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Polymeric micellar paclitaxel: Approval challenges and lessons learned
Kouros Motamed
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Cynviloq™ (Genexol-PM®), a non-biologic micellar formulation 
of paclitaxel, utilizes biodegradable di-block copolymers 

composed of methoxy poly (ethylene glycol)-poly (lactide) to form 
micellar nanoparticles with paclitaxel containing a hydrophobic 
core and a hydrophilic shell and is being developed as the next 
generation nanoparticle paclitaxel. Its target indications are solid 
tumors such as metastatic breast cancer, lung, ovarian, bladder, 
pancreatic and melanoma. Herein, we discuss challenges faced 
and lessons learned from a PK bioequivalence trial of Cynviloq vs. 
the FDA approved nanoparticle albumin-bound (nab)-paclitaxel 
(Abraxane®).
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