 177:21; 
179:lO; 182:2; 212:5; 
218:8; 223:15; 232: 13; 
248:22; 274: 12 
Looking 43:l; 45:23; 
19:ll; 88:20; 135:2; 
1495; 161:l; 164:9; 
167:13; 170:22; 188:s; 
198:2; 202:l; 210:3; 
!14:17; 226:14; 235:4; 
!4l:ll; 253:l3 
D O ~ S  158:lO; 180:3; 
C38:7; 251:17 
LOQ 104:8 
ose 152:20; 237: 18; 
2699 
oss 237:15,17 
OSt 75:lO; 104:4; 143:22; 
157:21; 237:22; 257: 1 
Ot 80: 12; 105: 13; 176:22; 
.78:19, 19; 179:2; 185:12; 
86:6; 191:2; 200:15; 
!09:6; 215: 12; 244:3; 
!58:2, 11; 264:16; 269:10, 
1; 270:9; 272:4 
DtS 178: l6 , l6 ;  179:12; 
97:14; 240:19; 256:20 
.ouis 157:lO 
we 220: 10: 226: 1 5 

( 

I 
L 

I 
I 
I 
1 

Z 

11 

I 
I 

I 
I 
I 
I 
I 
1 
L 

i 
1 
I1 
1 
L 
It - - 



Food and Drug Administration 
Anth4ral Drugs Advisory Committee 

!OW l l : l l ,  16; 14:9; 
25: 10; 26%; 53:16; 86:7; 
93:16; 99:15; 111:6,8; 
113:ll; 118%; 130:6; 
168:25; 179:4; 210%; 
2697 
lower 11:17; 29:14; 
45:11, 12; 48:16; 49:18; 
50:9; 54:14;77:1; 112:12; 
126:lO; 155:ll; 164:3,9; 
167:21; 168:8; 178:l; 
179: 13; 187: 14; 208:9; 
210:5 
lowest 43:20; I i3:3; 
224:4 
LSU 5:2 
lunch 16:l; 165:18; 
171:8,11,15,17; 174:2 
Lung 14:9;30:1; 3 i : i i ;  
32:11,13,16,20,22; 33:2, 
10,14,19,21; 34:4,12, 
14, 14,18; 37:9, 10; 70:18; 
78:6,21; 79:4; 81:18; 
113:15; 114:6; 115:2; 
117:12; 174:8; 175:l; 
180:4; 215:lO 
lungs 34:7; 114:5; 174:18 
lying 51:12,15 
ly mphocytes 97:2; 
109:2; 226:16 
lymphocytes-the 96:22 
Lynn 5:12 

M 
M204 138:13 
M204V 138:3 
M250 138:9 
macrophage 81:10; 
82:4; 175:l 
macrophages 33: 15; 
34:1,4,11;81:18;82:14, 
15 
magnitude 176:2 
magnitudes 78:12 
main 71:10 
mainly 11:15 
maintain 90:15; 105:i 
maintained 105:4; 161:9 
maintains 2 5 ~ 1 ;  107:s 
major 12:7; 32:ll; 38:3; 
142:12; 162:18; 192:16, 
21; 241:4; 245:5 
majority 83:11,20; 87:4 
makes 96:9; 204:8 
makeup 116:15 
making 120:22; 17%); 
232:14; 240:17; 259:7; 
27223 
male 31:16,17; 35:12; 
36:4; 110:17,22; 11 1:4; 
112116; 117117; 118:l 
males 32:7,14,19; 33:3; 
34:19; 35:20; 36:9; 

malignancies 56: 17; 
71:13, 16;72:7;79:17; 
99:11,14; 130:13; 135:11, 
19; 136:2,4,11,20,22; 
140:19; 143:16; 144:4; 
148:13; 153:9; 194:4; 
197:3; 231:22; 249:14,16; 
253:14 
malignancy 55:19; 56:1, 
14, 15,20; 57: 17; 58:4; 
71:3; 72:lO; 74:5; 75:5,8; 
80:7; 135:14; 136:11; 
159:10,15; 164:15; 180:8 
187:16; 188:6; 191:lO; 
192:22; 207:4; 231 :19; 
232:6; 275:18 
malignant 53:6; 80:3; 
97:3; 98:24; 188:2 
mammary 30:2; 118:lO; 
177:12,16 
manage 160: 11; 1962 
management 41 : 15; 
18:2; 103:22; 104:l; 
167:22,22; 2073 
mandatory 268s  
manifest 226:7 
manner 112:17 
many 75:l; 87:20,21; 
90:l; 93:12; 101:25; 
102:9; 105:10, 15; 108:ll; 
115:9; 118:4; 123:13; 
125:16; 143:lO; 14%)- 15; 
147:l; 156:9; 162:21; 
166:7; 170:19; 175:7; 
179:3; 182:14; 183:12; 
196:21; 201:13; 211:2; 
!12:18,18; 230:2,22; 
!31:3,17; 234:2; 243:7; 
!61:20; 271:l; 272:3; 
!74: 1 
nap 38: 18 
narginal 157: 1 
dark 7.1; 128:17 
narked 130:9 
narkedly 159:lo 
narker 68:21; 97:3; 
30:19 
narkers 92:21; 95:20; 

226: 15 
marketers 270:2 
marketing 94:19 
marketplace 19:lO 
Mass 106:22 
Massachusetts 95: 16; 
156:16 
matched 42:16,22 
materials 209: 13 
maternal 170: 1 
maternally 169: 18 
matters 8:4,13,20; 9:7 
matures 190:22 
maturity 98:1,3 
max 94:6 
maximal 5 0 s  
maximum 29:ll; 36:3; 
19:14; 98:20; 114:21: 

Hearing 
March 11, 2005 

162:19 
may 9 9 ;  10:5; 14:ii; 
34:14; 35:6,16; 36:17; 
37:6, 10; 50:19; 55:2; 57:; 
74:16,20; 75:1;85:2O, 21 
86:l, 8; 89:lO;94:15; 
99:17; 120:lO; 129:13,14 
140:18,21,22; 143:15,1C 
19,19,22; 144:13; 148:20 
22; 149:3; 152:12; 153:lO 
154:22; 155:2; 1 57:l4; 
163:lO; 164:2,21; 168:24, 
173:lO; 174:4,4; 175:1,8; 
180:19; l82:3; l90:10, 13, 
14; 192:19; 200:21; 
!06:12; 208:9,11; 216:14; 
!19:7; 225:8; 231:15; 
!33:17; 243:19; 244:3; 
!45: 15; 247:5,18; 250:2; 
!51:14; 256:4,22; 264:1, 
!; 266:6 
naybe 4:21; 155:7; 
65:9; 179: 14; 226:18; 
!35:14; 241:12; 252:lO 
nean 43:3,5,8; 49:ll; 
50:5; 51:16; 52:10;75:10; 
100:13,21; 126:22; 128:8, 
17; 131:3,5; 157:l; 
165:18; 178:l; 204:25; 
!18:16; 231:2; 237:7; 
!47: 11; 264:2 
neaningful 123:6 
neans 103:l; 207:ii; 
!50:12 
neasure 147:15 
neasured 22:18; 23:ll; 
6:7; 112:2; 127:21; 
413; 147:21 
neasurement 49:3 
iechanism 81:9; 
08:16; 141:18; 143:17; 
15:15, 15;255:12 
lechanisms 17:16; 
5:3; 152:22; 254:9 
~echanistic 174:ll 
ledian 54:18; 181:19; 
32:17,19 
ediated 82: 10 
ledical5:3; 19:2,7,13; 
50:16; 183:18; 231:12; 
50:8 
~edication 270:9 
ledications 188:14 
ledicine 18:13; 19:11; 
30: 16 
ledium 11:io 
leet 55:7; 104:7; 154:19 
~eeting 4:15; 7 9 ;  10:14, 
2; 11:2; 15:7; 55:9,12; 
17:3; 167:6; 171:15; 
72: 16; 195:4; 274:2; 
76: 1 1 
leeting-related 171: 10 
leetings 167:2 
mts  116:lO; 117:2 
 ember 108:4 
embers 4:16; 10:13: 

16:12; 102:5; 116:4, 17; 
140:9; 149:6; 171:13; 
210:7 
members--what 174:7 
men 229:22 
Mention 112:4; 151:ll; 
208:2,13 
mentioned 10:15; 71:6; 
78:4; 8O:9,15; 89:20; 
121:9; 153:2; 159:3; 
164:14; 173%; 176:l; 
179:8; 194:19; 197:7; 
?16:9; 220:7,10 
nentioning 214:l 
writing 220:l 
net 10: 19; 45:9,12; 
27:7; 131:16,19; 132:lO; 
!36: 13 
netabolism 36:17 
netabolized 176: 16, I 8 

nethionine 59:lO 
nethod 124:19; 254:2; 
!55:5 
nethodologic 237:24 
nethods 30:5; 125:14; 
.29:16 
ng 20:12,12; 27:lO; 32:6, 
;, 10; 36:2,2; 39:20,20, 
!2,22; 40:2,3,10,10; 
5:17, 18; 46:7,8; 58:3,3; 
15:1;84:10; 111:2; 112:3; 
21:14,19; 122:3; 133:7, 
,9,  13,18; 138:2,4; 
48:7,8 
@kg 27:9; 32: 1,1,8,18, 
2; 35:21,21 
igtkglday 1 10:20; 
11113; 112121 
IHD 11 1:3 
lice 28:16; 29:1,20,21; 
1:16,17,22; 32:5,13; 
3:2,5; 34:14,17; 36:13; 
10:15; 112:16; 113:13, 
3; 114:20; 115:2,6; 
17:12,17, 18; 148:lO; 
30:4; 192:14 
icrobiologists 253:18 
icrobiology 137:l 
~icronucleus 109% 
~icroscopically 29:19 
riddle 42:ll; 167:17 
lidst 166:5 
light 45:16; 76:22; 95%; 
7:2; 102:3; 136:9; 144:4, 
l54:2, 9; l55:l l ;  156:7; 

52:14; 175:14,14; 
32:19; 183:16; l89:15; 
>3:12; 200:16; 225:ll; 
11:18; 235:18; 240:4; 
13:3; 244:16; 245:l; 
L6:20; 251:18; 253:21, 
!; 260:9; 261:15; 263:5 
igraines 134:13 
ild 53:24 
illigram 112:19 

16:19,22 
millions 21:2; 224:5 
mind 14:17; 149:ll; 
156:17; 185:19; 194:2; 
232:14; 249:13; 250:15 
minds 194:2 
minimal 37:13; 42:4; 
58:14;90:17; 183:5 
minimized 268:15 
minimum 41.7 
Ministry 57:16; 161:l 
ninor 129:12,15 
ninority 43: 10 
ninus 4512; 51:15 
ninute 225:14 
ninutes 173:25; 185:ll 
nirrors 47:8 
nisleading 105:13,20 
niss 255:2,3 
nissed 99:24 
nissing 44:22; 125:10, 
14,17; 126:8 
nitochondria 19920 
nitochondrial 25:21; 
!23:3 
nix 120:19; 160:22; 
!61:10 
nixtures 138:6 
nm 182:12 
node 35:5 
nodel 14:5; 26:20; 27:4; 
8:17; 192:lO 
iodeled 104: 1 
~odels 13:22; 26: 17; 
6:18; 163:8; 175:5; 
29: 15 
loderate 53:24; 134: 19; 
35:5 
lodest 65:21; 163:3; 
50:5,11 
~odify 1534 
tolecular 81:16; 222:16 
~olecules 108:5 
loment 85:6; 167:4; 
36:20; 238:12 
ornentarily 7:2 
onitor 64:15; 89:21; 
-:2,14; 156:18; 254:19; 
72: 15 
mnitored 22:16; 66:21; 
3516; 132:19; 183:l; 
1714 
lonitoring 24:19; 61:13; 
1:12; 73:19;89:12; 
12:s; 157:4; 183:5; 
39:22; 190:l; 193:2; 
13:13; 226:5; 256:7; 
57: 5 
 onk key 114:7 
onkeys 34:s; 178:8,9 
onocytes 34:5,9,10; 
:6,7 
onths 23:22; 27:12,13, 

Min-U-Smpta (15) low - months 



Hearing Food and Drug Administration 
Mmch 13,2005 Antiviral Drugs Advisory Committee 

156:l; 182:14; 231:2; 
235:14 
morbidity 199:20; 

(:I8 
.re 11:9; l3:12; 25:l,; 

26.14; 29:13; 30:14,15; 
37:12; 53:20; 59: 12; 
62:22;67:1; 71:1;72:16, 
19; 87:9; 90:7; 94: 17; 
98:12;99:10; 112:15; 
124: 16; 125:22; 126:4; 
127:19; 128:6; 130:ll; 
131:19,24; 136:12; 155:7 
156:ll; 157:2,16,16; 
160:1,4; 161:14,15; 
167:21; 171:7; 183:l; 
184%; 186:6,22; 193:17; 
198:3; 201:13; 204:13; 
212:6; 213:20; 217%; 
218:16; 219: 10; 222:6,13; 
223:16; 225%; 226:22; 
231:16,17; 232:2; 235:l; 
237:6; 245: 16; 248:19; 
251:15; 254:12; 257:16; 
258:3; 261%; 263:14; 
265:l; 269:4; 272%; 
275:21 
Moreover 24 1 :6 
Morgan 69:18; 70:3; 
78:14;79:10; 81:13; 83:5; 
86:lO; 89:17; 93%; 95:7; 
97:lO; 99:5; 100:4,8,17; 
101:6,21; l03:2; 106:12; 
--?:IS; 154:13; 155:15; 

.6; 158: 17; 159:13; 
- ~ d : 3 ;  164:lO; 165:15; 
167:lO; 168:12; 169:lO; 
170:9; 181:4; 183:3; 
246:15, 15; 247:15,21; 
248:10,14; 256:17; 
260: 16; 269: 18; 271 :7,8, 
16,23; 272:14; 273:2 
morning 4:3; 10:12; 
16:12; 20:7; 25:5; 37:21; 
70:4; 77:lO; 107:23; 
118:23; 119:18; 123:15; 
129:13; 137:6; 151:l; 
154:15; 155:17; 165:5; 
172:17; 191:15; 220:17 
morning's 107:13 
mortality 74:5; 224:18 
most 21:16; 26:12; 33: 19; 
56:11;64:3,13;70:10,16; 
87:lO; 88:9; 95:18, 19; 
109:9; 1 10:s; l2O:9; 
135:15; 136:lO; 158:ll; 
167:20; 174:13, 14; 175:2, 
13; 17610; 180:l; 182:l; 
202: 12; 209: 5,7; 210:4,4; 
222:l; 226%; 231:9; 
233:17,22; 235:18; 
247:l5; 270:21 
mother 84:9; 224:17 

-tivate 245:l 
.ivates 225:4 

mount 238:3; 250:16 
mounting 255:is 
mouse 3i : i i ;32: i i ;  
33:9,14, 19; 34:5,6,9, 14; 

35: 12; 36: 1 ; 37:9,10; 79:4 
81:6; 82:1,7; 112:14; 
114:4,4,8; 174%; 178:16, 
19 
move 51:19; 87:l8; 
202:lO; 221:4; 228:22; 
235:17; 238%; 267:lO 
moves 142:12 
Moving 35:19; 195:18; 
257:lO 
MTD 29:11,12,16; 32:s; 
162:19,22 
much 11:16; 13:4; 14:12; 
16:5,6; 27: 15; 77:12; 90:7 
97:17; 100:11,15; 102:2; 
111:l; 137:20; 152:7; 
175:18; 178:l; 179:18; 
198:4,12; 200%; 208:6; 
?12:5; 213:23; 217:9; 
222:s; 226%; 239: 1; 
!58:10; 274:7; 276:lO 
multicenter 15.4 
multinational 15:4; 
120:14; 170:17 
multinationality 197:9 
multiple 29:17; 32:9; 
51:lO; 112:6,7; 123:21; 
L29:18; 147:21; 171:3; 
!58:6,7 
nultiples 14:10,13; 
51:14; 32:3; 36:l; 70:20; 
12:5; 152:4,7; 176:ll; 
96:13; 212:16; 213:17 
RUNK6:11,11;8:12; 
80:6,7,13; 182:23; 
88:9,10; 203:22,23; 
'13:3,4; 248:16,17; 
62:15,16; 266:18,19; 
72:9,10 
lurray 69:ls; 70:3; 
7:13; 78:14;79:10; 
1:13;83:5; 86:lO; 89:17; 
3:s; 95:7; 97:lO; 99:5; 
00:4,8,17; 101:6,21; 
03:2; 106:12; 152:18; 
54:13; 155:15; 157:6; 
58:17; 1 59:l3; 160:3; 
64:lO; 165:15; 167:lO; 
68:12; 169:lO; 170:9; 
81:4; 183:3; 246:15,16; 
47:15,21; 248:lO; 
56:17; 260: 16; 269: 18; 
71 :8,23; 272: 14; 273:2 
iusculoskeletal229: 14 
lust 29:2; 40: 18; 44: 16, 
7; 49:20; 131:2; 140:12; 
99: 10 
iutagenesis 22219 
iutagenic 110:1,4; 
58:7 

mutagenicity 14 1 : 12; 
212:14; 2 l6: l l  
mutant 187:14 
mutants 186:21; 187:5 
mutation 61:3 
mutations 85:18,19.22: 

