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Efficacy and safety of raltegravir-based therapy in antiretroviral-naive patients with HIV infection. A Meta-a—
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[Abstract] Objective To systematically review the efficacy and safety of raltegravir-based therapy in antiretrovi—
ral-naive patients with HIV infection. Methods The data on randomized controlled trial ( RCT) of raltegravir-based thera—
py in antiretroviral-naive patients with HIV- infection were collected and analyzed using Rev Man 5.2 and Stata 12.0
software. Results A total of 17 RCTs were included. At weeks 48 96 there were no significant differences ( all P >
0.05) between the raltegravir group and control group proportion of patients with virological response ( plasma viral load <
50 copies/ml) in raltegravir group were 84.2% and 87.3% respectively. At weeks 240 70.2% versus 61. 5% achieved
plasma viral load <50 copies/m in the raltegravir group and control group (RR =1.15 95% CI:1.034.28 P =0.010).
The incidence rate of drug—related clinical common adverse events ( including diarthea nausea dizziness headache in—
somnia) in both groups were not significantly different ( all P >0. 05) at weeks 48 and 96 respectively. At weeks 96 144/
156 the mean changes from baseline in LDL-cholesterol ( LDL) 0.16( 0.05-0.49) 0.20( 0.08-0.48) triglyceride
(TG) 0.12(0.02-0.59) 0.12(0.03-0.59) and total cholesterol ( TC) 0. 04(0.00-0.40) 0.04(0.00-0.34) concen—
trations  the raltegravir-based regimens group had a lower incidence rate than the control group ( all P <0.05) . Conclu—
sions Current evidence shows that the raltegravir-based therapy had long-term and well tolerated antiretroviral activity
which was non-inferior to current regimens recommended for antiretroviral-native adults and adolescents with HIV-infection.
Due to limited quality and quantity of the included studies more high quality studies would be needed to verify the above
conclusion.
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Figure 1 Flow diagram of selected articles and results
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Figure 3 PVL <50 copies/ml by antiviral therapy at weeks 96
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2 AMSTAR Jadad
Table 2 Methodological quality of included RCTs
with AMSTAR and Jadad score

: (N= )

Markowitz 48 1 A:RAL + TDF +3TC(N =41) B:

2007 ° EFV +TDF +3TC( N =38)

Markowitz 9 1 A:RAL+TDF +3TC( N =160) B:

2009 © EFV + +TDF +3TC( N =38)

Gotuzzo 144 1 A:RAL+TDF +3TC(N =160) B:

2009 7 EFV + +TDF +3TC( N =38)

Gotuzzo 192 1 A:RAL+TDF +3TC( N =160) B:

2010 8 EFV + +TDF +3TC( N =38)

Gotuzzo 240 I A:RAL+TDF +3TC( N =160) B:

2012 ° EFV + +TDF +3TC( N =38)

Lennox 48 1 A:RAL + TDF/FTC(N =281) B:
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Lennox 9% A: RAL + TDF/FTC( N =281) B:
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2011 2 EFV + TDF/FTC( N =282)
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Table 3 Meta-analysis on drug—related common adverse events

Meta
(n/N) (n/N) (%) P RR(95% CI) P
48 431010 61/834 73/836 0 0.390 0.84(0.61 ~1.16) 0.280
96 531161820 149/2 410 184/2 042 39 0.150 0.75(0.61 ~0.92) 0. 006
48 330w 65/733 74/731 0.940 0.87(0.64 ~1.20) 0.400
96 46111620 14972 058 161/1 937 0 0.950 0.83(0.67 ~1.03) 0.100
48 3s0m 28/733 52/730 81 0.005 0.33(0.08 ~1.40) 0.130
96 3612 43/852 53/731 81 0.005 0.44(0.16 ~1.19) 0.110
48 330w 65/733 73/730 0 0.710 0.88(0.64 ~1.21) 0.440
96 46101820 164 /2 058 157/1 937 45 0.120 0.96(0.78 ~1.18) 0.670
48 3310 29/733 34/731 0 0.630 0.85(0.52 ~1.38) 0.500
96 3612 42/852 38/731 0 0.770 0.84(0.54 ~1.31) 0.440
4 Meta
Table 4 Meta-analysis on abnormal lipids metabolism
Meta
( mg/dl) (n/N) (n/N) P(%) P RR(95% CI) P
LDL > 190 96 2 61 47431 19/300 0 0.790 0.16(0.05 ~0.49) 0.001
144/156 271 6/431 25/300 0 0. 660 0.20(0.08 ~0.43) <0.001
TC >300 96 26 0/430 13/305 0 0.940 0.04(0.00 ~0.40) 0. 006
144/156 2712 0/436 16/305 0 0.850 0.04(0.00 ~0.34) 0.004
TG >750 96 2 60U 1/436 7/305 8 0.300 0.12(0.02 ~0.59) 0.009
144/156 2712 2/436 9/305 0 0.640 0.12(0.03 ~0.59) 0.009
4 240 <50 /ml
Figure 4 PVL <50 copies/ml by antiviral therapy at weeks 240
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