Poster Number Lipid Changes in a Randomised, 48-week, Open Label Comparative Study of Tenofovir DF vs. Abacavir as
H_34O Substitutes for a Thymidine Analog in Persons with Lipoatrophy: The RAVE Study
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Background Results
. Thymidine analog therapy is associated with peripheral fat loss Table 1. Baseline Characteristics Figure 2. Median Change in Limb Fat Figure 5. Mean Fasting Cholesterol (mmol/L) by Baseline Figure 8. Mean Fasting Triglycerides (mmol/L) by Baseline
and dyslipidemia DEXA arm fat + total leg fat in grams (ITT M = F analysis) Thymidine Analog Thymidine Analog
TDF ABC
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Duration of exposure to HAART has been associated with ( ) ( ) 450 . 44T at Baseline AZT at Baseline 44T at Baseline AZT at Baseline
increased risk of CV disease. This may, in part, be mediated Male sex 94% 87% 400+ e e
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. In initial treatment regimens tenofovir DF (TDF) is associated | ed1an age (years) 42 43 & 250 ‘_i’ ] %“:!j‘h—! | 5'@ - 24 ZMZ
with smaller changes in total cholesterol and triglycerides than | Nadir CD4 (median, IQR) 114 (0, 818) 154 (2, 783) £ 00 o p=0.97 g | e e T :
either d4T or AZT Current CD4 (median, IQR) 522 (314, 724) 478 (340, 653) £ el 198 3 g .
o _ _ _ o Years on ART (median, IQR) 5.7 (0.8, 11.5) 4.9 (0.8,8.1) 1004 e ’ 2
. The lipid profile of abacavir (ABC) relative to thymidine analogs Current Pl-sparing regimen 63% 74% o £ 7 i g
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Figure 1. Study Design Time (weeks) & ¥ ¢ ¢ ¢ ¢ & ¥ ¢ ¢ ¢ ¢ . All data LOCF. All individuals included. Lipid lowering therapy commenced
during study for TDF n=1, at 273 days, ABC n=8, at median 91.5days
Table 2. Baseline Metabolics (Median : : L . Includes fasti d non-fasti les. Ob ti imilar wh |
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/ > TDE ABC Baseline Characteristics Figure 6. Mean Fasting LDL-c (mmol/L) by Baseline
v + Pl, Pl/r or NNRTI (n = 52) (n = 53) Median Baseline Limb Fat Thymidine Analog Figure 9. RAVE: % Patients with Dyslipidemia® at Baseline and
ymidine ‘ Median Baseline Limb Fat :
analogue Moderate-Severe Lipoatrophy Total Cholesterol 216.2 (5.6) 204.6 (5.3) % 600, 30k 2%kg 512k 297kg 2.95123 S T Week 48 by Randomized Group
recipients Any CD4 cell count [mg/dL](mmoliL) a d4T at Baseline AZT at Baseline Tot Choleserl Choresero LoL crolstero Togiyceres
(n = 105) HIV RNA <50 c/mL HDL-C [mg/dL](mmol/L) 50.2 (1.3) 50.2 (1.3) 32 240mg/d o " 160mg/di 200mg/al
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Met 0ds Table 3. Patient Disposition through Week 48 Figure 4. Mean Change in Metabolic Outcomes to Week 48
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. Changes in lipids were approximately normally distributed Lost to follow-up - T 2%) 0.1 ; - ' . TDF and ABC similarly allow restoration of limb
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langes in values over weeks were tested for significance atient withdrew consen (2%) (4%)  or) Rt DU I thymidine analogs in persons with lipoatrophy
using paired t-tests; the changes in the two treatment groups Protocol violation - 2 (4%) & 02- o s o N
were compared using unpaired t-tests Adverse event 1 (2%) 3 (6%)° Zj 27 (-0.3) 116 (:0.3) 26.6 (-0.3) E.] T B 13 . Lipid changes favored the TDF arm. Fewer
«  Analyses of changes in lipids were based on all values as Ol L (&) ; os] E ———e—e—a ——— TDF patients initiated lipid lowering therapy
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lipid-lowering therapy (weeks, range) a. P values by paired t-test 5 . Baseline lipids were generally higher in the
a. All discontinuations due to adverse events in ABC group were due to hypersensitivity reaction, TDF related b. mg/dL(mmol/L) o 05 051 d4T arm
. ) . discontinuation was secondary to diarrhoea b
. All analyses were performed on an intention-to-treat basis. o _ . _ _ N I N
Missing values were imputed using a * Allindividuals included. Lipid lowering therapy commenced during PO I O - Falls in total cholesterol and TGs were
last-observation-carried-forward approach study for TDF n=1, at 273 days, ABC n=8, at median 91.5 days o S o S predominately seen in individuals on d4T
at baseline

. Includes fasting and non-fasting samples. Observations are
similar when only fasting samples are included