92: 18,20,20; 137: 17; 
138:7,13,16; 139:21,22; 
140:3; 189:l 
myriad 262:3 
myself 21 5:s 

nadir 61:25 
Nagra 136:25 
naive 39:17; 40:2,12; 
42:9,12; 45:21,22; 46:24, 
47:9; 48: 1 1 ; 50: 1,22; 
52:11,20; 55:14; 73:16; 
100:20; 104:17; 105:2,6; 
106:9; 167:15,16; 195:20; 
217:20; 219:lO 
name 4:4; 82:19; 107:23; 
118:23; 168:18; 197:13; 
269: 17,22; 270: 1 
namely 12:13; 187:13 
names 20:3; 270:5,8,10, 
13 
National 5:5,7,14; 6:14; 
196:6 
nature 74:9 
nature--some 238:3 
NDA 38:11; 86:12; 103:4, 
4; 119:Il; 13O:lS; 135:13, 
16; 136:13; 137:2; 273:16 
near 230:l 
nearly 19:17; 50:5; 63:6; 
182:20; 247:3 
lecessarily 267:6 
iecessary 190:15; 229:l 
~ecroinflamrnation 
L6:15,17; 76:lO 
~ecroinflammatory 
6:s ;  44: l3 , l8 ;  122: 13 
teed 4:20; 9:16; 17:lO; 
12:20; 99:22; 103:3; 
43:17; 144:20; 165:17; 
86:2; 187:lO; 188:4; 
89: 19; 200: 18; 202:3,15; 
07:4; 210:3; 211:5; 
20:19; 2213; 222:6,19; 

!23:16; 228:9,16; 230:3, 
5; 231:4; 239:6; 246:lO; 
!48:2; 249:19; 250: 14; 
!52:12; 255:20; 266:6,16; 
!75:10,13,14,15,17 
teeded 41:21; 60:5; 
37:16; 139:20; 149:21; 
50:lO; 195:l; 208:14; 
!21:22; 232:16 
teeds 14:17; 187: 17; 
08:21; 218:20; 232:17; 
38:5; 242:2; 248:21; 
55:7 
egative 15:2; 40: 16; 
2:3,12; 43:6; 48:17; 
1:16; 105:7; 109:3; 
21:13; 144:13; 189:17; 
95:20; 217:16; 273:19; 
74:18 
eonatal 228: i i 

neonates 229:lo 
neoplasms 53:6; 73:12; 
98:24 
nephrotoxicity 13:i 1 
nervous 130:12; 132:17; 
l34:3,6 
nested 258:3 
neurologic 133:4,6,10, 
16; 134:l; 135:7 
Nevertheless 45: 17 
new 4%; 5:4; 10:16,21; 
17:lO; 18:13; 19:l l ;  
55: 18,22; 56:1,19,22; 
57:4; 74:l; 85:l7; 87:5; 
140:17; 172:3; 180:14; 
210:19; 21 1:4; 273:15; 
274:lO; 275:4 
newborn 97:6 
newborns 224:16 
newer 26: 15 
news 254:4,5 
next 11:4; 20:19; 110:16; 
1ll:lO; 112:12,15; 
113:13; 116:15; 124:12; 
130:17; 172:ll; 182:16; 
235:12,14, 17; 247:18 
nice 77:15; 150:22; 
183: 16; 269:5 
nicely 179:22 
NIDDK 6:14 
NIH 145:13 
Vine 67:13; 231:2 
i M  26:12 
lo-level 1 11:7 
lo-observed 1 1 2: 12 
rolprobably 117:14 
ioise 260: 10 
tominal 176:13 
tominated 185:18 
 on-Asian 120:19 
ton-completer 45:4; 
8:4 
ion-concurrent 28:3 
 on-HCC 79:16; 80:1,3, 
6; 16415; 165:2; 183:16; 
.92:22 
ton-hepatocellular 
i6:16; 246:6 
ton-hepatologist 218:3 
Jon-histologic 47:14 
lon-inferiority 45:9,10; 
11:14 
 on-invasive 97:2; 
'26: 14 
ton-melanoma 56: 15 
on-simple 237:9 
on-skin 56:17,20; 
0:15 
on-treated 160:22; 
64:21 
onclinical 14:6; 17:2i; 
5:lO; 20: 15; 28:9, 18,20; 
18:9; 149:16; 170:7; 
35:9 

Nonclinically 169:12 
None 53:21; 63:l l ;  67:1; 
91:10 
nonetheless 268: 10 
noon-hepatic 262:6 
normal 46:13; 54:ll; 
76:5; 87:16; 104: 10; 
131:l; 223:lO; 248:ll; 
270:18; 271:4,6,10 
normalization 23%; 
50:16; 51:7; 76:3,18; 
101:2; 128:l; 167:19 
normalized 127:9 
normally 208:7 
norms 2523 
North 120:14 
northern 160:s 
not-1 155:9 
note 919; 54:18; 86:ll; 
161:ll; 194:19; 253:19 
noted 9:18; 32:3,18; 
33:6; 35:1,22; 59:22; 66:1, 
18; 135:5 
notes 202:4 
notice 102:3; 123: 12; 
127:6; 199:12 
noticeably 156: 1 1 
noticed 162:12; 253:21 
novel 68:lO 
nucleoside 13:4,16; 
17:12; 38:14,16; 40:15; 
73:15;85:17; 93:12,12, 
17; 94:2; 96:9; 108:4,12; 
l09:22; 110:3,9; 115:9; 
118:5; 144:18; 145:15; 
!6l: 13; 198:9,16; 209:20; 
!47:9; 248:l 
iucleoside-naive 38:7; 
i0:14; 43:3,9; 45:7, 19; 
12:5; 58:l; 61:14; 62:4; 
h l 2 ;  64:l2,2l; 65:7; 
8:7; 69:1,2; 75:20; 76:3, 
', 14,20; 89:l; 95:l3; 
21:11,12; 131:3,8; 
33:3,21; 134:4,16; 
37:9; 139:18; 148:6 
tucleosides 74:6 
tucleotide 13:9; 36:16; 
'3:16; 108:7; 109:21; 
18:5; 177:6; 229:12; 
!44:11; 247:9 
lumber 19:16; 20:18; 
!1:4; 31:2; 34:3; 41:3; 
15:14; 56:22; 67:22; 
'3:22; 85:22; 86:7,19; 
1:12; 101:16; 108:15; 
0913; 111:9; l l 6 : l l ;  
22:17; 127:6,12; 136:2; 
42:18; 143:12,21; 
45:16; 154:22; 155:18; 
56:4; 159:s; 164:3; 
68:25; 180:14; 185:4,6; 
D2:11,18; 204:18; 212:5; 
13:18; 221:5, 14; 227:14; 
29:21; 235:19; 236:3,5; 
57: 1 1,13; 268:2; 269:s; 
70:6: 271:5 

morbidity - number (16) Min-U-Script@ 



~ o o d  and Drug Administration Hearing 
Antiviral Drugs Advisory Committee March 11,2005 
numbered 182:6 
numbers 28:4; 33: 15,22 
46:20; 73:7; 80: 13; 86:2; 
99:15; 104:14,16; 126:lO; 
129:14; 131:13; 137:3, 5; 
202:l; 210:l; 271:3 
numerically 51:14 

o'clock 16:2 
O'Rear 136:25 
Oakland 160:s 
objective 165:2 
obligate 108:li; 222:17 
observation 39:6; 52:22 
53:2; 54:l; 56:7,10; 67:8, 
18; 71:5; 72:6; 245:21 
observational 18:21; 
39:lO; 57:19; 72:9,11,15 
18; 142:lO; 147:ll; 153:7 
160:25; 239:1,14; 240:3; 
244:2,4; 245:19; 246:17, 
19; 249:11,20; 250:10,1? 
261:12; 263:14, 17; 264:s 
13 
observations 52: 13 
observed 14:9; 30: 19; 
31:6,lO, 21; 32:l8; 34:7, 
14; 35:2; 36:6; 37:14; 57:7 
58:6; 61:9; 62:21; 63:7, 12 
64:14; 65:7; 89:2; 229:15; 
264:7 
observing 257: 18 
obtained 9:lO; 41:13 
obvious 197:15; 216:13 
obviously 80:21; 161:3; 
167:l; 168:8; 188:3; 
257:4; 263:ll; 265:12,18, 
25 
occur 33:2; 34:12; 55:7; 
64:20; 70:20; 75:9; 83:8, 
11; 87:9,10; 97: 16; 137:25 
occurred 14:12; 30:2; 
31:14; 53:20; 57:l; 60:9; 
85:20; 87:4; 131:24; 
132:15; 156:5 
occurrence 135:ll; 
142:12 
occurring 11:22; 40:7; 
97:l; 131:9; 169:7 
occurs 11 : 17; 79:6; 
193:l; 210:19 
off 57:4; 66: 10; 72: 10; 
102%; 103:10, 11; 104:4, 
14; 105:5, 10, 12,12, 18; 
131:18; 156:9; 180:16; 
202: 13; 246:2O 
off-label 225: 15; 227:10, 
13; 234:20 
off-treatment 54:14,16, 
19; 55:2; 104:20; 131:21; 
132:14 
offered 241:lO 
Office 9: l l ;  142:17; 
275: 11 

officer 16: 14 
offices 1 16:22 
often 124: 16; 126:4; 
131:24; 138:5; 239:21; 
257:22; 258:5 
older 229:21 
on-study 180:19 
on-treatment 54:13; 
131:23; 132:5; 261:16,19 
once 18:22; 26:lo; 
121:14,19; 210:19; 230:7 
242:19; 243:8 
one 8:8; 12:ll; 16:2; 20:3 
5; 26:9; 53:20; 66:14; 72:5 
17; 78:l8; 82:12;87:ll, 
19;89:13;92:14,16; 
93: 18; 94:20; 98: 13; 
103:9; 106:6; 107:l; 
109:15; 110:6; 113:7,20; 
116:5; 117:4,16,20; 
130:18; 131:2; 136:12; 
156:16; 157:18; 159:17; 
162:3; 167:9; 168:21; 
172:6; 173:25; 175:8,12, 
20; 177:3,11; 182:16; 
186:21; 187:3,6; 188:12; 
200:9; 208:7; 210: 18; 
21 1:20; 221:6; 224:9,12; 
225:3; 227:16; 228:3; 
230:19; 231:5; 23422; 
236:3; 240:9; 241:4; 
242:11,16, 17; 243:6; 
244:10,12; 245:7,12,17; 
?47:5,18; 249:17,22; 
!51:20,22; 254:17; 
!55:15; 256:l; 257:9,20; 
!58:17; 259:5,10; 260:4, 
i; 261:5,5,11; 262:2; 
!64:4,15,16; 265:15,18; 
!67:16 
me-year 178:7 
lnes 40:l; 240:3 
mgoing 397; 71:21; 
72:3,22; 89:19,20; 142:9; 
L58:19; 197:lO; 214:16; 
!19:3; 241:16; 246:2,17, 
!2; 247:2; 254:lO; 256:2; 
!72:2,14 
mly 12:15; 18:15; 20:25; 
11:lO; 33:6; 35:2; 36:11; 
18:15; 43:lO; 47:lO, 11; 
12:15;65:21;66:13; 
17: 16,20; 68: 17; 69:5; 
'0:6,8; 86: 13,14; 87: 13; 
'1:12;94:16; 103:5; 
09:lO; 113:4,15; 114:9, 
0; 115:1,2; 11712; 
20:22; 124:21; 125%; 
31:16; 134:17; 135:6; 
37:3; 146:14; 150:25; 
53:16; 162:6; 163:2; 
69:17; 178:9; 179:ll; 
55:lO; 187:5; 189:17,17; 
99:21; 202:ll; 215:13; 
29:6; 240:5; 243:18; 
i4:4; 261:16; 262:6,10; 
73:ll 
nset 182:14,21; 183:17 
pen 16:2; 77:16: 78: 1; 

172:5, 10 
open-label 53:2; 72:13 
Opening 4:2 
opinion 174:6,8; 185:2; 
197:18; 201:2; 215:4; 
217:14; 220:20; 233:8,8; 
256: 15 
opinions 185:12 
opportunity 11:2; 39:12 
149:4; 161:ll; 172:5; 
190:lO; 261:15 
opposite 94:2 

optimal 275:7 
option 18:ll; 39%; 99:i; 
options 12:14; 14:20; 
25:11;73:8; 119:19; 
172:19; 193:21; 267:l 
oral 4:lO; 120:5; 172:4; 
225:12; 226:21; 227:9,17 
20; 230:4; 232: 16; 273: 1 
orange 4 0 3  
Order 4:2,15; 44: 15; 
52:3; 57:6; 94:14; 104:4; 
121:21; 150:lO; 191:4; 
202:13,14; 221:22; 
227: 18; 249:19; 250: 1 
organ 32:ll; 35:4,4; 
96: 19; 98:6 
organization 19:12 
wgans 34: 17; 163:lO 
~rient 32:l 
arigin 63:5 
xiginal86:12; 106:1,3; 
155:17; 188:l 
>riginally 143:20 
steoporosis 146:19 
bthers 144:7; 187:13; 
!14:15 
Itherwise 239:20; 243:3; 
!44:16 
aught 244:6 
)ur--what 201:17 
>Ut 24:7; 50:2; 73:5,7; 
13:5; 84%; 87:8,22; 88:8, 
!2; 104:19; 114:14,15; 
22:5; 137:l; 141:15; 
44:18; 151:3; 152:15; 
53:5,20; 162:18; 163:16; 
64:18; 169:s; 175:lO; 
78:6,11; 179:22; 182:3; 
91:3; 192:2; 195:lO; 
97:22; 209:15; 212:22; 

226:12; 233:15; 244:4; 
249%; 251:16; 254:ll; 
256:9; 260:3; 264: 14; 
272:2; 274: 15 
Dutcome 21:18; 24:5; 
109:16,17; 110:15; 114%; 
l45:13; 165%; 166:16; 
L67:3; 169:l; 170%; 
L88:5; 214:6; 239:5; 
'49: 18 
wtcomes 23:14; 83:3; 
14:2; 115:19; 166:7,8; 
70:lO; 202:2; 240:lO; 

262:6 

outline 20:14 
outlined 20:23; 119:4 
Outside 16:21; 170:20 
outweigh 18:9; 77%; 
145:6; 146:4; 192:3; 
196: 16; 21 5:7 
ovarian 113:19 
ovary 109:6 
over 12:2; 16:19; 20:2; 
21 :13; 22:9; 32:9; 38:9; 
39:20; 56:20; 58:19; 59:4; 
74:15;75:18; 8O:l,4,8, 
14,18; 117:4; 119:5,8; 
121:lO; 143:18,21; 148:l 
155:l; l57:l l ;  160:20; 
161:s; 162:20; 165:17; 
174:19; 175:11,12, 12; 
178:3; 180:8; 183:9; 
186:19; 191:12; 194:20; 
198:2; 212:16; 216:6; 
235:ll; 236:11,15; 
238:14; 239:16; 243:24; 
245:7; 256:5; 259:16; 
262:9; 276: 1 
overall 19:3; 44:7; 62: 16; 
75:5; 99:14; 100:20; 
122:lO; 124:6,13; 161:2; 
168:7; 187:7; 195:17; 
198:16,19; 202:6 
werlap 4 1 : 12; 129:4 
averlapping 39:21 
averseeing 274: 14 
)vetview iO:io, 11; 
50:20 
werwhelm 36: 16 
werwhelming 263:4 
wulating 223:2 
lwn 54:ll; 73:22; 
43:12; 167:22; 201:16; 
170: 1 1 
~wning 9:l 

