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ABSTRACT
Fast dissolving oral delivery systems are solid dosage
forms, which disintegrate or dissolve within 1 minute in the
mouth without drinking water or chewing. Mouth dissolving
film (MDF) is a better alternate to oral disintegrating tablets
due to its novelty, ease of use and the consequent patient
compliance. The purpose of this work was to develop
mouth dissolving oral films of palonosetron HCl, an
antiemetic drug especially used in the prevention and
treatment of chemotherapy-induced nausea and vomiting.
In the present work, the films were prepared by using
solvent casting method with various polymers HPMC E3,
E5 & E15 as a film base synthetic polymer, propylene
glycol as a plasticizer and maltodextrin and other polymers.
Films were found to be satisfactory when evaluated for
thickness, in vitro drug release, folding endurance, drug

content and disintegration time. The surface pH of all the
films was found to be neutral. The in vitro drug release of
optimized formulation F29 was found to be 99.55 ± 6.3 7%
in 7 min. The optimized formulation F29 also showed
satisfactory surface pH, drug content (99.38 ± 0.08 %),
disintegration time of 8 seconds and good stability. FTIR
data revealed that no interaction takes place between the
drug and polymers used in the optimized formulation. In
vitro and in vivo evaluation of the films confirmed their
potential as an innovative dosage form to improve delivery
and quick onset of action of Palonosetron Hydrochloride.
Therefore, the mouth dissolving film of palonosetron is
potentially useful for the treatment of emesis disease where
quick onset of action is desired, also improved patient
compliance.
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Introduction
The oral cavity has been the most prominent site of
drug delivery for a long period. In 1847, Sombrero found
that nitroglycerine was absorbed from the oral cavity
(Ponchel, 1993). Since then various active substances
have been investigated for local or systemic use. These
systems either dissolve or disintegrate generally within a
minute, without needing water or chewing. An important
benefit is the accurate dosing as compared to liquid
dosage forms, mostly used with paediatric patients or in
case of dysphasia (Aggarwal et al., 2011). After buccal
and sublingual administration drug solutes are rapidly
absorbed in to the reticulated vein and are then drained
into the systemic circulation (Smart, 2005). The rapidly
dissolving dosage forms are referred by various names by
researchers
like
quick
disintegrating,
orally
disintegrating, mouth dissolve or melt in mouth dosage
forms (Liang and Chen, 2001; Klancke J, 2003; Parakh
and Gothoskar, 2003). These dosage forms possess
certain specific advantages like no need of water for
disintegration, accurate dosing, rapid onset of action,
ease of transportability, ease of handling, pleasant taste
and improved patient compliance. The delivery system

consists of a very thin oral strip, which is placed on the
patient’s tongue or any oral mucosal tissue, instantly wet
by saliva the film rapidly hydrates and adheres onto the
site of application. It then rapidly disintegrates and
dissolves to release the medication for oral mucosal
absorption (Dinge and Nagarsenker, 2008)
Vomiting, also known as emesis, throwing up, among
other terms, is the involuntary, forceful expulsion of the
contents of one's stomach through the mouth and
sometimes the nose.
Vomiting can be caused by a wide variety of
conditions, it may present as a specific response to
ailments like gastritis or poisoning, or as a non-specific
sequela of disorders ranging from brain tumours and
elevated intracranial pressure to overexposure to
ionizing radiation. The feeling that one is about to vomit
is called nausea, which often proceeds, but does not
always lead to, vomiting (Tintinalli, 2010).
Palonosetron hydrochloride is a white to off-white
crystalline powder. It is freely soluble in water, soluble in
propylene glycol, and slightly soluble in ethanol and 2propanol. It prevents acute and delayed nausea and
vomiting associated with initial and repeat courses of
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