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ANTIRETROVIRAL TREATMENT 

STRATEGIES AND NEW DRUGS



A5202:  Study Design

Stratified by screening HIV -1 RNA

(< or Ó 100,000 c/mL)

Enrolled 2005 -2007

Followed through Sept 2009, 

96 wks after last pt enrolled

HIV -1 RNA Ó1000 c/mL

Any CD4+ count

> 16 years of age

ART-naïve 

N=1858

Randomized 1:1:1:1
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ABC/3TC vs. TDF/FTC

Primary Virologic and Safety Endpoints
(High Viral Load Stratum at DSMB Action)

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

Sax PE, et al.  NEJM 2009; 361:2230-2240

Time to Virologic Failure Time to Safety Endpoint

Log rank test p-value= 0.0003

HR (95% CI) 2.33 (1.46,3.72)

ABC/3TC (57 events)

TDF/FTC (26 events)

ABC/3TC (130 events)

TDF/FTC (78 events)

Log rank test p-value< 0.0001

HR (95% CI) 1.89 (1.43,2.50)



Baseline Characteristics

EFV

(n=465)

ATV/r

(n=463)

EFV

(n=464)

ATV/r

(n=465)

All subjects

(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

Black non-Hispanic

Hispanic

38

35

23

41

33

23

43

33

22

40

32

24

40

33

23

HIV RNA  (log10 c/mL), 

Median

4.7 4.6 4.7 4.7 4.7

CD4 cells/mm3, 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

A5202:  Overall

*Required for those with recent infection, otherwise optional
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ATV/r vs. EFV

Primary Virologic Endpoint

A5202:  Overall  

ATV/r versus EFV with

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)

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)

ABC/3TC + EFV (72 events)

ABC/3TC + ATV/r (83 events)

TDF/FTC + EFV (57 events)

TDF/FTC + ATV/r (57 events)

EFV + TDF/FTC

EFV + ABC/3TC

ATV/r + TDF/FTC

ATV/r + ABC/3TC



ATV/r vs. EFV

Primary Safety Endpoint

A5202:  Overall

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

ABC/3TC + EFV (187 events)

ABC/3TC + ATV/r  (170 events)

TDF/FTC + EFV (147 events)

TDF/FTC + ATV/r (141 events)

EFV + TDF/FTC

EFV + ABC/3TC

ATV/r + TDF/FTC

ATV/r + ABC/3TC



ATV/r vs. EFV

Primary Tolerability Endpoint

A5202:  Overall

ATV/r versus EFV with

ABC/3TC:  HR 0.69 (95% CI 0.55, 0.86), p=0.0008

TDF/FTC:   HR 0.84 (95% CI 0.66, 1.07), p=0.17

ABC/3TC + EFV (186 events)

ABC/3TC + ATV/r (142 events)

TDF/FTC + EFV (142 events)

TDF/FTC + ATV/r (126 events)

EFV + TDF/FTC

EFV + ABC/3TC

ATV/r + TDF/FTC

ATV/r + ABC/3TC



Pre-Specified Targeted Events

EFV

(n=465)

ATV/r

(n=463)

EFV

(n=464)

ATV/r

(n=465)

ABC/3TC TDF/FTC

Cardiovascular, n (%)

Vascular event*

29 (6)

2 (<1)

29 (6)

2 (<1)

35 (8)

6 (1)

20 (4)

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)

A5202:  Overall ITT

*Defined as coronary artery disease, infarct, ischemia, angina, cerebrovascular accident, 

transient ischemic attack or peripheral vascular disease.



Percent of Failures with Emergence 

of Major Resistance Mutations*

ATV/r

ABC/3TC

ATV/rEFV EFV

TDF/FTC

*Major mutations defined by IAS-USA  (2008) list plus T69D, L74I, G190C/E/Q/T/V for RT and 

L24I, F53L, I54V/A/T/S and G73C/S/T/A  for PR

A5202:  Overall ITT

p<0.0001

p=0.0003

p<0.0001

p=0.046
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ATV/r vs. EFV (wk 48)

Median Change in Fasting Lipids (mg/dL)

ATV/r ATV/r ATV/r ATV/r ATV/r ATV/r ATV/r ATV/r
EFV EFV EFV EFV EFV EFV EFV EFV

ABC/3TC ABC/3TC ABC/3TC ABC/3TCTDF/FTC TDF/FTC TDF/FTC TDF/FTC

N= 326 290 326 300 303 270 310 281 322 288 324 299 325 289 324 300

p<0.001

p=0.07

A5202:  Overall:  As-Treated

Cholesterol LDL HDL Triglyceride

p<0.001

p<0.001

p=0.002
p<0.001

p<0.001

p=0.26

p-values: 

ATV/r vs. EFV