P 
1.m 171:18; 276:13 
1450 175:7 
lackage 253:2,5 
'ACTG 145:14 
)age 180:9; 199:5 
lair 44: 15 
laired 43:22; 44:4,7 
lairs 61:18 
alpable 118:lo; 177:ll 
anel 77:17; 78:2; 261:21 
aper 23: 17; 238:8; 
40:25 
arameter 130:20 
arameters 101:5 
ardon 218:23 
arenteral 120:3 
arents 225:5 
aresthesia 134: 13 
arklawn 9 1 2  
art 7%; 17:9; 57:14; 

65:13;86:19; 89:l l ;  
91:21; 142:20; 148:16; 
169:13; 172:lO; 173:18; 
202: 1 1; 206:6; 207:7; 
221:21; 226:s; 238:l 
partial 103:14; 106:17 
participant 9:15 
participants 7:11,18; 
9:16; 10:2; 43:12; 164:4; 
245:1 
participate 9:20; 244: 13 
participating 1 3 5 ~ 5  
particular 24:s; 26:20; 

87:7; 9l:5; 99:9; 
152:3; 154:22; 194:ll; 
202:8; 212:21; 222:14; 
234:13; 249:18; 253:19, 
20; 265:20; 267:19 
particularly 35:16; 
131:2; 183:13; 193:21; 
195:19; 204:13; 207:5; 
227:14; 228:15; 229:22; 
234: 12; 239:4; 250: 19; 
258:9; 262:18; 26322 
parts 263:2 
passed 176: 18 
PATEL 5:18,18; 7:3,6 
aathologically 44:17 
aathologist 196:6 
>athology 20:21 
lathway 137:18 
>athways 195:3 
'atient 5: 16; 12:20; 
i1: 15; 42%; 43: 14; 52:2; 
;3:12; 56:3; 59:19,20; 
;0:2,5; 61:18,20; 63:16; 
;4:18; 76:2l; 83:9; 84:20, 
2; 87:lO; 94:l l ;  103:22; 
04:17; 106%; 120:13; 
22:2; 143:7; 158:18; 
60:13; 16412; 188:17; 
0O:lO; 201:19; 213:12; 
!16:1; 219:9; 239:18; 
!41:2,6,7; 242:4,14; 
!43:1; 256%; 258:6; 
:61:13 
~atient's 54:ll; 130:22 
latient-since 231:20 
latient-years 56:9; 80: 1, 
,5,8;  256:10,ll 
atients 4:12; 13:12,13; 
6:17; 18:12; 19:1, 5, 18, 
1; 20:13; 21:4; 23:19; 
4:11,12; 38:5,7,8, 13; 
9:2,3,3,8,12,16,17; 
3:2,3,12,15,16,17,18; 
1:5,8,21;42:4,10,12; 
5:2,17; 44:9, 19,21; 
5:21,24; 47:5,8; 48:2,5, 
12, 17,19; 49%; 50:2; 

!:8,11,13,19,20; 53:9, 
5,21; 5514; 56:9; 57:ll; 
%:5; 59:5,19;61:17,23; 
!:4,8,11,13, 16,17; 
i:13,16;64:4,12, 15,21, 
!; 65:4,7,8,14, 17,20; 
;:2,6, 14, 15, 18.20; 
7:2,8, l l , l 6 ;  68:7, 13, 

(17) numbered - patients 



Hearing Food and Drug Administration 
March 12,2005 Antiviral Drugs Advisory Committee 

l8;69:l, 2,4,5;7l: l ;  
72:11,14,16,19,21,21; 
73:5,7,14,22; 74:1,3,14 
'- 75:10,21; 76:4,5,8, 
,16; 83:4; 86:16; 87:2, 

10;88:12;90:4,5;91:2,5, 
13; 92:1,2,12; 93:4; 95:6, 
14,22; 100:20,22; 102:6, 
7,9; 103:9; 104:4,7,11, 
12,14,21; 105:10,15; 
106:2,9,14,16; 120:16, 
20,21; 121:2,5,15,18, 
22; 122:1,22; lEV2.4; 
124:15; 125:1,22; 126:4, 
7,19,21; l27:l, 3,4,7,8, 
22; 131:22; 132:1,2; 
134:5,6,17,20,22; 135:2 
4; 136:5,19; 137:4,10,18, 
138:4; 140:15; 143:6,10, 
12,22; 144:ll; 147:12; 
148:16; 149:20; 150:8; 
152: l4,2O; 153: 15; 154:7, 
18; 1 55:6,lO; 156:3; 
157:5; 158:10,11,13, 19; 
159:4,6,8, 12,14; 160:15; 
161:17; 164:3; 177:8; 
181:ll; 182:24; 183:12; 
184:6,6; 187:2; 190:12, 
20,22; 191:4; 195:17; 
196:2,21; 200:14; 201:22, 
22; 202:2,21; 206:18; 
207:4,8,10,19; 210:2; 
212:l; 213:15; 214:4; 
217:20; 219:5,6,10,15; 

T12, 14; 22123, 16,20; 
~ : 1 1 ;  226:17; 227:19; 

228:18; 230:4,13,14; 
231:8,9; 232:lO; 236:15; 
237:3,18,19; 238: 13; 
241:13; 243:5,6, 15; 
245:8,15; 246:1,2,18,19, 
20; 247:3,7,20,22; 248:4; 
257:l; 259:16; 267:5,6; 
269:l; 270:22; 271:6,9, 
18,19; 272:3; 273:19,20, 
20; 275:ll, 16 
pattern 31:6, lo, 12; 36:6; 
42:20; 128:6; 168:s 
patterns 31:6; 38:3; 
59:22; 62:21; 93:14; 130:l 
PAXTON 5:12,12;96:11, 
13; l51:7,8; l58:8,9; 
159:9; 193: 1 5,16; 2039, 
10; 218:2,3; 227:6,7; 
251:2,3; 25219; 262:18 
pay 171:14; 234:9 
PCR 489; 493; 50:9; 
62:l; 126:20,22; 127:17; 
167:14; 168:2 
pediatric 15: 13; 150:s; 
157:24: 185:22: 221:16. 

pediatrician 221:17,25; 
222:l; 226:14; 230:18; 
234: 1 1 
pediatricians 234:2 

pediatrics 158:5; 23321 
234:14; 26615; 275:14 
people 16:19,22; 20:25; 
77:14,18; 100:13; 104:19 
153:5; 160:2,11; 163:15; 
174:17,18; 175:2,13,13, 
17; 183:9; 184:l; 185:15; 
193%; 194:3; 200:13; 
2O4:14; 208:15,16; 210:3 
229:7; 234:8,19; 236:7; 
237:22; 240: 11; 24l:W; 
244:12; 251:9,12,lZ, 18; 
252: 1; 257:19; 259:17; 
260:ll; 261:15,17,20; 
262:4; 2646; 2693 
peptide 81:11 
per 8:3,5,6,9,18,18,21, 
22; 12: 12; 13:7; 29:9,9; 
569; 80:3,4,8; 112:19,19 
perceived 141 :22 
percent 11:9,14; 13:7; 
14:2,3; 20:25; 24:2,2,15, 
15; 27:4,6; 28:1,1,4; 
29:13; 32:14; 33:4; 43:l7, 
20; 44:9,19; 45:12,20,21; 
16:9,11; 47:9,10,11,12; 
18:11,14,18,20; 49:7; 
j1:3; 53:21; 54:l7; 6212, 
12, 15, 16,23; 63:io; 65:7; 
56:14; 68:15, 17; 69:5; 
72:16; 76:4,9; 80:6; 87:l l ;  
38: 12; 95:22; 105:3,4,7, 
%; 107:7; 120:17,18,22; 
L28:10,14, 18; 131:10, 12, 
!5; 132:2,6,7; 133:5,7,8, 
); 138:14; 140:2; 187:4,6; 
!24:13,20; 228: 15; 255:2, 
I 

Iercentage 24: 13; 
i8:15,21;62:11; 100:13; 
75: 17; 246: 1 
Iercentages 105:2 
~erformed 55:8; 123:22; 
24:9; 127:20; 161:s 
terforms 198:19 
perhaps 85:18; 86:17; 
19:23; 167:3; 169:5,7; 
7311; 182:25; 189:15; 
00:18; 201:4; 213:10,11; 

?16:17; 21919; 221:3; 
?40:3; 257: 16; 264:20 
)erinatal 145:9; 224:6 
,erinatally 145: 12 
Beriod 12:21;41:11,17; 
i2:16; 71:5;83:17;90:16; 
)7:6; l37:ll; 143:16,18; 
.55:1; 162:21; 173:21,22; 
84:7; 185:lO; 193:9; 
!36: 16; 238:14; 242:12 
~eriodic 73: 19 
beriodically 71:17 
beriods 52:22; 58:19; 
20%; 23912 
beripheral96:22; 97:l; 
12.6: 16 
bermanent 116:6 
bermit 73: 10 
berpetuating 21 :9 1 1  

persistent l21:15 
persisting 22:8 
person 89:8; 107:5; 
172%; 186:5; 191:14; 
201:16; 214:20 
personal 202: 15 
personally 220:7; 232:l 
perspective 97:22; 
109:15; 114:12; 162:14 
perspectives 119: 1 
pertains 265:3 
pertinent 14:6; 143:2 
perturbations 35:14; 
36:14; 96:20; 97:12,15, 
16; 98:l7 
pet 267: 12 
Pfizer 257: 17 
pharmltox 14:7 
pharmaceutical 94:21 
pharmacokinetic 935; 
99:2; 234:15,16 
pharmacologist 198:7 
pharmacology 107: 19, 
24 
~harmacology/toxico- 
ogy 116:5 
>harmacovigilance 
15:12; 18:20; 2O:l7; 7O:l, 
1; 71:9,l l ;  89:12,18,22; 
>9:18; 11914; 140:8; 
L42:4; 148:17; 1493; 
150:12; 152:13; 158:14; 
173:18,19; 188:3; 191:l; 
!01:7; 235:20; 253:l; 
!56:16; 257:9,14; 265:3; 
!68:3 
~harmacy 230:5 
'hase 17:14; 186; 37:17; 
&2l; 39:12;4O:ll;41:4; 
11:4; 52:9,9, 10; 59:18; 
'0:7,13; 72:8,12,17; 
12:3,4,7; 121:lO; 122%; 
24:4; 125:15; 126:18; 
28:5; 133:1,1,1,14; 
58:4; 185:3,3; 227:4; 
!35:2,7; 271:ll 
~henomena 176:17; 
110:19 
,henomenon 97:l; 
$8: 15 
)henotypes 66:2; 88:20 
>henotypic 62:6,24; 
;4:11;66:11;68:6;85:21; 
W21; 137:7,14 
)henotyping 62:2 
'hi1 79:12 
~hosphorylated 35:7; 
.08:7 
~hosphorylation 26%; 
;5:10; 92:25; 93:3, 14 
bhysician 188:lG; 2489 
'hysician's 233:22 
bhysicians 19:17,20; 
;9: 15; 73:22; 95:9; 
43:ll; 213:15; 216:14, 
8; 248: 12 

pick 230:5; 239:14 
picking 213:4 
picture 269:9 
Pierce 79:12,14; 152:18, 
21; 153:19; 154:13,14; 
164:10,13; 256: 18; 257:6. 
8; 258:22 
pills 230: 15 
pilot 122:21; 162122 
pink 124:lO; 126:17 
pinning 275:7 
pituitary 30: 1 
pivotal 120:17; 121:l; 
122:5; 126:13,16; 127:lO; 
128:ll; 214:13 
PK 9923; 227:3; 230:21; 
233:9,13,17 
place 109:14; 167:l; 
207:6; 215:16; 216:13; 
253:21; 256:l 
dacebo 23:7,13,19; 
24:2; 8319; 155:21; 156:3 
>laced 152:9 
,lacement 69: 16 
,laces 239:7 
,Ian 10:lO; 18:21;71:9, 
L2; 89: 12, 19,22; 106:7, 
L1; 119:14; 140%; 142:4, 
L; 1493; 150: 12; 153:4, 
12; 189:21; 191:12; 
!35:20; 241:12; 247:19; 
!53:1; 258:11,22; 276:9 
)Ian--our 153:4 
~lanned 74:13; 226:3; 
!45:20; 247:22; 270:18; 
!71:9; 273:1,3 
~lanning 106:lO; 235:7; 
148% 
~lans 18:20; 157:23; 
58: 12, 15; 236: 12; 
71:17,21 
dasma 32:4 
day 94:21; 209:24 
days 82:11 
llease 80: 12; 86:22; 
.55:15; 159:22; 160:4; 
181:5; 260:17; 269:19 
~leasure 16:15 
~lenty 251:8 
)lots 62:7; 65:3,19; 
.28:8 
)lugging 165:18 
IIUS 94:9; 136:s 
meurnocyte 33:16 

254:17; 257:21; 258:8 
pointed 24:7; 122:5; 
141:15; 144:18; 162:18; 
l78:l l ;  233:15; 272:l; 
274: 15 
points 22:4; 23: 12; 48: 15, 
22; 77:22; 100:6,6,10; 
157: 19; 257%; 266:7 
policy 20:20 
polymerase 1917; 
25:22; 26:2 
polymerases 25:20 
polymorphic 87:5 
pool 36: 14; %:20; 97: 12, 
14; 226:17 
pooled 133:21; 134:2 
pools 35:12,12,16;98:5, 
11,17,19 
poor 25:20 
poorly 50:22; 237:24 
population 12:20,22; 
15:l; 40:7; 41:2; 42:7,8, 
15; 43:6; 45:6,22; 46:3; 
49:4,13,15; 50:7, 11,18; 
5 l : l ;  61:19;62:2;64:18; 
66:2; 79:18; 80:14,18; 
89:l; 91:lO; 104:2,3,7; 
105:7; 120: 13; 122:2; 
132:14; 135:20; 143:4,7; 
144:5; 145:7; 158:18; 
1613, 16; 164:12; 193:18; 
195:21; 196:l; 213:13; 
214:12; 229:9; 230: l9,22; 
232:3,22; 238:18; 239:13, 
15,18; 243:5; 271:22; 
172:19; 273:18 
,opulations 39:l; 45:19; 
L8:8,22; 49:20; 50:1,16; 
il:18; 52:6,10,15; 53:17; 
i4:4; 58:2; 64:4; 76:21; 
104:18; 120:11,20; 
22:20; 136:4; 148:4; 
57:24; 197:9; 200:11,15; 
!06:5; 2199; 239:7; 
!43:1; 252:13 
lortion 103:14; 107:13 
lose 15:13; 16:4; 148:20; 
149:9,12 
posed 15:16; 779; 165:5 
position 95:4; 148:19 
~ositioned 9 5 3  
positive 15:2; 30: 16; 
38:4; 40:15, 17; 42:3,10, 
14; 43:2; 45:21; 48:12; 
50:l; 57:11; 61:15; 104:3, 
11; 110:7,10; 115:2,10; 
118:14; 121:11,18; 127:3; 
1419; 145:18; 146:1, 15, 
16; 160:15; 161:16; 
16716; 173:7; 174:9; 
L91:17; 194:16; 195:20; 
199:9; 217:16; 252:18; 
!73: 18; 274: 18 
Bositives 105:3 
>ossibility 222:18 
~ossible 37:l; 49:15; 
i0:8; 52:4; 109:13; 

pattern - possible (18) Min-U-Script@ 



Food and Drug Administration 
- Antiviral Drugs Advisory Committee 

130:14; 144:4; 185:22; 
193:l; l94:7,8; 208:5; 
216:16; 237:lO; 239:ll; 
249:22; 251:7,14; 257:6; 
2593; 261:2; 263:21; 
264 : 2 
possibly 193:13 
post 56:4; 73: 1 
post-exposure 251:lO 

post-liver 122:22 

post-marketing 15:18; 
71:9,11,17; 72:2; 78:9; 
79: l l ;  142:6,15; 147:7,9 
13; 149:3; 150:17; 154:l; 
183:24; 184:3; 193:2; 
194:5; 199:22; 226:2; 
246:5; 247:6; 253:3,9; 
254:19; 267:14,18,23; 
268:7; 271: 11; 276:9 
post-observational 
155:14; 163:21 
post-surveillance 202:6 
post-treatment 39: 10; 
52:17; 53:2; 245:21 
post-weaning 222: 14 
posted 253:4,20 
postulated 3614 
potency 18:l; 25:2,10, 
22; 26:19; 89:lO; 94:l; 
194:20; 241:4 
potent 25:17; 26:12,14; 
58: 12,20; 59: 12; 68:23; 
22'32 
potent-7 21 1 : 1 
potential 7:14; 17:20; 
18:9, 17; 28:14; 50:4; 
61:21; 68:22;79:15; 
81: l l ;  966; 97:3; 135:lO; 
140:13; 143:13; 145:6; 
146:4; 150:3,5; 162:ll; 
186: 15; l87:l5; 188:2; 
193:20; 194:4; 197:3; 
199: 15; 200: 16; 204:23; 
210:4; 217:ll; 221:18; 
222:7; 223:17; 226:15; 
237: l4,2O, 23; 250: 19; 
259: 15; 263:16; 274: 11; 
275:18 
potentially 164:7; 231:4, 
7; 243:2; 255:18; 258:20; 
259:20 
potentially-a 270:9 
power 78:11;79:11; 
80:17; 153%; 164:ll; 
265:18 
powered 78:8, 13; 80:22 
powering 164:14; 250:4 
practice 90:2; 230: 13; 
248: 12 
practitioners 206:4 
pragmatic 262:1,5 
pre-approval73:3,6 
pre-calculated 236: 14 
pre-planned 143:3 
precaution 21 1 :9 
precautionary 216:17 

