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FIGURE 22.19 Calculation of percentage coefficient of variation (% CV) of Cmax and AUCO-t for
Spherazole™ CR tablet, 100 mg, compared with Sporanox® capsule. (Note: Types A and B are differed in lev-
els of rate-controlling excipients.) (Adapted from Jacob, J., Gastroretentive, bioadhesive drug delivery system
for controlled release of itraconazole: Pharmacokinetics of Spherazole™ CR in healthy human volunteers,
Controlled Release Society 34th Annual Meeting and Exposition, 2006.)

FUTURE PERSPECTIVES

Given the abundance of water-insoluble or poorly water-soluble drugs, as well as drugs exhibit-
ing other development challenges such as metabolic and enzymatic instability, the pharmaceutical
industry continues to seek solutions to overcome these limitations to develop innovative, clinically
safe, and patient-friendly products. As said earlier, MR delivery products offer tremendous advan-
tages with respect to therapeutic indices, pharmacoeconomics, and patient compliance. In addition,
the MR products provide prolonged market life and are cited as one of the most important life-cycle
management strategies for the innovative, therapeutically effective compounds.

One of the future focuses in research and development of MR oral dosage forms for poorly
water-soluble drugs will be to conduct systematic studies to address the challenges associated with
the functional parameters, in particular, physicochemical properties of the compound and GI physi-
ological environment and factors that have significant impact on dosage form design. Efforts should
also be made to improve the robustness and capability of various delivery designs applicable to
poorly water-soluble drugs that have been discussed in this chapter with continuous understanding
of delivery mechanism and product performance in vitro and in vivo.
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