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RESUMEN

Antecedentes y Objetivos: El dengue es una enfermedad viral de alta carga en paises
tropicales y subtropicales. Dado el control vectorial insuficiente y la ausencia de
antivirales especificos, la vacunacion es una estrategia preventiva clave. La evidencia
sobre TAK-003 (Qdenga) y CYD-TDV (Dengvaxia) es heterogénea. El objetivo fue
identificar y sintetizar evidencia internacional sobre eficacia, seguridad e

inmunogenicidad en poblacién <60 afios de paises endémicos.

Métodos: Scoping Review segun JBI y PRISMA-ScR. Se buscd hasta el 31/05/2025
en PubMed, Scopus, Web of Science y ProQuest. Se incluyeron estudios primarios
(2019-2025).  Eficacia: medidas reportadas para dengue sintomatico
confirmado/virolégicamente confirmado y hospitalizacion. Seguridad: eventos
adversos locales/sistémicos, eventos adversos graves y sefiales de potenciacion
dependiente de anticuerpos. Inmunogenicidad: titulos neutralizantes y

seroconversion. Dos revisores seleccionaron estudios; sintesis descriptiva.

Resultados: De 2105 registros, 23 estudios fueron incluidos. En ensayos fase 3 y
seguimientos, TAK-003 reportd estimaciones elevadas para dengue sintomatico y
proteccion consistente frente a hospitalizacion, con mayor rendimiento para DENV-
2 y heterogeneidad para DENV-3/DENV-4. En condiciones reales (test-negative) se
reportaron estimaciones de efectividad. Los analisis integrados describieron eventos
adversos mayormente leves a moderados y tasas de eventos adversos graves similares
a placebo. Para CYD-TDV se describieron restricciones por mayor riesgo en

seronegativos.
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Conclusiones: La evidencia sintetizada indica que TAK-003 reporta estimaciones
consistentes de proteccion frente a hospitalizacion y seguridad descrita en los estudios
incluidos, mientras que CYD-TDV mantiene limitaciones vinculadas al estado
serologico basal. Persisten vacios sobre duracion de proteccion y correlatos

inmunolégicos, por lo que se requiere seguimiento a largo plazo.

Palabras clave: Dengue; Vacunas; TAK-003; CYD-TDV; Scoping Review; Eficacia;

Seguridad.
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ABSTRACT

Background and Objectives: Dengue is a high-burden viral disease in tropical and
subtropical countries. Given insufficient vector control and the absence of specific
antivirals, vaccination is a key preventive strategy. Evidence on TAK-003 (Qdenga)
and CYD-TDV (Dengvaxia) is heterogeneous. The objective was to identify and
synthesize international evidence on efficacy, safety, and immunogenicity in

populations <60 years of age living in endemic countries.

Methods: A scoping review was conducted according to JBI and reported following
PRISMA-ScR. The search was performed up to May 31, 2025, in PubMed, Scopus,
Web of Science, and ProQuest. Primary studies (2019-2025) were included. Efficacy
was defined as reported measures for symptomatic/virologically confirmed dengue
and hospitalization. Safety included local/systemic adverse events, serious adverse
events, and signals of antibody-dependent enhancement. Immunogenicity was
assessed through neutralizing antibody titers and seroconversion. Two reviewers

independently selected studies; synthesis was descriptive.

Results: Of 2,105 records, 23 studies were included. In phase 3 trials and follow-up
studies, TAK-003 reported elevated estimates for symptomatic dengue and consistent
protection against hospitalization, with greater performance against DENV-2 and
heterogeneity for DENV-3/DENV-4. In real-world settings (test-negative design),
effectiveness estimates were reported. Integrated analyses described mostly mild to
moderate adverse events and serious adverse event rates similar to placebo. For CYD-

TDV, restrictions were described due to higher risk in seronegative individuals.
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Conclusions: The synthesized evidence indicates that TAK-003 reports consistent
protection estimates against hospitalization and safety as described in the included
studies, whereas CYD-TDV maintains limitations related to baseline serological
status. Gaps remain regarding duration of protection and immunological correlates,

requiring long-term follow-up.

Keywords: Dengue; Vaccines; TAK-003; CYD-TDV; Efficacy; Safety.
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