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Paclitaxel oral (DHP107) vs. IV en
cancer de mama HER2- negativo
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Paclitaxel IV requiere solventes — reacciones
adversas y visitas hospitalarias.

DHP107 (Liporaxel®): formulacion oral sin
solventes.

Obijetivo: demostrar no inferioridad en SLP vs. IV.
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Diseno del Estudio

« Ensayo fase lll, abierto, multinacional, aleatorizado.

» 402 pacientes con cancer de mama HER2-
recurrente/metastasico.

« DHP107 oral vs. paclitaxel IV.

* Objetivo primario: supervivencia libre de progresion
(SLP valorada por el investigador).

* Objetivos secundarios: SLP (valorada centralmente)
SG, ORR, calidad de vida.
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Resultados principales -

« SLP mediana: 10,02 meses (oral) vs. 8,54 meses (IV).
(HR 0,869; (95% ClI, 0,707-1,068).

« SG mediana: 32,62 vs 31,80 (HR: 0,967; (95% CI,
0,762-1,22) .

« Tasa Respuesta objetiva 43,32% vs 38,78% y Tasa
Control de la enfermedad 89,17% vs 84,41%.

« Tiempo hasta el fracaso del tratamiento mediana 7,62
vs 7,43.
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Conclusions

» This study demonstrated non-inferiority of DHP107 versus IV paclitaxel in
terms of progression-free survival.

Overall survival, objective response rate, disease control rate, time to treatment
failure, and QoL are comparable between DHP 107 and IV paclitaxel.

DHP107 exhibited a clinically manageable safety profile with lower incidences
of peripheral neuropathy, hypersensitivity reactions, and infusion-related
reactions.

DHP107 is an effective, convenient alternative to IV paclitaxel for patients with HER2-
negative mBC, supporting its potential role in routine clinical practice.
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Key Takeaway Points/Conclusions

Oral paclitaxel, DHP107, demonstrated comparable efficacy to
IV paclitaxel with tolerable and manageable toxicity
in chemotherapy-naive, HER2-negative mBC.

DHP107 is an effective, convenient alternative to IV paclitaxel for
patients with HER2-negative mBC,
supporting its potential role in routine clinical practice.
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