precede 183:16 

precise 50:21 
preclinical 132:18; 
192:lO; 228:21; 229:14 
preclude 7% 
predict 182:13 
predictable 120:7 
predicted 22:11; 182:20 
predictive 26:21 

predictors 166:s 
preexistence 68:20 
preexisting 60:9; 87:14 
prefaced 252:ll 
preference 26419 
pregnancies 83:3,4,10, 
12,21; 168:25 
wegnancy 83:s; 84:11, 
18,21; 85:9; 157:25; 
l68:24; 169:2; 170:13 
]regnant 171:4 
) r eh ina ry  158:3 
wemature 86:5 
weneoplastic 31:7,13; 
13:13; 34:18; 36%; 79:5,8 
wepared 165:20; 
67:l l; 185:20 

prerequisite 69: 10 
prerogative 185:17; 
200:21 
prescribe 188:16; 262:2 
prescribed 216:3 
prescribing 19:2o 
prescriptions 252:4 
preselect 67:6; 69: 12 
Presence 61:lO; 62:25; 
94:3; 170:l 
present 7:13; 15:21,22; 
17:lO; 28:17; 58:7; 61:1; 
52:22; 67:l; 85:3; 87:16; 
100:19; 108:l; 130:16; 
138:13; 140:l; 154:5,12; 
172:9; 224:l5 
wesentation 16%. 9; 
!0:1,14; 22:21; 34:16; 
167; 4l : l ;  51:22; 52:l; 
53:4; 67:19; 69:19; 77:15, 
!2; 89:16; 91:19; 92:24; 
.07:14,18,20,21; 118:20; 
.19:4,15; 121:9; 129:14, 
5; 137:6; 155:18; 205:5 
wesentations 16: 1; 
129; 78:4; 151:l 
)resented 10:21; 32:7; 
6:l; 41:18; 48:lO; 56:s; 
7: 19; 79:20; 89:9; 91 :22; 
9:21,23; 115:13; 1197; 
23:14; 137:5; 170:6; 
86:14; 195:5; 197:5; 
05:6; 209:14; 212:7; 
14:13; 218%; 220:s; 
53:6 
resenting 20:5; 116:8; 
74:5 
resents 167:18 

pressure 94:12 

presumably 193:6 
presumption 193:lO 
pretreated 59: 19 
pretty 102:2; 150:23; 
174:16; 176:15; 180:3; 
186: 16; l87:7; 200%; 
213:23; 217:9; 218:6,8; 
264:9 

prevalence 11:8, lo, 1 i 
13,16; 23l:l9; 240:16 
,revent l41: l  
weventing 25:3; 248:3 
'revention 5:13; 6:16; 
,4523 
weview 119:15 
wevious 10:4; 64: 19; 
19:l5; 125:7; 136:21; 

158:11; 164:18; 192:6 
previously 46:3; 73:16; 
87:7; 159:19; 172:6; 
l89:l2; 209:l 
primarily 46:16; 52:6; 
125:21; 160% 
primary 41~14; 44:10; 
45:2; 46: 15; 59:s; 67:20; 
68: 13; 69%; 70: 14; 72:lO; 
74:13,16; 79:l4; 92:2l; 
99:25; 122:9; 123:18; 
124:1,3,6; 125:7,8; 
126:3; l27:l5; 128:9; 
133:20; 135:6,16; 164:17. 
165:1,7; 166:20; 245:14 
primate 207:2 
primates 222: 15; 226: 1 
priming 26:2 
principally 164:14 
principle 39:19 
prior 16:l; 127:18; 
136:22; 143:2; 173:21; 
182:14,20; 183:5; 207:15; 
236: 12 
3riori 263:16 
xobably 117:7; 123: 12; 
156:13; 167:5; 177:14; 
179:15; 186:22; 189:s; 
L95:21; 210:9,12; 216:5; 
!23:22; 224:3,17; 236:5; 
!53:20; 254:7; 255:3; 
!63:10 
woblem 11:3; 12:7; 
86:15,17; 222:3; 223:19; 
!24:21; 225:3; 237:16; 
:45:11;261:9 
woblems l90:19; 
15:ll; 251:18; 252:3; 
63: 13; 269: 11 
roceed 10:9; 15:17; 
50: 10; 184:14; 221:22; 
22:7; 232:2 
roceeding 150:6; 
21:19; 224:15 
ROCEEDINGS 4:l; 
71:16; 276:13 
rocess 21 :3; 22: 15; 

respecif ied 70: 14 / ~3:10;270:4,12,14 

Hearing 
March 11, 2005 

processes 270:4,10,12 
prodrug 13:s 
produced 11 3:4 
producing 198:18 
product 92:25; 141:ll; 
150:l; 197:18; 204:21; 
205:12; 211:21; 212:12; 
227: 17; 258: 10; 262:20; 
267: 19 

propose 73:1,21; 74:11; 
90:4 

proposed 4: 12; 15:12; 
20:9,12; 71:8,22; 74:12; 
75:14; 106:12; 111:2; 
119:13; 140:8; 142:3,10, 
18; 143:14,18; 148:14; 
149:2; 150:12,14; 153:22; 
173:18; 174:ll; 190:25: 

. -  , 

10:5; 207:15; 254:12 
>rofessionals 19:14 
lrofile 13:l; 18:3,9; 
il:20; 57:20; 58%; 59: 1; 
i8:4; 69:14; 71:s; 76:12, 
!O; 86:4; 88: 17; 95: 1; 96:5 
20:4; 141:7; 148:5; 
91:s; 192:7; 194:15; 
:24:10; 229:4,5 
wofiles 63:16; 220:13, 
4 
rofoundly 95:18 
rofundity 95:21 
rogenitor 33:21 
rogram 5:7; 14:22; 
7:15; 18:6; 20:3; 37:22; 
5:8,14,17, 18,20; 55:17; 
5:18; 57:8;61:13;70:4,5. 

7; 71:4; 72:4; 83:15; 85:9; 
119:6; 120:12; 121:l; 
147:14; 148:17; 152:13; 
173:19; 196:7; 231:13 
programs 12:4; 38:lO; 
44:6; 171:l 
progress 38:lO; 121:4; 
275:9 
progressed 67: 14 
progression 23:16,21; 
24:1,13;73:12;74:5;77:1; 
51:2; 82:5; 88: 10; 140:22; 
l56:10;208:ll; 228:5 
wogressions 84:3 
wohibitive 98:12 
woject l66:5 
lrojected 164:4 
xojections 15416 
lrojects 124:l l 
woliferating 8 1 : ~ ;  
75:5 
woliferation 33:16, 18; 
14:2; 114:5,7 
wolonged 39:6; 139:4 
womptly 229:17 
wone 29:20; 235:18 
woof 3 9 ~ 9 ;  82:9; i90:19 
lroperties 198:18 
rophylaxis 251:l l 
roportion 48:8; 125:i; 
26:19; 127:8,22; 134:20; 
60:21; 200: 14 
roportions 46:21,23; 
27:4; 132:9; 134:5; 
36:14 
roposal 142: 16; i53:3; 
55:21 

21; 271:24; 273:16 
proposition 114:3 

pros i 2 :m  
prospective 22:3; 72:l; 
73:lO; 145:13; 147:lO; 
156: 18; 160:24; 248:20; 
249:2,6; 264:8,12 
prospectively 2 3 ~ 8 ;  
57:14 
prostate 136:18 
protease 118:14; 145:17 
protect l57:5 
wotein 110:6 
~rotoco173:13; 142:14 
xotocol-define 131: 19 
~rotocol-defined 
!31:16; 132:l l 
)rotocols 11 5:17; 
16:11,13; 235:ll 

oroven 25:6; 174:15; 
180:4 
~ r o v i d e  8: 1 ; 19: 17; 
W l l ;  39:5; 53:7; 73:6; 
'5:14;84:16; 140:lO; 
147:19; 149:4; 160:4; 
!07:13; 2443; 254:9 
wovided 57:8,12; 
53:18; 247:13,16 
wovider 254:l 
wovides 24:22; 39:7; 
19: 15; 75: 19; 76:6 
woviding 244: 19; 252 :~  
lrovision 244: 15; 263 :~  
lry 264:19 
soralen 118:16 
soriasis 118:17 
sychiatric 1343 
ublic 6:6; 12:3; 16:~; 
7:2; 172:6,10; 254:3, 11; 
57:24,24; 268:lO 
ublished 181:17 
udding 190:zo 
ull 101:22 
ulmonary 33:5; 114:3; 
)2:14 
urpose 108:i; 259:zi 
Jrposes 228: 10 
Jrsue 257:12; 2736 
~ rsu ing  84:4 

put 144:15; 176:6; 
181: 15; 200:22; 206: 19; 
209:21; 211:3; 216:16; 
226:20; 229:ll; 234:s- 14: , . 

- - 1 254%; 263:9; 275:2 

(19) possibly - put 



Hearing Food and Drug Administration 
March 13,2005 Antiviral Drugs Advisory Committee 

putting 114:ll; 195:lO; 
212:ll; 213:8;216:12 

quality 19:19 

Quantifying 141:17 
quantitate 173:15 
quantitation 50:10 
quarterly 71:18 
questionable 19916 
questionnaire 259:2 
questionnaires 71:14 
quick 149:8; 153:17; 
162:3; 232: 12; 238:5; 
259:5; 265:2,5 
quickly 79:s; 101:22; 
238:8; 243:24; 257:6 
quite 12:14; 14:5; 98:9, 
11; l60:23; 163:lO; 
166:20; 174:14; 197:7; 
198: 10; 201:2; 202:7; 
217:3; 219:7; 243:3; 
250:5; 251:14; 276:5 

R 
rabbits 169: 15; 170:3 

-e 99:8,10; 127:16; 
:3 

raise 223:l; 254:16; 
270: 19 
raised 17:21 
randomization 153: 11, 
12; 249:4; 251:19; 261:14, 
262:ll; 264:13,14 
randomized 41:5; 67:13; 
72:l; 73:9,14; 142:22; 
152:15; 153:15; 236:4,8; 
237: 11,12,25; 238:3; 
239:16,22; 240:20; 241:s; 
242:9,20; 243:16; 245:16; 
247:7,10,15; 248:18; 
250:17,22; 251:6,13; 
252:l; 255:11, 14; 257:18; 
263: 1 1 
randomizing 242:l; 
262:4 
randomly 61:16; 260:4 
range 32:l; 39:20; 87:3; 
95:5; 155:21; 181:20,22 
ranged 43:19; 133:17 
ranges 212:16 
ranging 51:17 
rapid 26:7 
rapidly 182: 1 
rare 30:14; 141:lO; 239:5 

!ly 117:2 
. .78:20; 109:7 
rate 11:9; 13:6; 14:4; 
23:22; 28:4; 29:22; 33:3; 
43:20; 45:20,22; 79:l8, 
22; 80:15,16; 105:5; 

puts - reports (20) 

- 

146:22; 153:6; 154: 17; 
164:20; 165:l; 168:7; 
169:3,4; 170:21; 171:2; 
181:17; 253:13,14 
rather 41:3; 455; 109:2: 
186:7; 213:21; 232:2; 
254: 13; 264:l5 
ratio 195:18; 197:19; 
198:1,10 
rationale 145:19; 174:6, 
7 
rats 28: l6,22; 29:20; 
5O:l; 3l:l8,19; 34:7; 
55:19, 19; 36:4,5,5,18; 
78:5,16,18; 110:15,16, 
17,19,22; 111:4,11; 
112:17; 114:5,6,21; 
.15:6; 1 l7:22,22; 1 l8:l ,  
1; 148:lO; 169:15,16; 
77:lO; 178:4,20; 222:lO 

?28: 11 
'ats-you 178:22 
*e-think 166:16 
'eached 127:8 
'eaches 97:22 
'ead 7:3; 44:4; 99:l; 
.84:15; 199:6; 234:9 
eader 44: 1 
eading 213:16; 216:15 
eady 165:17 
eal 112:10; 191:15,18; 
01:21; 202:2; 225:3; 
58:5; 273:8 
eal-life 143:5 
eal-time 71:12; 88.1 
eatistic 225:12 
sality 197:3 
?alize 89:lO; 257:2,3 
?ally 87:16; 91:ll; 
9 1  1, 12; 107:l; 128:6; 
53:1,20; 163:16,21; 
54:15,16; 173:15; 178:s; 
79:ii; i85:io,i4;  i88:i; 
>1:3; 193:1,4,7; 194:3; 
>5:2; 197:17; 200:3; 
)4:23; 212:2; 214:6,8; 
16:20; 221:lO; 226:4; 
i0:12,16; 232:5,13; 
;8:5,16; 240:17; 248:21; 
i2:6; 254:21; 255:7; 

258:12; 259:ll; 261:22; 
262: 10; 264:8, 10; 265:2; 
266:2; 269: 15; 273: 16 
reanalyzed 30: 17; 275:2 
reason 170:14; 207:2; 
225:lO; 227:ll; 238:15 

133:5; 140:1,22; 153:8,9; 
159:10,15; 160:19; 
187:14; 208:9; 224:14 

rates 25:io; 30:3,6; 
43:16,19; 48:17; 51:2; 
53:7,14; 54:16; 56:8; 57 

reasonable 80: 10; 96: 10; 

reasons 175:8; 222:1 1; 
261:14,17 
reassess 2667 
reassured 190:24; 
213:16 
reassuring 71:4; 190:24, 
201:14; 227:2 
rebound 27: 17; 58:18; 
61:24;64:1,6;66:9, 16; 
68:19,22; 69:6; 92:13; 
137:13; 139:3,4; 140:3; 
272:16 
rebounds 59:20,22; 
63:2,3,6,7,12; 65:16; 
66:21; 6 7 ~ 5 ;  68:l2; 
88:18,18 
receive 247: 12 
received 849; 121:19; 
122:3; 124:17; 126:4,21; 
L27:2; 148:7,8 
'eceives 8:5,7,11, 13, 
!I; 9:7 
.eceiving 124: 15; 
!26:19; 135:l; l36:5,6,7; 
.38:4; 144:ll; 148:16; 
82:7; 246: 1 
ecent 23: 17; 120:9; 
!%:I 1 
'ecently 21:14;86:15 
eeceptor 82:6 
'ecess 107: 15 
*ecitation 213:9 
,ecognition 21:15; 128:f 
ecognize 71:4; 73:4; 
4313; 170:18; 244:9 
ecognized 33:17 
ecognizing 159:7; 
44:13 
lecombinant 60: 15 
ecommend 194:lo; 
36:l; 259:14 
xommendations 
25:21 
?commended 193:9; 
18: 10; 246:9 
?commending 229:5; 

267:20 
reconvene l71:17 
record 7:8; 9: 18; 160:17 
records 240:6,7,14 
recruit 73:22 
recruited 38:8 
pecruitment 82:4; 236:13 
*ecurrence 56:l 

- 7  

270:l 
reasoning 175:18 

'ecurrent 55:18; 56:20; 
L23:l 

reduction 44: 13; 49:11, 
15; 51:16; 59:11;64:2,3; 
66:8; 76:9; 77:l; 100:14, 

ed 11:7 
,educe 61:3; 67:17; 68:l; 
!60:9; 264:20 
reduced 24:l; 27:14; 
50:13,19; 59:7; 60:19; 
54:7; 67:2; 139:8 

