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Introduction Methods (cont’d) Results (cont’d)
« HIV disease treatment requires long-term highly active antiretroviral therapy (HAART) Adherence Definitions and Analyses Figure 3. Mean (95% CI) Change in CD4 Counts (cells/mm?3) Through 96 Wks After Switch to Figure 5. Median Change (mg/dL) in Fasting Lipids Through 96 Wks After Switch to EFV/FTC/TDF
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Metabolic abnormalities observed in HIV patients receiving HAART include: Adherence rates VD + EFV — EFVIETC/TDF CBV + EFV > EFVIFTC/TDE
— Hyperlipidemia + Calculated as (sum of maximum days whole treatment regimen taken) + (sum of dosing duration) o 10 4 10 7
d . . . O = TVD+EFV P0.010 P=0.003 P20.040
- Hlmb fe;t and{orfaual wasting, and/or central fat accumulation Dosing duration was defined as 70 ® =CBV+EFV ] 5
- ryperglycemia + Minimum of (last dosing date, pills returned date, next dispense date) minus (dispense date) mi 0
— Insulin resistance with or without lipodystrophy . . . . * - +46
o Dosing periods with any bottle not returned were excluded from the calculation B 4 +39
» Drugs within each antiretroviral class vary in their propensity to cause metabolic abnormalities . T s -5
ACTG 5142d trated a | incid f lipoatroph tients wh ived Adnerence Analveis i =
— emonstrated a lower incidence of lipoatrophy among patients who receive o . : . 10 1 Po017 10
efavirenz (EFV)+ lopinavir/ritonavir (LPV/r) or LPV/r plus two nucleoside reverse transcriptase Analyzed by daily pill burden using mixed effect model (MITT subjects) § 2 e
inhibitors (NRTIs) compared to EFV+2 NRTIs g ol -15 -15
* Lipoatrophy occurred predominantly in the stavudine (d4T) or zidovudine (ZDV)-containing -2 -20 -20
regimens in both the EFV + 2 NRTIs and LPV/r +2 NRTIs arms Results 01
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» |dentifying HAART regimens with a low propensity to cause metabolic abnormalities is a medically _: Week Week Week Week Week  Week  Week  Week
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prudent goal Table 1. Patient Disposition Through 96 Wks After Switch to EFV/FTC/TDF B 2 »  ® @ © ®  o®  ® Nt 150 tst 134 N e 108 100

Weeks On Study S S
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FTC/TDF+EFV Median (md/dL) at Time of Switch: 120 189 114 46 Median (md/dL) at Time of Switch: 125 199 118 49
Background (N=160) MOEY e m o om om o ow ® om®
Number of Patients Discontinued 16 (10.0%) 18 (14.3%) Figure 6. Median (IQR) Total Limb Fat (kg) Through 96 Wks After Switch to EFV/FTC/TDF
Figure 1. Study Design Study Regimen Prematurely e 7
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Reasons for Premature D/C Figure 4. Median (IQR) Estimated GFR Through 96 Wks After Switch to EFV/FTC/TDF 11 - -
Adverse Event 1 (0.6%)* 1 (0.8%)** 140 13 i
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':'_DFI::TC ¢;m;d dose c02m4l;|nat|<:(n tablet (TVD) was used weeks 96-144 Research Unit Closed 0 1 (0.8%) CBV+EFV n= 140 120 111 96
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Figure 2. Percent of Subjects with HIV-RNA <50 (c/mL) (M=F) Through 96 Wks After Switch to (Cockroft-Gault) n = 160 156 157 158 160 160 159 160 159 :
EFV/IFTC/TDF (MDRD) n= 160 156 157 158 156 154 155 151 138 COHC| usions
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o - Db«Ery .  In Study 934, patients who received HAART (either FTC/TDF + EFV or AZT/3TC +
« Patients in both arms of Study 934 who completed 144 weeks were given the option to roll-over AdHocAdherence Analysis EFV) for 144 weeks and then switched therapy to the single tablet once-daily HAART
into an open-label extension phase of the study and switch their ARV regimen to the once-daily § h . Table 2. Summary of Three Once-daily HAART Regimens Taken During Study 934 el It EFV/FTC/TDF’ for an addlltlonal 96 w_eeks of treatment demonstrated du_rable
fixed-dose combination single tablet HAART regimen, EFV/FTC/TDF, and were followed for an 8 o ey virologic suppression, continued immunolegic recovery, and normal renal function
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additional 96 weeks (Weeks 145 — 240) é Once-Daily Regimens TDF + IiTC + EFV FTC/T_DF + EFV EFVIIiTCITDF e In patlen_ts who recelvc_ad AZT/3TC + EFV for 144 week_s_ and switched to the single tablet
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the once-daily single tablet HAART regimen, EFV/FTC/TDF, except for the adherence analysis - atistically significant decreases were seen in fasting triglycerides, tota
g Dose Duration (Study Weeks) BL — 96 97 - 144 145 - 240 cholesterol. and LDL
* An ad hoc adherence analysis was performed focusing only on patients taking once-daily regimens g 7 Mean Adherence Rate (%) 956 970 979 ’
during Study 934: B 2 ' ' : — Minimal limb fat recovery occurred, however median total limb fat did not decrease
: . 5 21 further
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Weoks On Siudy 1vs. 2 02304 * In an ad hoc analysis of adherence rates during the full 240 weeks of follow-up,
1 Vs' 3 0' 0005 adherence rates were statistically better when patients had smaller daily regimen
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