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SIGNIFICANTLY REDUCES BREAST MILK VIRAL LOAD
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INTRODUCTION RESULTS

Breastfeeding-associated transmission accounts for a significant proportion of HIV pediatric infections in resource-limited countries. Since HIV-RNA levels in plasma and in all breastmilk fractions were significantly The proportion of women with HIV-RNA < 400 copies/ml in plasma and in
replacement feeding is a feasible option only for a minority of women in those countries, there is an urgent need to develop strategies that lower (p <0.001) in group A in comparison to group B at both study breastmilk was significantly higher in group A at both study timepoints
could allow breastfeeding without being associated with the risk of transmission. The administration of antiretroviral combination prophylaxis to timepoints (Figures 1 and 2). There was no significant difference in the (Figure 3).

lactating women represents a possible option. In order to obtain information to design a clinical study to assess the safety and efficacy of this HIV-RNA levels among the different fractions of breastmilk in both groups

strategy we conducted a pilot study with two objectives : first, to compare breastmilk viral load of women receiving antiretroviral therapy with of women. Figa B A) HaaRTH B) HAART

that of untreated women; second, to determine the concentrations of antiretroviral drugs in plasma and breastmilk of treated women. O nen OBz TREATED — FREE
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PARTICIPANTS CHARACTERISTICS METHODS
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The study was conducted in Mozambique. Two groups of HIV-positive pregnant women were 1w ‘aﬂer atzlivzny (e 7)) e o) 3
enrolled. Group A included women attending the AnteNatal Clinic in Matola, Maputo which is DeasiniisamplespieElolecteiionlal
part of the DREAM (Drug Resource Enhancement against AIDS and Malnutrition) program R, . ELVERY
designed and managed by the Community of S. Egidio (faith-based italian non-governmental Onepiofibeasinlasisenatatediand

stored.

organization). Group B included women attending the AnteNatal Clinic in Mashava, Maputo
where routine HIV testing is not performed and antiretroviral prophylaxis is not administered
to pregnant women.

The remaining 9 mls were centrifuged at
1000 g x 10 minutes. The lipid layer and

the supernatant were separated and In a multivariate model including CD4+ count, haemoglobin level and receipt of HAART, antiretroviral therapy use showed to be the strongest predictive variable
TABLE 1 Patients characteristics GROUP A GROUP B stored. associated with a level of HIV-RNA < 400 copies/ml in breastmilk at time 7 ( p< 0.001). Levels of CD4+ cells were also significantly associated (p=0.02).
(HAART TREATED) (UNTREATED) HIV-1 RNA levels were measured by Among women receiving treatment, those with HIV-RNA < 400 copies/ml in both breastmilk samples had a lower pre-HAART viral load and a lower plasma HIV-RNA at
N. 40 40 Amplicor  UltraSensitive  HIV-1  Monitor delivery in comparison to women with HIV-RNA > 400 copies/ml in breastmilk (p < 0.0001 for pre-HAART viral load and p < 0.0001 for viral load at delivery).
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RESULTS

HIV-RNA levels in plasma and in all breastmilk fractions were significantly lower (p <0.001) in group A in comparison to group B at both study
timepoints (Figures 1 and 2). There was no significant difference in the HIV-RNA levels among the different fractions of breastmilk in both groups of women.
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The proportion of women with HIV-RNA < 400 copies/ml in plasma and in breastmilk was significantly higher in group A at both study
timepoints (Figure 3).
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CONCLUSIONS

In our pilot study we have shown that the breastmilk HIV-RNA levels of the women receiving triple combination prophylaxis for approximately 3
months during pregnancy and after delivery were significantly lower than the corresponding levels in the untreated women. Also, the proportion of
women with undetectable breastmilk viral load was significantly higher in the treated women.

Our data support the role of maternal HAART prophylaxis in preventing breastfeeding-associated transmission. However, only future clinical
studies will determine if the observed decrease in breastmilk viral load will translate in a significant reduction of postnatal transmission.

In a multivariate model including CD4+ count, haemoglobin level and receipt of HAART, antiretroviral therapy use showed to be the
strongest predictive variable associated with a level of HIV-RNA < 400 copies/ml in breastmilk at time 7 ( p< 0.001). Levels of CD4+ cells
were also significantly associated (p=0.02).

Among women receiving treatment, those with HIV-RNA < 400 copies/ml in both breastmilk samples had a lower pre-HAART viral load and a
lower plasma HIV-RNA at delivery in comparison to women with HIV-RNA > 400 copies/ml in breastmilk (p < 0.0001 for pre-HAART viral load
and p < 0.0001 for viral load at delivery).

Table 2 reports the antiretroviral concentrations (at a median of 6 h after last dose of ARVs) in plasma and breastmilk at the two study
timepoints. Overall, median breastmilk concentrations of nevirapine, lamivudine and zidovudine were 0.6, 1.8 and 1.1 times, respectively,
those in maternal plasma.
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