16; 101:1,4; 148:22; 
157:ll; 189:7 
reductions 27:16; 6 2 : ~ ;  
65:6,9,11,21;66:9; 

refer 216:18 
reference 54:12,12,14 
23322 
referenced 155:17; 
274:7 
references 173:9 
referred 159:20 
referring 22:20 
refining 272:7 
reflect 49: 18; 57:2; 
180:19; 252:12 
reflecting 46:5; 53:25 
reflects 25:22; 106:13; 
1689 
'eflux 146:20 
'efractory 40:3,12,16, 
18; 50:18; 52:13,19; 
i5:14; 100:22; 104:lO; 
.67:17 
efrain 171:9 
refuse 152:15 
?egard 106:14; 152:i; 
L73:13; 206:4; 207:3; 
!23:16; 268:6 
.egarding 69:16; 78:9; 
)3:1; 102:9; 112:4; 
.55:10; 191:lO; 192:6,8; 
!28:14; 245:6; 257:21; 
!59:9; 273:14,15, 17 
egardless 54:8; 56:3; 
;5:14 
egimen 242:1,10; 
43:24 
egimens 114:13 
egion 127:16 
egional 169:6 

reimbursement 221:3 
relate 81 :9 
related 15113; 22:2; 30:7; 
5322; 55:2; 71:3; 77:19, 
22; 98:6,25; 99:lO; 
118:12; 162:3; 167:21; 
169:5; 172:22; 183:24; 
258:l; 268:2 

relating 108:2 
relationship 35:i; 58:i 1; 
133:16; 165:7; 168:5 
relationships 37:5 
relative 14:10,13; 2 4 : ~ ;  
29:14; 31:15; 32:5;36:2; 
60: 18; 93: 16; 96: 17; 
114:19; 115:5; 118:8; 
169:19; 177:5; 207:17; 
239: 1 
relatively 19:16; 29:22; 
47:l; 12023; 127:6; 
1431 1; 151:5; 163:7; 
201:4; 230: 19; 239:5 
relevance 81:12; 146:15; 
l48:l l ;  173:13; 174:lO; 
199:16 
relevant 29:3,17; 31:3; 
37:3; 55:10,11; 91:8; 
117:7,10,13,18; 118:2; 
146:ll; 239:s 
.eliably 250:10 
*elied 123:9 
,eluctant 243:23; 245:16 
,ely 30:4 
elying 240:20; 243:9; 
148: 11 
emain 59: 17; 99: 15; 
~91:2; 201:5; 237:19 
'emained 24:14; 60: 11; 
139: 12 
emains 12:7; 59: 12; 
06:4; 107:9; 126:12; 
!44:1 
3emarks 4:2 
emember 131:2; 251:22 
emembered 112:8 
emind 4:18; 95:lo; 
29: 10; 171 :8; 200: 13; 
l9:2; 269: 13 
eminder 24621; 269:4 
ma1 24:19; 120:lo; 
63:l; 227:19; 228:17; 
30:14; 271:18,19; 272:4 
?nally 228:16 
tpair 35:15 
?peat 101:9 
!peated 30: 18; 84:15; 
)7:8 
bpeating 30:ls 
!plicate 90:22 
!plication 18:2; 21:9, 
!; 22:3,14,16; 25:17; 
i:9; 50:19; 58:14,21; 

68:24; 90:17; 186:14 
report 74:4; 184:lO; 
256:2 
reported 7:i 1; %:is; 
54:7,13; 133:6; 134:6,21; 
135:4,7; 136:10,11,20; 
L68:24; 253:6 
reporting 133: 10; 
134:18; 142:6; 206:21; 
215:16; 252:22; 253:9; 
256:13 

191:l; 265:14,21; 266:3; / reducing 166:14; 208:lO 1 relates 193:2,4 / reports 71:15,19; 121:7; 

Min-U-S cript@ 



~ o o d  and Drug Administration Hearing 
- Antiviral Drugs Advisory Committee March 11,2005 

142:6 
represent 29: 1 1; 46:21 
22; 54:6; 77:5; 100:6; 
105:l; 110:22; 134:6; 
l88:l l ;  207:12; 244:18 
representative 5: 17; 
6:12; 9:21; 201:18,19 
representatives 19: 14; 
202: 12 
represented 27:20; 32:! 
38:3,20; 40:5; 62:14,17 
representing 32:4; 
62:23; 87:l l  
represents 17: 1,5; 
18:11;85:8; 128:12,14; 
131:21; 132:13; 142:19; 
182: 5 
reproductive 179:9,10; 
226:ll 
request 9: 10; 236: 1; 
260:7; 268: 12 
requested 116:19; 
144%; 147:7,9 
requests 267:24 
require 24:18; 39: 16; 
58:13; 90:17; 93:3 
required 9:5; 13:20; 34:l 
41:8,20; 42:l; 60:3; 92:25 
104:3,11; 166:lO; 184:3; 
253:12; 256:2; 259:19 
requirement 104s; 
120: 2 
requirements 42:4 
Research 7:13; 16:13; 
19:5; 57:9; 231:7; 237:12 
researcher 196:20 
reserved 171: 12 
residue 59:9,11; 60:4,5, 
8.19; 66:l; 6 9 9  
residues 59: 16; 60:6,14, 
16; 61%; 63:9; 66:22; 67:9; 
68:l4; 69:8 
resistance 13:6; 18:3,9; 
20:16; 24:8,11,19; 25:2, 
11,13; 27:17; 58:8,9, 13, 
18; 59:1,2; 60:1,2; 61:9, 
13; 62:6; 63:8,10,14; 
64:11,15,20;65:13; 66:1, 
4,16; 68:4,6,12,19,25; 
69:3,6,7,11; 76:11,13, 
14,20; 85: 12,15; 86:4,6; 
87:20,22; 88:22; 89:2,8, 
21; 90:3,7,10,11,18,19; 
%:I, 6,7,9,20; 92:13,2l; 
93:6; 95:l; 96:5,7,8; 
120%; 136:24; 137:8,14, 
17,19; 138:10, 11,12,16; 
139:1, 10, 17; 140:2; 
149: 15; 157:18,20; 185:8; 
186:21; 188:22; 189:8,14; 
190:9; 192:9; 194: 15,22; 
195:3,9; 201:5; 202:5; 
207: 11; 209%. 19,20; 
220:13; 224: 13; 229:4; 
245:10, 11; 272:12,15 
resistance-induced 
67: 15 

resistant 58: 15; 59:16; 
62:3; 139: l3 ,2 l ;  217:20; 
274: 19 
resolve 194:4 
resource 244: 14 
respect 10:2; 84:6; 
104:17; 188:5; 208:ll; 
231:12 
respective 105:2 
respectively 4:lo; 24: 15 
28:2; 40: 12; 46:24; 51 :3; 
60:7 
respond 154:14; 242s;  
275:16,16 
responder 49:17 
Responders 72:7; 
103:15,17; 106:15,17 
'esponse 21:12; 35:1, 
17; 37:4,9; 40:6; 45:20, 
!2; 46:2,6; 49: 1 , l l ;  
i0:20; 51:2,7; 82:8; 
.01:12; 102:3,7, 10; 
03:1,11,15; 105:5,14, 
9; 107:3,5; 131:17,19; 
32:ll; 168:7; 194:20; 
97:25; 242:6; 248:l5 
esponses 39:21; 40:7; 
7:8 

responsiveness 107:2 
restarted 85:5 
restaurant l71:lZ 
restrict 210:11 
resubmission 149:22 
result 62:25; 64:13; 
68: 10; 145:3; 209:7 
resulted 27:14; 42:4; 
58:17; 75:22; 76:9; 83:11, 
21 
resulting 36: 15; 50:20 
results 24:4; 25:15; 27:9; 
28:5; 3O:l6,2l, 22; 33:l3; 
Wl2;  41:2,16,17; 42:9, 
13; 48:6; 49: 12; 57: 12; 
58:22; 67: 18; 76:2; 
l03:21; 109:14; 111:lO; 
112:14; 114:ll; 115:7,12; 
1 19:8; 124:2; 125:20; 
28:7; 129: 12,15; 130: 16; 
42:7; 143:19; 147:5; 
49:24; 168:6; 170:22; 
79:ll; 194:l; 196:15; 
!04:19; 251:16; 253:4; 
'54:2; 268:18 
esurne 107:13 
etention 43:16,19 
etinitis 177s; 178:13; 
84:5 
"respective 147: 14 
sturning 168:23 
sveal 8 5:4 
?verse 26:3; 1 18: 13; 
15:15 

review 15:20; 20s;  
30:21; 37:16; 38:ll; 
71:17,19;72:2; 74:17; 

1; 

I 

I 

I 

r 
r 

I 
I 
1 
I 
I 
I 
1 
1 
1 
2 
2 
2 
2 
2 
2 
2 
2 
ri 
1. 
1' 
1: 
l! 
l! 
2 
ri: 
2( 
2; 
r ii 
ra 
27 
ro 
ro 
2f 
3; 

137:2,7; 146:14; 149:2; 
160:12; 165:lO; 166:lO; 
25316; 256:7 
reviewed 30:22; 115:2; 
136:25; 137:2; 142:14; 
144:17; 256:4 
reviewer 118:24 
reviewers 125:6 
reviews 73:20; 119:9 
Rich 19:22 
Richard 6:9; 58:7; 
155:16; 261 :8; 269:20 
right 40:4;42:13; 51:12; 
88:15; 103:12; 167:17; 
176:4; 186:5,12; 191:17; 
206:9; 20923; 215:6; 
232:9; 233:l5; 235: 12; 
236:4; 251:5 
right-hand 23:15; 57:13 
rigorous 30:15; 73: lo; 
74:lO; 167:20 
'ise 90:18; 91:5; 187:6; 
!16:21 
ises 219: 19 
k k  11:13,16, 18; 17:21; 
i8:10,17; 22:10,11; 
23:20; 29:2; 33: 17; 37: 1, l 
13; 54:7; 7 l : l ,  7; 73:5; 
75:3,16; 77:9; 78:6; 80:7, 
11; 109:ll; 140:14,16,1E 
141:16,17,22; 142:17; 
144:9,10,14; 145:6,20; 
147:s; 148:16,20; l5O:l3 
.54:2,6,10; 162:11; 
6312; 164:1,5,7; 
73:11,15; 175:14,15; 
91:10,12; 192:20,20; 
93:6,12; 196: 16; 199: 12; 
!02:3; 210:5,8; 212:21; 
13:18; 214:l; 215:9, 12; 
16:2,6; 223:1,4,6,7; 
24:3,18,20; 226:13; 
31:4,8,22; 235:21; 
36:2,6; 238: 11; 248:22; 
65:22,23; 266:4; 274:16; 
75:18 
sk-benefit 119:12; 
40:7,12; 141:21; 144:19; 
19:14,17; 158:6; 185:7; 
59:4; 19123, 16; 192:7; 
34:15; 195:18; 197:19; 
38:1,10; 201:3; 202:19; 
10:3 
S ~ S  17:ll ;  150:5; 192:3; 
)1:21; 215:7; 221:18; 
!2:4; 228:4; 274:ll 
tonavir 145:17 
)bust 244:17; 272:8; 
'5:2; 276:9 
bustness 144:22 
dent 14%; 17:13,16; 
3:21; 29:4,6; 30:8,20; 
7:13; 70:17,18; 74:7; 

214:l 
rodents 36: 19,22; 97:20; 
145:4; 163:3; 222:14 
role 82:11; 150:3; 185:21; 
195:22; 204:23; 217:ll; 
269: 12 
rollover 395; ~ 2 2 ;  
83: 18; 104:22; 1063; 
136:3,8; 142:9 
Ron 5:1,5 
Room 9: 1 1 
roster 116:lo 
rotating 116:lO 
roughly 24:lo; 98:3; 
1275; 134:3 
route 177:18 
routine 71:lO; 100:2; 
l83:ll 
routinely 48:l 
RTls 94:3 
rule 73:4,7 
u n  149:9 
  US^ 211:4 

j202 138:9 
SAEs 21 1 :7 
safe 25:9; 173:7; 186:16; 
!O7: 16; 223: 18 
safety 20:15, 16; 25:19; 
!6:22; 28: l8,2O; 31:4; 
i7:19;38:1; 39:ll; 51:19, 
!l; 52:4,8; 53:1,4,5,5,6, 
4; 54:5; 55:16,21; 56:5; 
17:20,22; 71:2,2l; 72:l, 
1,9,18;73:1,19;79:15; 
6:12; 117:7,10,13,18; 
18:2; 119:9; 121:21; 
29:10,21; 130:20; 
35:13; 136:13; 141:7; 
42:6,11,15,17,20; 
48:3,5,15; 149: 15; 
5774; 172:21; 185%; 
89: 14; 190:6; 192:9; 
27:4; 229:4,8,9; 233:20; 
34:18; 235:7; 253:3; 
54:lO; 256:7; 257:10,19 

safety-hepatic 54:5 
sailor 25:20; 2 6 s  
Sam 260:18; 263:9 
same 60:21; 92:18,19; 
36:22; 101:7; 112:19; 
115:19; 127:5; 163:13; 
168:l; 174:18; 177:20; 
178:14; 17923; 189:13; 
L92:l; 2l5:l l ;  234:5; 
!35:3; 262:17 
;ample 44:16; 98:13; 
!39:6; 265:19 
iamples 59:4; 61:18,20, 
23; 86:2 
3an 6: lo; 260: 19 
satisfaction 217: 1 

satisfied 219:18; 221:1 
saw 79:8,21; 88:17; 
94:15;98:16,16; 179:11, 
17; 209:14; 218:9; 220:16; 
251:16 
saying 86:6; 170: 15; 
180:13; 252:ll 
scan 255:5 
scans 258:4 
scenario 1535; 182:1, 
11,18 
schema 23:10,15 
schematic 22: 15,21 
School 6:6 
SCHWARZ 6: 17, 17; 
8:l5; 96:15,16; 185:18, 
20; 200:7; 204:3,4; 
221 : l4,23; 227: 12; 228:3; 
230:18; 231:11;232:9; 
233:ll, 15; 235:6; 270:16, 
17 
Schwarz's 233% 
science 19:7 
Sciences 4:25; 5:6 
icientific 16:14; 19:3; 
i5:13 
icientifically 244:17 
;cope 144:7 
score 43:9,11; 44:13,18; 
100:1,3,21; 101:2,4; 
122:14,15; 124:14,19; 
125:3; 166:18,22 
scored 44:l 
scoring 46:19 
screen 183:lO 
screened 41:5 
screening 110:7; 161:15; 
183:11,13; 226%; 246:8; 
254:22,22; 255:6 
scrutiny 253:3 
search 240:11 
seat 171:14 
Seattle 6:4 
second 10:22; 31:12; 
34: 16; 36:6; 46:s; 74:20; 
79: 10; 87:22; 88:4,5; 
%9:14,15;90:8;91:15,16, 
17; 97:4,19; 100:25; 
168:14; 169:2; 193:3; 
!14:24; 257:21 
iecond-line 207: 11,18; 
!08:20; 209: 14, 17; 
!lO:lO, 17; 211:19; 
!14:12,14; 220:5,8; 229:6 
econdary 46:17; 47:14; 
81:3; 67:22; 69:9; 70:16; 
00:25; 122:16; 123:18; 
24: 18; l26:15; 127:20; 
65:7 
ecretary 5:19 
ection 7:16; 23:12; 
41:12; 150:1;204:20; 
!06:2; 212:13; 2l6:lO, 12, 
3,14, 16,17,19; 234:17 
'ections 535; 205:12, 

Min-U-Smpm (21) represent - sections 



Hearing 
~ m c h  11,2005 

SEEF 100:24; 101:14 
SEEFF 6: 13,13; 96: 15; 
99:19,20; 100:5,9; 101:; 

165:3,4; 166:ll; 
.8,9; 203:24,25; 

2O7:2l, 22; 269: 16 
seeing 253:2 
seek 268: 13 
seem 198: 14 
seemed 197: 17 
seems 865; 95:2; 
16614; 186:16; 196:ll; 
208: 18; 209%; 21 5:6; 
218:16, 19; 219:13; 250:6 
264: 10 
sees 175:12 
select 25: 12; 58: 14; 
67:20,22; 68%; 92:17,19 
selected 29:16; 43:12; 
53:lO; 6l: l6; 9l:7; 
131:22; 132:13; 134:7; 
269:22 
selection 29:9; 39:15; 
40: 1 
selective 25: 17; 94:10, 
12 
selectivity 25:19 
sell 241:6; 242:11,13 
selling 269:lO 
sense 38: 19; 86:20; 96:9; 
1OO:ll; 166:22; 170:21; 
' "?6; 193%; 207: 18 

iitivity 52:3; 55:21; 
1-2:21; 125:5,12,17; 
l26:6 
sentence 199:5 
sentences 199:7 
sentiment 237:6 
Separate 38:9; 264:20 
separately 52:6 
separation 49: 1,6 
sequence 44:3 
sequencing 94:21 
sequentially 30:9 
series 122: 15; 123:9; 
125:13; 185:21 
serious 11:3; 53:16,18, 
20; 55:12; 74:9; 130:5; 
140:14; 142:l; 145:22; 
146:9; 172: 18; 238:l5 
seriously 98:18 
seroconversion 50:21; 
51:2, 13; 102:2; 127:s; 
269:6,13, 15 
seroconverted 106: 10 
seroconverted-these 
106:8 
seroconverting 269s 
serologic 47: 16; 107:s; 
- ^'17;123:9,19;126:15; 

