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® S/GSK1349572 (572, 175 L —REAEE. HIV) IcoW\T
® Shionogi-ViiV Healthcare LLC. |c & 2 F%
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® RKiBMOHIVERREE: 2058
® 572 10, 25, 50 mg/Efavirenz (EFV, JEZEERSEZEEFFRPAESE: NNRTI) 600
mg +HAE (ZKERIEEHZMEEFZE: NRTI 274)

® FEIMHE: 5RMB16GADKR TV 1 IV AEHRE TR (503-/mL)
KalcHEL EEENES

—— 57210 mg
| | 572 25 mg 572 Selected Dose
HIV-1 RNA >1000 copies/mL : after Week 48
1:1:1:1 Randomization L 57250mg
—— | EFV 600 mg EFV 600 mg
T Wk 24 dose confirmation
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Note: 95% confidence intervals are derived using the normal approximation.
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‘ ﬁ%;% 572 572 572 572 EFV
10 mg 25 mg 50 mg Subtotal | 600 mg
(N=53) (N=51) (N=51) | (N=155) | (N=50)
Grade 2-4 Drug Related (all) 3 (6%) 2 (4% 4 (8%) (6% | 9 (18%)
Gastrointestinal 1 (2%) 1 (2%) 1 (2%) 3 (2%) 2 (4%)
Psychiatric disorders 0 0 0 0 3 (6%)
Skin disorders 0 0 0 0 2 (4%)
General disorders 1 (2%) 0 1 (2%) 2 (1%) 1 (2%)
Serious Adverse Events (all) 3 (6%) 1 (2% 2 (4%) 6 (4%) 3 (6%)
AEs Leading to WD/IP Discontinuation 0 1 (2%) 0 1 (K1%) | 4 (8%)

AE: Adverse event, WD/IP: Withdrawal investigational product
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Replace RAL with S/GSK1349572 or

@ genetype at screen 1o . -
' ensure broad \ e e
- sansltlylty range All ether mutatlons (Ingluding ¢odon 148 singls
& mutatlon)™
& N~ 18
<&
o a m 1'
¢ Day 1 Day 11 Week 24
&
' Fold Change, Median (range): | © Mixtures:
' RAL 161 (0.57 - >166) | n=1Q148H + G140S/Y143H
| S/GSK572 1.46 (0.55 - 35) ! n=1 Q148H + E138A + G140S/Y143H
"""""""""""""""" - Others:
Q14e+2 Q14e+1 Mixture N=188 Y143 otherINmuttions N=1 E92Q (screen: 92Q, N155H)
= red 2 =4 12 e n=1 none (screen: G140G/S, Q148H/Q) 16
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HIV-1 RNA <400 copies/mL or
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Primary End-point Secondary End-point
HIV-1 RNA log,, copies/mL change

from baseline

n/N (%) Mean (SD)

. 21/27 -1.45
All subjects (78%) (SD 0.76)

Group A: Q148H/K/R + >1 Q148 associated mutations 3/9 -0.72
at L74, E138 or G140 (n=9) (33%) (SD 0.63)

Group B: All other genotypes from N155H and Y143H 18/18 -1.82
pathways or Q148H/K/R single mutants (n=18) (100%) (SD 0.53)
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