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Screening studies were performed to identify suitable receptor solutions * The Stoab'I'FV data indicated that mechlorethamine was more stable in solvent system A after 4 hours of incubation * Pilot IVRT data (Figure 5) suggested that the release of mechlorethamine was linear
that may be used in an IVRT study by assessing the solubility of at 32 °C (Figure 2). (r’> 0.97) over the 4-hour IVRT study duration when nylon membrane was utilized
mechlorethamine hydrochloride in propylene glycol, diethylene glycol d Membrane compatibility study with solvent system A.
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CONCLUSION(S)

The current work demonstrates that:

solubility studies, stability of mechlorethamine was then studied at 32°C
in the selected receptor solutions. Specifically, solutions of
mechlorethamine were prepared in two solvent systems: solvent system
A (propylene glycol: water 50:50 v/v with 0.5% w/v ascorbic acid) and
solvent system B (diethylene glycol monoethyl ether: water 50:50 v/v
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» It may be feasible to develop an IVRT method for mechlorethamine hydrochloride
topical gel using a vertical diffusion cell.
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» Mechlorethamine hydrochloride is stable and soluble in solvent system A and
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samples were withdrawn from each vial and analyzed. The two receptor Y °
solutions and two different types of membrane, nylon (SteriTech®) and a Figure 3: Mechlorethamine membrane compatibility study in A) solvent system A and B) solvent system B (Data are presented as Mean + SD, n = 3) » Additional work is needed to assess the discriminatory capability of the method to

be able to use such a method as a component of characterization-based
approaches for evaluating bioequivalence.

polytetrafluoroethylene (PTFE, Millipore Fluoropore®), were evaluated
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 The observed release profile did not meet the currently recommended threshold for linearity for solvent system A
with the PTFE membrane (Figure 4), or solvent system B with either membrane.
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