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A5202: Study Design

TDF/FTC QD

HV-1 RNA 01000 MABC/3TC Placebo QD
Any CD4+ count
> 16 years of age

ABC/3TC QD

4 A
ART -naive

1857 enrolled

Randomized 1:1:1:1
= TDF/FTC QD

ABC/3TC Placebo QD

TDF/FTC Placebo QD

ABC/3TC QD ATV/r

D
TDF/FTC Placebo QD Q



Probability(Remaining free of Virologic Failure)
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Primary Virologic and Safety Endpoints

ABC/3TC vs. TDF/FTC

(High Viral Load Stratum at DSMB Action)

N=797; median (25", 75th) follow-up = 60 weeks (28, 84)

Time to Virologic Failure

Number at Risk

TDF/FTC (26 events)

...............

ABC/3TC (57 events)

Log rank test p-value= 0.0003
HR (95% CI) 2.33 (1.46,3.72)

Weeks from Randomization

398 363 313 267 222 188 137 87 49 20ABC/3TC
399 361 3 284 236 204 160 104 65 23TDF/FTC
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Probability(Combined Toxicity-Free)
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ABC/3TC (130 events)

Log rank test p-value< 0.0001
HR (95% CI) 1.89 (1.43,2.50)

Weeks from Treatment Dispensation

Number at Risk
397 311 28 219 177 148 118 82 49 a7 5ABCTC
397 33 299 272 233 168 156 12 il 35 12TDF/FTC
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A5202: Overall

Baseline Characteristics

EFV ATVIr All subjects
(n=465) (n=465) (n=1857)

ABC/3TC TDF/FTC

Age (yrs), median 37 38 39 39 38
Males (%) 79 84 85 83 83
Race/Ethnicity (%)

White non-Hispanic 38 41 43 40 40

Black non-Hispanic 35 33 33 32 33

Hispanic 23 23 22 24 23
HIV RNA (log,, c/mL), 4.7 4.6 4.7 4.7 4.7
Median
CD4 cells/mms3, median 225 236 234 224 230
History of AIDS (%) 19 18 15 15 17
Genotype at screening (%) 43 48 47 40 45

HCV positive (%) 6 7 9 7 7
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Probability(Remaining free of Virologic Failure}

EFV + TDF/FTC
EFV + ABC/3TC

ATV/r+ ABC/3TC

A5202: Overall

ATV/r vs. EFV
Primary Virologic Endpoint
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ATV/r versus EFV with
3 ABC/3TC: HR 1.13 (95% CI 0.82, 1.56)
Prob. VF free at wk 96: 83.4 vs. 85.3%, diff -1.9% (95% CI -6.8, 2.6)
b4 TDF/FTC: HR 1.01 (95% CI 0.70, 1.46)
Prob. VF free at wk 96: 89.0 vs. 89.8%, diff -0.8% (95% CI -4.9, 3.3)
(1 R ABC/3TC + EFV (72 events)
m— = ABC/3TC + ATV/r (83 events)
TDF/FTC + EFV (57 events)
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Weeks from Randomization
Number at nsk
464 448 435 419 406 397 392 379 367 332 287 254 206 166 127 91 41 9
465 447 420 393 373 361 353 345 331 291 264 225 191 159 114 77 38 5
465 450 427 415 403 390 380 370 364 322 285 252 214 178 126 BF 45 5
463 449 430 398 381 367 355 347 338 303 260 226 185 184 109 T4 32 6




ATV/r versus EFV with
ABC/3TC: HR 0.81 (95% CI 0.66, 1.00), p=0.05
TDF/FTC: HR 0.91 (95% CI 0.72, 1.15), p=0.44
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02 mewmmmnnmn ABC/3TC + EFV (187 events)
m— == ABC/3TC + ATVIr (170 events)
—  TDF/FTC + EFV (147 events)
== == == TDF/FTC+ ATV/r (141 events)

Probability(Remaining free of a grade 3/4 safety event)
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Weeks from Treatment Dispensation (3rd Drug)
Number at risk:

EFV + TDF/FTC 461 392 370 350 326 308 291 280 267 248 219 195 152 124 90 64 40 15 NA
EFV + ABC/3TC 461 358 319 283 257 240 223 212 198 176 153 132 11 93 76 43 22 9 1
ATV/r+ TDF/FTC 464 407 386 365 347 324 305 298 286 268 235 204 169 148 108 7O 49 16 NA

ATV/r+ ABC/3TC 462 378 353 334 303 287 265 256 245 229 199 171 143 121 94 66 36 11 1
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o ABC/3TC: HR 0.69 (95% CI 0.55, 0.86), p=0.0008
£ 04 TDF/FTC: HR 0.84 (95% Cl 0.66, 1.07), p=0.17
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g | === == ABC/3TC +ATV/r (142 events)
TDF/FTC + EFV (142 events)
m= == == TDF/FTC+ ATV/r (126 events)
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Weeks from Treatment Dispensation
Number at nisk:
EFV+TDF/FTC 461 428 415 404 389 376 370 361 351 328 289 256 216 183 133 102 66 26 1
EFV+ABC/3TC 461 418 404 384 360 349 335 328 313 291 259 225 192 159 130 86 46 15 1
ATV/r+ TDE/ETC 464 443 434 424 415 404 389 382 371 349 305 278 225 199 149 106 66 25 NA
ATV/r+ ABC/3TC 462 439 427 417 400 388 375 370 357 336 295 260 217 182 142 104 56 24 2




A5202: Overall ITT

Pre-Specified Targeted Events

EFV ATVIr EFV ATVIr
(N=465) (N=463) (N=464) (N=465)

ABC/3TC TDF/FTC
Cardiovascular, n (%) 29 (6) 29 (6) 35 (8) 20 (4)
Vascular event” 2 (<1) 2 (<1) 6 (1) 1(<1)
Non-AIDS malignancies, n (%) 20 (4) 18 (4) 18 (4) 17 (4)
Renal, n (%) 12 (3) 14 (3) 5(1) 12 (3)
Bone fractures, n (%) 22 (5) 16 (3) 21 (5) 21 (5)

"‘Defined as coronary artery disease, infarct, ischemia, angina, cerebrovascular accident,
transient ischemic attack or peripheral vascular disease.



_ _ A5202: Overall ITT
Percent of Failures with Emergence

of Major Resistance Mutations®
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A5202: Overall: As-Treated

ATV/r vs. EFV (wk 48)
Median Change in Fasting Lipids (mg/dL)

Cholesterol LDL HDL Triglyceride
p<0.001

p-values:
ATVIrvs. EFV

p=0.07
p<0.001

p<0.001

p=0.26

<0.001