3 
serum 22:12,17; 46:7 
serving 8:6, 10 
session 15:15 
set 154: 18; 160: 19; 

s I 
2: 
21 
1( 
1: 
1 L 

21 
s l  
11 
1; 
1 E 
SI 
st 
s 
I 
c 

1 

Z - 
/ 

S 

s 
1 
1 
2 
s 
signature 92: i8,20 

SEEF - starting (22) 

161:lO; 190:22; 195:7; 
259: 15 
sets 94:5; 96:7,8; 121:8; 
195:5 
setting 95:2; 143:5; 
145:7; 244:5; 249:17 
settings 40: 14 
Several 29: 19; 73%; 
74:13, 19;89:19; 122:20; 
152:21; 196:12; 217:12; 
245:4; 267:4; 274:2 
severe 84:14; 134:19 
severity 14:19; 53:25 
;ex 29:9 
sexual98:1,2 
;hare 86: 17; 88:3; 89:8; 
159:6; 208: 19 
;hared 81:s 
;HERMAN 5:8,8; 8:10; 
12:23,24; 195: 11,12; 
!03:5,6; 206: 13, 15; 
!71:16,17 
iherman's 208: 19 
hift 136:23; 255:20 
hort 71:5; 120%; 174:l; 
8323; 1903 
hort-term 178:5 
horter 52:19 
how 62:24; 80:6,13; 
1:1;83:13; lOO:l9; 
D4:18; l25:l5; 128:6; 
29:2; 164:22; 165:20; 
67:11,15; 187:4; 189:lC 
59: l l  
howed 31:7,10,13; 
3: 13; 34: 18; 433; 59:6; 
3: 16; 67%; 69:3; 139%; 
54:15; 159:19; 162:ll; 
64:20; 177:20; 179:3 
howing 180:15; 187:4 
hown 20:9,15; 21:18; 
2:15; 23:6, 13; 27:19; 
97; 32:2; 60:15; 95:19; 
39:l; 110:17; 112:16; 
?7:9; 145:3,17; 146:21; 
17: 19; 196: 13; 208:3; 
LO: 10; 236:9 
lows 11:5,19; 63:5; 
l1:lO; 113:13; 116115; 
!4:6,18; 125:7; 152:16; 
12%; 214:3; 269:12 
breveport 5: 1 
wink 164:21 

sic 215:14 
iickest 21 1:4 
;ide 13: 1; 88:6; 120:3; 
!08:8; 224: 10 

iight 269:9 
iignal71:2; 75:3; 141:14; 
46:ll; 170:7; 183:25; 
92:9,12,13,17,19; 
07:l; 211:13; 265:22 
ignals 52:4; 250:2 

Food and Drug Administration 
Antiviral Drugs Advisory Committee 

signed 82:21 
significance 28:6; 3024, 
13; 33:6; 36:11; 156:8 
significant 25:18; 30:19; 
60:17; 62:25; 11 1:6,9; 
112%; 1 l3:2,12,14,17, 
22; l2O:3; 126: 17; 129:22 
133:ll; 147:3; l52:6; 
1573; 168:15; 188:ll; 
192:12,17,19,20; 197:2; 
200:2; 224:10,21; 225:l; 
228:8; 229: 13; 24 5: 12; 
268: 18 
significantly 24:l; 61%; 
%:I; 124:16; 126:4; 
!55:11; 195:16; 196:14 
iimilar l0:20; 15:6; 27:3; 
,4:6; 64:20; 88: 16; 
12:16; 123:14; 125:3,2( 
28:3; 134:3; 1412%; 
44:7; 145:19; 148:3,6; 
54:18; 162114; 163:12; 
69:4; 176:8; 177:7; 
78: 12; 190:6; 201 : 15; 
12:2 
h i lar i ty  180:15 
imilarly 126:21; 127:19 
48:4 
imple 142:ll; 148:15; 
50:14; 235:22; 237%; 
57:IO; 258:18; 259:7; 
Sl:l9; 267:2,8 
implest 29: 12 
implex 146:9 
implicity 258:l 
implified 22:21 
imply 82:16; 98:io; 
33:22; l56:6; 213:17; 
27:lO; 234:2; 240:19 
ingle21:17;44:1;56:11 
7:lO; 135:3,7; 199:4 
l e  31:10;84:16 
te-directed 222: 18 
tes 31:3,8,20; 87:5,7; 
!0:14; 138:6; 196:12 
tting 165:19 
tu 136:18 
tuation 173:2; 240:l; 
i2:22; 264:16; 268:l 
K 118:ll; 177:10,11 
u-monthly 253:15 
ze 38: 19; 56:7; 62: 10; 
t22; 143:9; 144:7; 
'1:12; 25O:ll; 264:9; 
'5:20 
red 80: 17 
tes 29:s; 181: 16; 239:6 
in 31:18; 36:13; 56:15; 
1:18; 117:22 
ipped 256:5 
de 11:5,19; 20:15,19; 
:16; 23:15; 32:2; 42:ll; 
:15; 63:5; 68:3; 75: 13; 
: 12; 83: 13; 86:22; 
'15;90:12;91:16,17; 
6; 100:19; 104:18; 

110:16; l l l : lO ,  11,16; 
112:15; 113:13; 116:15; 
119:4; 125:7; 126:14; 
128:4,8; 154:15,16,16; 
159:19; 162:12; 167:15; 
181:14,14; 182:16 
slides 11:4; 36:2; 123:13 
13; l3O:l7; 256:5 
slightly 51:22; 129:16; 
131:24; 134:20 
S ~ O W  216:s 
small 19: 16; 28:5; 38:22; 
83:22; 104:14,16; 108:15; 
122:21; 127:6; 131:13; 
l43: l l ;  15923; 200:9, 14; 
21 1:22; 230: 19; 237: 15; 
239: 18; 271 : 5 
smaller 132:9; 137:5; 
210:l 
smoke 174:17,18; 
175:17 
smokers 175:14,16 
smoking 258:17,21; 
259: 1,2,3 
so-called lo2:6, lo; 
103: 17; 105:19; 222:9 
social 225:l 
sold 242:12 
;olely 19:12 
iolution 4:lO; 10:17; 
.72:4; 226:22; 227:17,2O 
somebody 179: 1 
somehow 18i : i  
someone 264:15 
sometime 265:25 
iometimes 21:3; 270: 13 
;ornewhat 13: 1; 65:6; 
L 19: 19; 120:4; 137:4; 
55:7; 170:15; 2053; 
!38: 1 1 
;ornewhere 112:i I; 
16:12 
;omnolence 134:14 
;eon 11:22;27:21; i93: i  
loaner 240:ll; 268:16 
ophisticated 245:9 
lorry 20:7 
ort 99: 16; 168:lO; 
83: 18; 207: 1; 239: 17; 
53:11,13; 255:19; 
63:20 
ource 160:l 
outh 120:15 
pan 98: 1 
pare 99:6 
peak 4:19; 78:17; 
54:lO 
peakers 8:7,10; 20:1; 
2:22 
~ecia139:1;71:12,14, 
1; 73:l l ;  122:20; 135:20; 
56:3; 141:12; 234% 
~ecial ist  198:8; 254:17 

specific 14:12,34:15; 
37:lO; 54%; 70:19; 77:22; 
89:5; 114:4,8; 128:7; 
144:l; 147:15; 161:15; 
173:24; 178:19; 184:2; 
185:21; 207:3; 228:4; 
248:13; 257:19; 259:9; 
271:18,21 
specifically 19: 15; 
34:22; 71:13; 75:21; 
8l:zO; 98:5,7; 161:17; 
165:8; 173:17; 1923; 
205:1,11;221:15;234:1; 
235:25 
specificity 180:4 
specified 268: 17 
specifying 247:7 
specimens 45:l; 86:7 
spectrum 143:7 
speculative 170:15 
sphere 2119 
sponsor 8:4,21; 16:7,9; 
18:7; 82:22; 114:2; 
116:19; 154:5; 171:ll; 
L74:ll; 177:19; 180:ll; 
L86:12; 195:13; 197:16; 
209:16; 238:l; 240:2; 
242: 18; 243:8; 245: 18; 
!46:13; 250:3; 254:21; 
!56:15; 267:2; 268: 13; 
!73: 12 
iponsor's 153:22; 
192:13 
sponsored 57: 16; 
L60:10,25 
jpontaneous 29:20; 
50:2; 33:3; 84:l; 85:l 
;pot 263: 10 
Sprague-Dawley 35:19 
jquibb 4:l I; 14:15,22; 
5:21; 16:8,15; 17:3; 19:4; 
17%; 77:14; 119:7; 
49: 12; 159:18; 168:20; 
!12:4; 235:ll; 246:16; 
'53: 10; 276% 
it 157:lO 
tage 23:lO; 20621 
tages 121:2; 220: 11 
tandard 27:7; 53:7,14; 
3:15; 81:21; 122:4,6; 
53:13; 207:7; 213:14; 
39:22; 244:19; 252:12; 
63:22; 264:3; 270:12; 
73:15,17 
tandardized 163:7; 
55:7; 264:7 
tandardizes 254:21 
tandards 194s 
tands 88:6 
tart 4:21; 969; 97:2i; 
55:20; 231:6; 232:9; 
53:13; 264:15 
arted 27:21; 502; 

arting 30:lO; 49:16; 
):9; 74:l; 158:5,7; 248:l 



~ o o d  and Drug Administration 
- Antiviral Drugs Advisory Committee 

Hearing 
March 11, 2005 

state 168:17; 181:2 
stated 199:4; 201:17 
statement 7:4,5; 82:20; 
87:18; 103:4; 213:10, 11; 
221:6; 269:4 
statements 99; 245:6 
States 11:12,21; 12:6, 
10; 16:20,22; 120:16; 
204:17; 221:18; 223:21; 
231 : 14; 239:8; 240:9 

stating 207: 15 
statistical 28:6; 30:5.8. 

statistically 133: 11; 
134:15; 1573 
statisticians 163:22; 
25317; 265:9 
status 22:12 
stay 257:4 
steady 216:5 
step 162:2 
stepping 91.8 
stigma 225:l 
still 12:6; 394; 85: 17; 
105:12; 123:5; 126:9; 
164:6; 190: 16; 203: 15; 
219:3; 220:15; 221:15; 
231:17; 250:19; 254:8; 
2753 
stimulated 18l: l  
stock9:1,2 
stone 91:8 
Stop 83: 10; 106: 10 
stopped 106: 15; 177:9; 
246:3 
stopping 54:18; 107:6 
stories 201:15 
Story 194:22; 201:l l 
strains 187:14; 188:7 
strategies 75: 12; 257:5 
strategy 263: 14 
stratification 143:l 
stratified 73: 16 
stratify 144:3; 258:22 
stream 2625 
strengths 142:19,21 
strict 36: 16 
strike 171:2 
striking 218:6,8 
strong 1 9 3 : ~ ~ ;  210:16; 
215:15; 262:11,13;276:9 
structurally 160:23 

structure 118: 12; 177:7 
studied 15: 1; 29:15; 
42:20; 48:8; 49:14; 68:6; 
75:1,2; 148:4; 163:18; 
189:6; 197:lO; 200:ll; 
232: 17; 238: 13 

14.16; 117:6,9; 1 l8:l9; 
120:13,16,18; 121:1,8, 
13; l22:8,8,2O; 123:s; 
124:5,8; 125:1,15; 126:2 
18; 127:2,3; 128:5; 130:7 
14; 131:15,18; 132:18; 
133:1,20; 135:6,10,17, 
!O, 21; 136:22; 139:7; 
140:17; 141:10,14; 
142:lO; 145:19; 147:2,5, 
'; 148:9,12,20; 149:25; 
52:9; 158:5,11,14; 
62:5,18; 163:5,6,8; 
695, 19; 170:ll; 177:9, 
12; 178:5,6; 179:6,7,9, 
1,20,21,22; 182:24; 
83:4; 185:22; 188:3; 
90:18; 192:ll; 196:8,10; 
97:lO; 199:10, 18; 
04: 19; 208:3; 209:18; 
11:13;212:15,16; 
13:lO; 214:15,17; 220:6, 
0 , l l ;  222:9,13; 223:10, 
3; 224:19; 225:8, 17.22; 
26:2,6, 18; 227:2,3,5; 
28:ll, 22; 229:l, 16,17; 
30:20,21; 231:5,18; 
32:2; 233:l, 9,lO; 234:5; 
35:4; 239:2; 240:3,8; 
41:11,15; 244:2,4; 
45: 19; 247:22; 248:20; 
49:2,11; 250:10,14; 
56:3; 257:11,16; 267:21; 
70:18; 271:9,13,18,22, 
5; 272: 15; 273: 1,3,4; 
74: 12 
tudies-it 233:13 
tudy 8: 17; 1 5:l2; 22:4; 
i:3,7,10,21; 27:7,18; 
>: 18; 32: 15; 33:4; 39:6,9, 
),19;41:3,4,11; 42:6, 
i, 16,21; 43:21; 45:23; 
h22; 54:l; 56:2; 57:3, 15; 
1:17; 62:3,8; 63:6; 65:1, 
5,15;67:10,13;72:1,9, 
, 15,19;73:1,10, 13, 
I, 21; 74:12, 16; 75:4,14; 
?9,12, 12, 19; 79:7,12; 
1:6,19; 81:6; 83:2,9,10, 
; 88:8; 92:3, 15, 15; 
:20; 99:25: 102:6: 

L7,19; 237:2,8,16,19; 
!38:7; 239:14; 240:21; 
!41:2,6,9; 242:9; 243:15; 
!44:18; 245: l6,2l; 246:l 
i, 5,16, 17,20,22,22; 
!47:2,4,6,13,15; 248: 11 
!49:20; 250:4; 254:20,22; 
!55:7; 256:13, 15; 257:2, 
8,18; 258:12; 259: 10; 
61:2,12; 263:15, 17; 
64:8; 265:3,4,12,19; 
66: 1; 268:3; 272:2; 274:7 
tudy-well236:3 
tudy-defined 105:5 
tudying 226:9 
u b-study 90:5 
ubcutaneously 177:15 
ubgroup 123:22; 
27:12,19; 128:5; 129:5; 
31:22; 132:13 
ubgroups 129:8 
ubject 13:15; 74:lo; 
35:7; 136:12,16,17 
ubjected 62: 1 
ubjects 12:9,10; 13:5; 
5:3; 43:lO; 55:20; 
21:17; 125:9,10; 127:22; 

130:3,4; 131:3,8,10,11, 
16,19; 132:4,6,7,10, 15, 
16; 133:3,7; 134:17; 
135:14,16,17, 18,19,22, 
22; 136:6,14,15,16,17, 
19; 137:9,12,19,20,21, 
25; 138:15; 139:3,4,18; 
142:8; 143:19; 148:2,6,8; 
L61:5; 195:2,6; 225:9; 
!33: 18 
;ubmission 119:l l 
Submitted 7:lO; 18:19; 
'0:21; 86:14; 103:6; 
21:7; 122:19; 133:20; 
!TO: 10 
iubmitting 9:10 
iubpopulations 99:13 

lO8:l5 

subsequently 2 6 : ~ ~ ;  
1473 

subset 90:5 
substantial 21:4; 50:12 
70:12; 75:18; 77:s; 95: l i  
substantially 54: 19; 
104:16; 156:21 
substations 69:10 
substitution 60:5; 61:2 

substitutions 59:8,16; 

