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RESUMEN

Objetivo: Determinar la seguridad y eficacia del anillo vaginal de dapivirina
(AVdD) para la prevencion del VIH en mujeres sexualmente activas, en
comparacién con placebo o profilaxis pre-exposicion (PrEP). De manera
exploratoria se analizaron subgrupos de poblaciones de mujeres sexualmente

activas y abstinentes, gestantes, en lactancia, jovenes y posmenopausicas.

Métodos: Revision sistematica registrada en PROSPERO (CRD42023449425),
reportada siguiendo las directrices PRISMA 2020. Se consultaron Medline,
Scopus, Web of Science, Embase, Cochrane y fuentes de literatura gris sin
restricciones cronologicas ni de idioma. Se buscaron ensayos clinicos
controlados que analizan los efectos del AVdD por un minimo de siete dias. La

certeza de evidencia se evaluo con la metodologia GRADE.

Resultados: Se incluyeron 13 investigaciones (18 informes). Se evidencio una
disminucién del 29% en el riesgo de adquisicion de VIH-1 frente al placebo
(RR=0.71; 1C95%: 0.57-0.88). No se observaron diferencias en efectividad en
comparacioén con PrEP. No se evidenciaron diferencias en tasas de embarazo,
resistencia antiviral, eventos adversos grado 3-4, ni complicaciones
genitourinarias o del embarazo en el analisis global ni en los subgrupos
explorados, con certeza de evidencia muy baja y baja. Se observé un aumento
en eventos adversos perinatales en comparacion con PrEP (RR=1.64; IC95%:
1.03-2.6), con certeza de evidencia moderada, la cual no fue consistente en el
anadlisis de subgrupos en mujeres en periodo de lactancia y gestantes, por

separado.

Conclusion: EI AVdD es una intervencion profilactica eficaz en comparacion con
placebo, pero no superior frente a la PrEP. Algunos desenlaces de seguridad
sobre resistencia antiviral, efectos adversos grado 3 y 4, y complicaciones
obstétricas y, en especial, perinatales requieren investigacion longitudinal

adicional.

Palabras Clave: Infecciones por VIH* / prevencién y control, Agentes anti-VIH*
/ uso terapéutico, Salud de la mujer, Sistemas de administracion de farmacos,

Revision sistematica
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ABSTRACT

Aim: Assess the safety and efficacy of the dapivirine vaginal ring (DVR) for HIV
prevention in sexually active woman compared to control or pre-exposure
prophylaxis (PrEP). In an exploratory manner, subgroups were analyzed
according to the populations of sexually active and abstinent women, pregnant

women, breastfeeding women, young, and postmenopausal women.

Methods: Systematic review registered in PROSPERO (CRD42023449425) and
reported following PRISMA 2020 statement. Medline, Scopus, Web of Science,
Embase, Cochrane, and gray literature sources were searched without date or
language restrictions. Controlled clinical trials evaluating the effects of DVR for a
minimum of seven days in cisgender women were sought. The certainty of

evidence was assessed using the GRADE methodology.

Results: Thirteen studies (18 reports) were included. The pooled estimate
showed a significant 29% reduction in the risk of HIV-1 acquisition versus placebo
(RR=0.71; 95%CI: 0.57-0.88). No differences in effectiveness were observed
compared to PrEP. No differences were observed in pregnancy rates, antiviral
resistance, grade 3-4 adverse events, or genitourinary or pregnancy
complications in the overall analysis or in the studied subgroups, with very low to
low certainty of evidence. An increase in perinatal adverse events was observed
(RR=1.64; 95%CI: 1.03-2.6) compared to PrEP, with moderate certainty of
evidence, which was not consistent in the subgroup analysis of breastfeeding and

pregnant women.

Conclusion: The DVR is an effective prophylactic intervention compared to
placebo, but not superior to PrEP. Some safety outcomes about antiviral
resistance, grade 3-4 adverse effects, obstetric complications and, specially

perinatal complications require further longitudinal research.

Keywords: HIV Infections® / prevention & control, Anti-HIV Agents* / therapeutic
use, Women's Health, Drug Delivery Systems, Systematic Review
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