20,22; 67:7,13,21; 68:1, 
9, lo, 14,16,21; 697, 13; 
76:13,15; 87:6,13; 91:6; 
138:3,5,8,12; 139:2,11 
substrate 25:20 
subtype 127:17 
success 257:22; 258:5 
Succinct i 50:23 
;udden 91:l 
iufficient 737; 123:6; 
!17:18; 220:9; 250:7; 
!66: 13 
iuggest 34:13; 37:i; 
163; 140:18 
uggested 24:22; 188:4 
uggesting 34:lO; 37:8 
uggestion 96:lo; 
51:21 
uggestion-is 264:3 
uggestions 153:4; 
41:lO 
uggests 37: 13; 82: 10; 
70:7 
um 85:8; 273:23 
ummarize 1 0 3 : ~ ;  
00:6; 201:l 
umrnarized 55:15 
ummarizes 68:3 
ummary 28:9; 51:4; 
7:20; 68:23; 70: 1,2; 
1 :19; 150:22; 200:22; 
73:8 
un 4:21,23,23;9:19,22; 
74:2,3; 180:2; 199:2,3 
uperb 194:20 
~pe r i o r  18:i; 23:7; 25%; 
k18; 46:8; 47:6; 49:5,22; 
k15; 51:5, 17;70:13, 15; 
i: 19; 76:2,6; 95: 12; 
!4:21; 127:lO; 251:17 
rperiority 23:13; 45:10, 
!, 25; 48:7; 49:l; 51:lO; 
1:11; 76:17; 168:16; 
1 :4; 245:6 
 perv visor 116:7,9 
lpervisors 116:22 
lpport 8:l; 21:11;34:1; 
9:l8,2l; 168:16; 173:9; 
8:8; 202:19; 21 2:8; 
1:12 

supported 22:3; 28: 10; 
67:7: 124:l 

- 

supporting 187: 19 

supposed 77: 18; 124:10; 
258: 18 
suppress 269: 10 
suppressed 2163 
suppresses 95:18; 
157:17 
suppressing 186:13 
suppression 18:2; 23:8; 
18:18; 50:13; 55:3; 58:12, 
15,21; 64:14; 68:24; 
75:ZO; 76:l8; 85:13, 14; 
16:5; 89:2; 90:21; 95:21; 
137:24; 268:14,19; 269:5 
wre 155:18; 16413; 
66:11,16,18; 171:3; 
72:s; 173:24; 185:l; 
86:4,22; 194:7; 200:15; 
'11:17; 215:3; 223:5; 
44:17; 260:18 
urface 160:14; 161:16; 
76:15,15,17,19 
urprised 169:2 
urprising 30:4 
urrogate 97:3 
urveillance 55: 16; 
1: l l ;  144:2; 147:13; 
33:24; 195:8; 199:22; 

266: 15 
survival 14:3; 27: 19; 
28:l, 4; 3O:ll; 184:6 
survive 27:6 
survived 14:3; 215:9 
Surviving 28:6 
susceptibility 27:2; 
53:12; 59:7; 60:14,18,20; 
;1:4,12,22; 63:l; 64:s; 
&:4; 67:2; 68:2,11; 85:21; 
57:17; 93:6; 139:9,12 
susceptible 24:14; 
59:17;60:11; 64:5; 139:14 
suspect 249:7 
suspension 225:12; 
!27:9,17; 228:17; 229:8; 
!32:16 
wstained 27:16; 33:18; 
i8:15,21;64:14;65:10; 
;8:23; 102:lO; 103:1,11; 
05:14,17,17,19; 107:2; 
!68:14,18 
iwallowing 230:15 
;witch 74:15; 143:19; 
48:7; 260:l; 261:15 
witched 41:lO; 248:5; 
61:17 
witching 152:22; 248:3, 
; 261:4; 264:17 
yncope 134:14 
yndrome 13:2 
ynthesis 26:2; 35:14; 
38:14; 109:9 

Syrian l09:6 
system 46:19; 98:8; 
130:12; 132:17; 134:3,7; 
160:9,9; 216:l 
systematic 226: I I 

. - ,  . 2 SU 
studies14:9,21;15:18; 110:16,22;111:9;112:6, 14 
17:14,21; 18:10, 21; 19:2; 15; 113:16; 121:3,7,10, 18 
23:5; 25:7; 28:15,21; 29:6, 10,12,15,18; 122:1,2, s 22 
7,7; 30:21; 31:22; 33:8; 21; 123:1,2,5; 124:5,6,9, subsequent 28:8; 60:7; 
36:19; 38:4,11,22; 39.1, 17,22,22; 125:20; 127:6; 64:16; 66:21;85:3; 91:14; 1 

- - 

Min-U-Script@ (23) state - systematic 



Hearing 
March I*, 2005 

systems 26:19; 81:21 
-- 

I 184 138:8 
table 88:14; 124:2; 125:4 
133:22; 164:16; 171:12; 
185:l; 220:20; 225:13 
tablet l0:16 
tablets 4:9; 172:4 
tabulated 134:19 
tactics 75:ll ;  256:21 
Taiwan 22:4; 57:13,16, 
18; 79:19; 154:18; 159:20; 
160:23,25; 181:18 
talk 41:19; 1067; 162:15; 
205: 13; 272:6 
talked 225:22; 234:6 
talking 139:14; 239:5; 
243:25; 249:13,15; 261:3; 
263:22; 271 : 12 
tall 250:l 
target 32:11; 98:6; 
163:lO; 231:5,6; 245:22 
targeted 98:13; 144:2 
targets 2563 
team 107:19,24; 118:25; 
119:l; 149:2 
tease 26O:j 
techniques 261:20; 

': 19 
mage 98:3; 222:10 

temporal 443; 57:2 
ten 191:19; 215:8,10; 
241:15 
tend 216:15 
tendency 21 1:3 
tends 259: 12 
tenofovir 26: 16; 208:22 
tenth 178:16 
teratologic 170:7 
teratology 16914 
term 147:13; 190:9; 
216:7; 226:13; 243:20; 
245:7; 249:7,8 
termed 121:17 
terminated 155:22; 
l56:2O 
termination 83:12,22; 
169:3; 170:14,21; 171:2 
terminations 169:6 
terminator 108:i 1,17; 
222:18 
terms 53:23; 86:19; 
94:19; 95:5; 99:13, 17; 
127:8; 134:lO; 162:lO; 
1749; 196:l; 19723; 
198:8; 207: 15; 213:5,7; 

': 17; 222:4; 223: 17; 
.:21; 240:17; 246:12; 

261 : 1,3; 262:6; 264:5; 
265:22; 266:3; 270:l; 
272:7 
test 30:18: 45%: low: 

11O:B; 254:21; 255:4 
tested 40:1,11;45:10; 
61:21;81:20;87:12 
testing 30:9; 39:19; 45% 
258:2 
tests 109:4,10; 1 10:i 1; 
24653; 259: 19 
Thanks 181:15 
theoretical 77:9; 202:3; 
238: 1 1 
therapeutic 17:5; 18:11, 
16 
therapies 12: 19; 15:6; 
17:lO; 74:15; 75:19; 
153:14; 189:20; 214:18; 
225:6; 246:21; 273:l 
therapy 24:4,9; 25:14; 
52:18,21; 53:3; 54:8,18; 
59:21; 63:4,8; 65:12,22; 
66:lO;68:17; 7O:lO; 74:l, 
2; 85:12, 17; 86:7; 90:14; 
36:4; 104:4,21; 106:15, 
17,20; 107:6; 120:5; 
131:18; 132:12; 139:4; 
182:15,21; 190:14; 205:7; 
206: 16; 207: 1 1,18; 209:7, 
17,21;210:15; 211:19; 
214:15,24; 220:5,16; 
!29:6,7; 241:5; 246:20; 
247:l; 248:2,2; 257:19; 
275:7, 17 
Therefore l8:15; 25:13; 
39:22; 45:2; 49:19; 53:12; 
55%; 104:15; 108:lO; 
112:ll; 170:15; 183:7; 
219:17 
thereof 275: 19 
thinking 193:18; 215:7; 
216:7 
rhird 75:4; 246:4; 258:8 
this-and 153:2 
:borough 195:14; 196:lO 
:horoughness 194:18 
,ho~gh  82:12,21; 129:3; 
131:13; 179:14; 186:19; 
187:21; 205:5; 208:2; 
!17:5; 228:20; 232:21; 
!36:6; 243:19; 245:8 
bought 14:ll; 99:20; 
52:5; 153:l; 199:3; 
!20:7; 223:2; 263:ll 
houghts 193:17 
housands 223:21 
hreat 191:15,18,18 
hree 12: 15; 22:4,22; 
!6:l; 38:2l; 4O:l4; 4l:zO; 
3:15, 18,22; 48:7; 50:1, 
6; 51:4,8,18; 53:5, 14; 
2:22; 66:6; 71:9,21; 79:2; 
7:9; 92:20; 101:5,15; 
09:18,20; 1 l3:2,3; 
16:21; 118:l; 124%; 
26:12,16; 127:lO; 
28:ll; 157:14; 176:12; 

,87:11; 214:13; 224:ll; 
!73:13 

~ o o d  and Drug ~dministration 
Antiviral Drugs Advisory Committee 

177: 10 
three-prime 108:lO 
threshold 58:14; 164:3,' 
thymodin 59:9 
timely 77: 14 
times 26:14; 32:19; 36:3, 
4; 46:13; 54:10,11; 94:6; 
104:9; 111:2; 130:21,22; 
170:3,5; 212:18 
tissue 44:17; 177:16 
tissues 29:18,20; 31:7, 
13; 178:16,20 
title 91:21 
titration 230:13 
today 4 5 8 ;  10:10,15; 
1 6 ~ 5 ;  17:4; 38:22; 77:20; 
35:6; 108:l; 192:2; 
L93:19; 198:4; 212:7; 
!15:7; 218:9; 219:3; 
!25:13; 251:16; 276:5,6 
roday's 1i : i ;  i3:15; 
15:7; 28:19; 41:l 
ogether 41 :22; 46: 12; 
01:23; 275:2 
old 85:2 
olerability 24: 17; 
29:21; 141:7; 148:3,5 
olerate 162:20; 2623 
.olerated 135, 11; 25:9; 
!9:ll; 98:2O; 114:21; 
L41:22; 162:20 
Tom 123:17 
00k 152:l; 180:21; 
~81:22; 273:25 
001s 195:16 
Op 32:2; 1245; 125:6; 
67:18; 182:8; 257:4 
opic 10:20; 14:14; 198:3; 
100: 10 
ota127:12; 61:18; 74:3; 
1O:5; 84:lO; 88:l8; 99:l5; 
68:7 
otally 197:22; 248% 
D U C ~  12:18 
>ward 133:ll; 220:15 
>wards 257: 10 
>x 2353 
>xic 108:6; 169:18 
>xicities 130:14 
,xicity 37:3; 108:2; 
09:4,13, 15,18; 110:8; 
14:17; 120:lO; 132:18; 
63:l, 9; 169:14,17; 
70:1,5; 179:9,11,12,14, 
7; 187: 15; 228:22; 
29:14; 243:19 
oxicology 5:7; 20:20; 
3%; 79:2; 110:2,10; 
36:7; 2239 
,xin 110:5 
ack 238: 16 
acked 135:li 
.acking 1 4 2 s  
*aditional268:8 
-aditionallv 141:20 

tl 
, . . , 1 three-month 797; / 11 

trained 19:15 
transcribed 4:19 
transcriptase 118:13; 
145:16 
transcription 26:3 
transformation 1097 
translate 173:ll; 192:19 
translates 80:7; 261:7 
transmission 145:9; 
224:6 
transparent 254:13 
transplant 13:14; 21:5; 
392; 77:3; 92:l5; 122:22; 
139:7; 230:21; 231:9,13, 
15, 20; 232: 10 
transplants 23022; 
231:2, 16 
treat 23:l; 27:1;69:17; 
165:13; 195:17; 225:9 
treated 14:2; 19:18; 34s ;  
11:7; 48:5,12; 53:9; 62:4, 
23; 6517; 66:l5; 68:7; 
71:2; 73:5,17;86:16; 
38:16; 111:15; 112:16; 
l26:7; 138:2,15; 139:18; 
145:l; 154:9; 155:5,10, 
13; 156:19; 160:22; 164:2; 
193:9; 214:12; 226:lO; 
!39:11; 243:6 
treater 229: 19 
treating 190: 12; 209:6; 
216:18; 222:ll 
treatment 4:12; 10:18; 
12:14; 14:20; 16:16; 19:5; 
209; 23:18,22; 24:22; 
27:13,21; 28:2,10,12; 
J2:12; 38:l; 39:8,9; 4l:2, 
LO; 42:21; 43:18; 48:3,11; 
19:7; 50:17; 51:ll; 52:lO; 
53:2,23; 54:3,7, 15; 55:4; 
56:5,6,13,22; 58:19; 
54:16;65:14; 66:lO; 
i7:14; 69:12; 72:5, 10,12, 
13; 74:21; 75:7,22; 76:8; 
'7:5; 79:16; 83:14; 95:4,9; 
03:ll; 104:15; 105:6,11, 
2,12,19; 106:9, 10; 
09:19; 118:6,17; 119:2, 
8; 120:l; 121:3,16; 
22:ll; 125:3,12; 127:14, 
8,21; 128%; 130:ll; 
31:5,9,13,17,25; 
32:12; 134:4,15; 13612; 
37:lO; 139:22; 140:21; 
41:2,6; 143:2,20; 
44:12; 145:8,22; 146:9; 
47:20,22; 148:21; 
49: 19; 150:4,7; 154: 19; 
55:3,6,20; 156:lO; 
59:5; 161:13; 164:22; 
67:7; 172:19; 173:6,9; 
81:l; 184:5; 186:16; 
87:2; 202:20; 206: 17; 
08:19,21; 2O9:5; 210:17; 
l3:25; 217:12, 16; 

:18:10,24; 219:9,10; 
!20:11; 221:20; 224:13; 
139:lO; 245: 13; 246:2; 

264:15; 268:18; 273:19 
treatment-experienced 
195: 2 
treatment-naive 125:l; 
137:19,21; 195:l 
treatments 45:14; 47:3; 
53:17;95:5; 187:11, 11; 
2697 
tremendous 91:13; 
228: 17 
trend 30:10,16,19; 
65:lO; 253:21 
trends 133: 1 1 
tri-infected 230:3 
trial 15%; 39:4; 52:22; 
71:18;79:15; 122:22; 
136:20; 159: 12; 197:5; 
233:2; 235%; 237: 11,12, 
25; 238:3; 239:17; 240:20; 
242: 13,20; 248:18; 
250:17,22; 252:1,18; 
255:11,14, 18; 260:21; 
?61:5; 263:6; 2656; 
!66:9; 267:2,8; 268:5; 
!71:5 
rials 8:2; 15:3; 37:18; 
)9:13; 40:14; 44:ll; 
il:14; 70%. 10; 72%; 
i06:18; 120:17,22; 122:5; 
126:13,16; 127:ll; 
128:ll; 135:12,15; 
139:ll; 142:9; 143:9; 
146:21; 147:18; 148:14; 
L58:4; 170:17; 214:13; 
224: 14; 239:22; 244:13; 
?51:7,11; 256:20; 257:22; 
!74: 15,16; 2753 
ried 182:3 
rigger 253:22 
riggers 21: 12; 259:22 
riphasic 255:4 
riphosphate 26:5,11; 
i5:8,11; 108:7,8 
rue 137:23; 238:12; 
!69: 5 
ry 78:lO; 83:5; 99:6; 
63:16; 193:14; 209:6; 
:22:1,10; 234:20; 240:18; 
!56:17; 260:3; 261:16,18; 
163:15,19; 26419 
rying 179:5; 212:20; 
37:25; 238:2; 241:l; 
50:16; 254:12,18; 
59: 1 1 
'uesday 1 16: 1 1 
Jmor 29:21; 30:6,11,14, 
5; 31:3,9,20; 32:12; 
3:12, 17; 35:4,6,16, 17; 
6:7; 37: 1 1; 57:7; 70: 17; 
4:7; 77:9; 96:19; 115:3; 
44:l; 147:15; 174%; 
78:22; 181:12,16,18; 
82:2,8,9,9,10,11,16, 
9; 198: 18; 228: 12; 
140: 12 
umorigenesis 175:12 

!47:20; 252:15,17; 262:9; / tumors 14:8,9,11,12; 

systems - tumors (24) Min-U-Script@ 



Food and Drug Administration 
ht-iiviral Drugs Advisory Committee 

29:19,22; 30:2,3,8; 31:5, 
12,16,17;32:13,14,17; 
33:2,5, 19,22; 34:14,17, 
21; 35:l; 36:5,17; 37:lO, 
14; 56:15; 57:2;70:18,19; 
78:21; 11 1:7,9,20,22; 
112:5,9, 13; 113:15,20, 
21; 114:3,6,8,9; 115:2; 
117:6,9,12,17,17; 118:s; 
144:ll; 145:4; 152:3,6; 
154:3,7; 159:22; 175:4; 
176:lO; 177:20; 178:4,8, 
15,19,19; 179:2,3,4,21; 
180:1, 1,2O; l81:2,9; 
1823; 183:5,15; 184:1, 
11; 192:14; 213:14; 226:7 
turn 13:15; 41:4;64:17; 
119:ll; 123:ll; 129:9; 
140:6; 173:20; 175:lO; 
207: 12; 226: 12; 244:4; 
276: 1 
Turning 14:20; 42:18; 
174:19; l 7 5 : l l  
turns 263:12; 264:14; 
266:2 
twice 24: 12 
two 8:7, 10; 9:7; 11:4; 
20:l; 22%; 26:15; 31:5; 
39:5; 4023; 45:13,25; 
46:24; 47:3; 51:12; 57:9, 
12; 58:3; 59:8, 18,22; 
60:3; 62:17; 65:20; 66:13; 
67: 14; 78:3,20; 79:6; 
82:22; 86:16; 89:lO; 
91:22; 92:2,6,7,12; 
96:16; 104:17; 110:2,4, 
21; 111:13,14; 114:9; 
115:12,22; 117:17,22; 
124:12,12; 125:15; 126:2; 
127:2; 152:3; 1569; 
157:14; 167:12; 173:25; 
177:2; 182:20; 184:15; 
185:lO; 195:4; 20613; 
223:22; 224:7; 233:5, 13; 
236:5,10, 19; 249:15; 
259:12; 261:4; 273:13 
two-part 103:7 
two-stage 45:s 
two-thirds 61:16 
two-year 72:5; 9i : iz;  
102%; 110:14; 162:21 
type 13:20; 21:17; 33:15, 
18,20; 34:2; 50:3; 56:l l; 
60:18;87:17;89:1; 144:l; 
179:17; 206:21; 257:12; 
268:9 
types 266; 53:18; 54:2; 
75%; 11 5:3; 147:9; 246:s; 
249: 16; 258:4 
typically 29:8,15 

U 

ultimately 166:15 
ultrasound 85:3.6: 

183:10, 11;255:1 
ultrasound--you 181:19 

unanimous 204% 
unanimously 116:18 
uncertain 190:16 
uncertainty 171:5; 
191:lO 
uncommon 73:s; 76:15; 
1319 
uncompleted 158:4 
under 8: 15; 20:s; 26:16; 
32:5; 84:3; l l l :3 ;  195:22; 
268:6,8 
under-represented 
120:21 
undergoes 26:7 
undergoing 13:13 
undergone 106:5 
underlying 353; 56:12 
understandably 222:5 
understood 50:22; 
l99: l l ;  223:5 
undertake 200: 1 
undertaken 61:14 
undertaking 200:2; 
!57:17 
~ndetectable 27:15; 
58:16;88:11,13;96:1 
mdue 252:4 
Jneasy 251:21 
~nequivocal82:9 
Inexpected 47: 1; 67:5 
lnexpectedly 56:12 
I nfavorable 169: 1 
mfeasible 263: 12 
Jnfortunately 84:15; 
90:13; 199:21; 2003 
uniform 214:5; 217:17 
~ n i q u e  339; 34:13; 379; 
148:18; 173:2 
Jnited 11:12,21; 12:6, 
LO; 16:20,21; 120:16; 
?23:21; 231:14: 239%; 
?40:9 
lni ts 131:6 
miversa1 201:2; 217:15 
miverse 257: 13 
Jniversity 4:24; 5:8,10; 
;:3,8,10,18; 89:6; 
.57:10; 260:19 
Inknown 84:3; 140:14; 
48:12; 173:14; 192:1,18, 
! l; 223:7 
mless 208: 16; 220:20; 
!73:8 
mlike 24:18; 34:17; 
98:12 
Inlikely 34:12 
1nrave1261:17 
~nreasonable 96:3; 
63:3 
Inrelated 8:4,13,20; 9:6 

unscheduled 109s 
untreated 80:14; 145:5; 
1463; 154%; 156:19; 
161:14 
unusual 100:2; 264:l 
Up 27:16; 35:20,21; 
62:l2; 72:20; 75:2,22; 
76:4,9;77:17;91:1,11; 
93:9; 94:5, 15; 95:2; 96:7, 
8;99:6; 105:ll; 115:5; 
120:16,18,22; 124:13; 
133:17; 167:3; 172:13; 
177:20; 179:3; 181:15,20; 
191:14; 195:21; 202:4; 
212:lO; 213:4; 215:lO; 
224:9,12; 226:20; 227:9; 
b28:ll; 230:5; 232:14; 
?47:1; 251:20; 253:ll; 
!61:10; 273:23 
lpdate 103:4; 135: 13 
~pdate-at 86: 12 
lpon l0:6; 28:s; 49: 13; 
05:22; 189:5 
lpper 46:13; 54:lo; 
04:lO; 131:l 
~ r b a n  223:22; 224:2 
lrge 2156 
lrgency 228:21 
lrgently 230:21 
lsage 15:14; 149:25; 
04:20; 205: 12; 206:2,7; 
10:18; 258:lO 

1% 7:16;8:16 
se 15:lO; 19:11,21; 
2:l; 53:9; 55:20; 67:19; 
0:7; 120:4,11; 121:5; 
23:3; 142:13; 146:12; 
47:3; 176:22; 184:9; 
89: 2 1 ; 206:4; 208:7; 
!09:7; 221:7; 225:15; 
127: 10, 13; 229:7; 232: 16; 
:34:1,10; 248:ll; 249:20; 
'55:l, 3,6; 263:13, 15, 19; 
:70:2 
lsed 12:19,20; 15:5; 
6:22; 40:l; 48:l; 49:14; 
4:9; 7O:lO; 78:l9; 83: 15; 
3:13;94:11; 109:10,11, 
6,17; llO:8; 112:18; 
21:14; 122:2; 123%; 
29: 18; 130: 19; 134:9; 
443; 145:8; 146%; 
54:16; 167:14; 177:18; 
87: 1,19; 206:22; 232:7; 
38:14; 24320; 254:21; 
56:21; 266:12 
seful9?:2; 219:12; 
40:17; 243:3; 244:3; 
65: 13 
sefulness 120:6; 239:l; 
50:13 
sing 15:4; 23:7; 26: 18; 
8:14;41:1,16;43:9;44:1; 
5:18; 48:3; 71:18; 88:19; 
4:4; 1OO:l; 10114; 

123:19; 143:4; 145:20; 
147:12; 163:7; 166:5; 
168:3; 234:19; 239:2; 

240:19; 242:19,22; 250:9 

usual 20:ll; 90:2; 110:12 
usually 116:12; 141:10, 
11; 176:12,14,19; 179:13 
uterine 113:19 
utilized 79: 19 

v 
VA 5:l 
vaccination 12:4 
vaccine 12:l; 224:4 
vaginal 145:4; 179:3 
valine 59:lO; 60:4 
{slue 435; 54:12,12,13, 
15; 130:21,22; 259:6,7; 
265: 11 
ralued 9 2  
ralues 43:4; 49:16; 
126:17; 129:18,18; 131:3; 
!71:4 
rariable 74:22; 99: 16; 
!58:18 
rariants 58:15 
raries 30:13 
fariety 26:6; 135:4; 
46: 17; 261:20; 270:4 
(arious 83:14; 93:14; 
00:lO; 206:5; 255:16; 
66:7 
ary 247:18 
ascular 31:17; 34:21; 
13:19,21; 117:17 
ast 87:4,4 
ehicle 110:Zl; 111:15 
erified 27:22 
rersion 253:ll 
'ersus 24:2,15; 2 7 : ~ ;  
'1:7; 73:15; 151:lO; 
55:20; 156:3; 168:6; 
102:3; 209: 15; 247:8,8; 
623; 264:19 
,ertical 128:18 
,eterinary 196:5 
'etting 270:ll 
ia 73:22 
'ictor 6:5; 191:6; 261:9; 
65:9 
'ictor's 2449 
'ictoria 5: 10; 89:6 
igilance 194:5; 195:s 
igilant 268:4 
iral 18:2; 21:7,11; 22:2, 
, 10,14,16; 23:8,9; 
7: 14; 35:s; 48:18; 50: 13, 
9; 58:12,12,16,21; 
2:13, 18; 64:2,4,14; 
5%; 66:8; 67:17; 68:24; 
5: 19; 76: 18; 85: 12,13; 
k l 2 ;  89:1,8; 3O:l4; 
l : l %  95117: 1Ol:l; 

Hearing 
March 11,2005 

271:3 
viremia 40:22; 41 :9; 42: 1; 
48:16; 121:16 
virologic 25:6; 27: 17; 
42:2; 46:6; 47: 16; 48:6; 
4910; 51:6; 55:3; 58:18; 
59:20,22; 61:24; 63:2,7, 
12; 65:16; 66:16,21; 
67: 15; 68:12, 19,22; 69:6, 
14; 88:18; 92:12; 101:3; 
103:15; 104:8,12; 105:17; 
122:17; 123:9,19; 126:15; 
137:13; 139:2; 140:3; 
147:21; 166:2; 167:13,20; 
195:s; 272:12 
#irologically 165: 12 
firologist 87:20; 89:7 
rirologists 139: 16 
rirology 8:l; 24:6; 
101:11,16; 136:24; 
!70:17; 171:l 
rirology/resistance 
19:lO 
rirus 13:10,18,20; 14:l; 
!1:9; 24:12,14; 26:13; 
!7:1,2,3; 39:18; 40:21; 
103; 60: 19; 88: 13; 90:22; 
57:17; 173:4,10; 190:l l; 
91:19; 215:13; 216:4; 
18: 15,20; 269: 11 
iruses 58:13; 597, 13, 
5; 60:15; 61:5; 62:3; 
6: 12; 67:4; 90: 16 
isit 41:17 
isits 258:7 
ita1240:6,7,14 
itro 13:18; 39:18; 59:3, 
;81:21;93:3,18; 109:1, 
,5; 110:2,4; 139:9,12, 
5; 140:5; 190:18; 198:13 
'ivo 59:3; 934; 109:4,7 
'oice 83:6; 99:7 
,olume 182:8,9 
olunteer 208:16 
ote 15:16; 117:19; 
74:9; 185:3; 201:l; 
03: 15; 2O4:8,9 
oted 117:8,14 
oting 202:ll; 251:9 

raffling 217:21; 220:4 
rait 232:18 
raiting 233:13 
raiver 8:19;9:1,6,9; 
2:21 
raivers 7:17; 8.15 
rakes 191:14 
lalk 84:19; 275:ll 
!ants 220:21; 261:6 
'arning 1466; 151:lo; 
52: 1, 10; 205:l; 206:20; 
17:3; 211:14; 216:21; 
54% 

(25)  turn - warning 



Hearing ~ o o d  and Drug Administration 
March 11, 2005 Antiviral Drugs Advisory Committee 

warnings 177:3; 234:3 
Warrant 211:14 
WASHBURN 5:1,1; 81:4 

'2:17; 197:20,21; 
-:24, 25 

Washington 6:3 
washout 41:12 
water 197:22 
wavier 9:5 
way 49:lO; 84:4; 144:3; 
153:l; 166:16; 176:14,20, 
187:22; 192:l; 194:3; 
196:2; 200:3; 2343; 
2364; 237:ll; 238:13; 
239:19; 244:12; 245:l; 
246:12; 251:22; 254:7; 
257:14; 262:1,14; 263:12; 
264:21 
ways 74:19; 101:16; 
1673; 176: 13; 240:19; 
243:7 
weak 146:ll 
wealth 218:19 
web 253:5 
week 22: 19; 23:9,12; 
24:5;41:13, 15, 16; 44:7, 
10,22; 45:17; 47:1, 15; 
49:2; 50:5; 57:5; 61:17; 
62:6,9,19;63:11;64:12; 
65:5,5,9,l l ,  11, 15; 
66:16,18; 68:5,19; 69:6; 
84:11,22;88:10; 91:20, 

32:9,10; 103:19,21; 
.5; 125:11,18; 126:1, 

9; 127:l; 131:4,6; 138:5; 
168:ll; 177:ll 
weekly 27: 12; 118:ll 
weeks 41:7;43:15,18; 
45:16;49:7; 52:11,12; 
57:l; 59:21; 79:6; 84:lO; 
85:6; 92:l; 97:2l; 104:20; 
105:12,18,21; 106:16; 
110:20; 111:15; 122:ll; 
124:7; 128:2; 137:3, 10, 
16; 139:1,3,19; 140:2; 
141:6; 156:20; 159:4; 
180:14,17; 189:8; 235:12 
weigh 17:20; 258:2 
weighed 199: 10 
weight 29: 13; 37: 12; 
99: 10 
Welcome 4:3,6; 10:13; 
107:16; 172:2,15; 266:14 
well-balanced 274:6 
well-conducted 147:18 
well-defined 11: 18 
well-documented 274:6 
well-founded 201:6,6 
weren't 199:7 
West 107:8 

'-stsoever 94:7 
av 27:3 

whenever 251:7 
whereas 11:15; 152:6; 
223: 11 

276: 13 
whole 131:7; 151:4; 
185:12; 249:6; 270:9; 
274:3 
wholeheartedly 240:24 
whose 10:5; 23:4; 116:7; 
175:5,11 
wide 15:l; 26:6; 87:3; 
l29:4,6 
Wilber 155:15,16,16; 

wild 13:20; 50:3; 60:18; 
87: 16 
willing 153:3; 241:13 
win 199:18 
window 129: 19 
windows 129: 17 
wish 10:5 
wished 84:16 
within 26:9; 42.1 520 ;  
57: 1 1 ; 79:6; 1 29: 19; 
l53:14; 156:l; 160:15; 
161:15; 168:l; 194:8; 
?09:20; 245:12; 265:17; 
?67:7 
~ithout 4 l : l l ;  55:7,12; 
!12:20; 227:20; 229% 
woman 171:4 
women 120: 19; 229:22 
wonder 81 :7; 159:22; 
65:4; 197:13; 223: 1; 
!34:7; 271 :4 
vondered 255:12 
vonderful274:16 
vondering 78:7,11; 
,913; 154:4; 169:3 
YoOD 5:14,14; 9614; 
18:22,23; l53:2l, 22; 
55:5; 163:19,20; 192:4, 
; 2O3:ll, 12; ZlO:l3,14; 

fear 8:3,6,9,12,14,18, 
22; 9:8; 11:20; 12:12; 13:7 
16:21; 53:12;88:1,4,5, 
17,17; 1039; 116:12, 14; 
117:4; 186:21; 187:3; 
!24:9,13; 245:12; 2668 

fears 11:20; 12:2; 14:3; 
17:ll; 27:16; 293; 64:16; 
i6:22; 72:22; 73: 17; 75: 1, 
!; 78:20; 80:4, 15; 85:16; 
I6:16;87:21; 88:16,22; 
19:10;91:14; 111:13; 
47:l; 157:14; 182:20; 
91:19; 195:4; 198:2; 
115:8,11; 224:ll; 233:6, 
3; 236: 19; 241: 12,15,15; 
'47:l; 249%; 261:13; 
65:4,18,24; 266:13; 
73:13; 274:2; 275:12 

I 
273: 10,11,25; 274:l5 
woodchuck 14:l; 26:20; 
27:2; 58:16; 223:13 
woodchucks 14:l; 
26: 18; 27:20 
word 199:12 
worded 199: 14 
wording 216:12, 13 
words 100:5; 255:15; 
265:6; 267: 18; 274: 1 
work 81:8,22; 82:3; 98:5, 
14; 204:lO; 214:15; 
233:14; 238:9; 267:3; 
276:7,8 
worked 87:20; l53:2O; 
191:2; 256:9 
#orking 240:15; 254:9; 
?55:14 
#orid 17:9,18; 244:15; 
'51 :9; 262:20; 263:2; 
!7O:2,7 
~orlds 237:lO 

worldwide 12:9; 17:2; 
224:5; 264: 12; 271:13 

worried 222:17 

worry 94: 12 

worsened 47: 10 

worsening 23:21; 44:14 
46:23; 47:12; 122:14 

worst 176:14; 264:11 

worst-case 153:5; 
181:22; 182:10,18 

worth 187:19; 242:21 

written 9: 10; 209: 13 

wrong 94:15; 179:l; 
237:14; 242:13 

Y 

yellow 27:20; 32:18; 40:2 

yielding 63:9 

YMDD 24:12 

York 5:4 

young 222:12,14; 
223:12; 225:2,9,19; 
226: 1 ; 227: 1,3; 228:6; 
231:3; 235:3 

younger 235:4 

loungest 233:18 

z 

iero 45:13; 46:20; 51:12; 
L28:14,21; 129:l; 180:17 

~idovudine 118:9; 145:2, 
Whereupon 171:16; 1 \ , - 

warnings - zidovudine (26) Min-U-Script@ 



Lawyer's Notes 


