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CONCLUSION

The need to develop predictive dissolution methods for low solubility drugs is growing. The use
of surfactants in the dissolution media is widely accepted in quality control dissolution methods.
Characterization of the drug solubility in SGF/SIF provides insight into whether the levels of sur-
factant are similar to the solubilization found in vivo. Examples are provided to illustrate the devel-
opment of meaningful dissolution tests. Regulatory challenges include how to evaluate proposed
dissolution methods that are used for both product quality control and in vivo performance prediction.

FUTURE DEVELOPMENT

Industry and regulatory scientists have made every effort in developing dissolution tests to meet at
least two objectives: a quality control tool to assure batch-to-batch consistency and an in vitro sur-
rogate for product performance that can guide formulation development and ascertain the need for
bioequivalence tests. Since conditions that are optimum for the quality control purpose may not be
applicable for establishing an IVIVC, it may be beneficial to develop and use two kinds of dissolu-
tion tests: one for quality control and the other for in vivo performance, to meet different objectives.
The quality control test is sensitive enough to relevant product changes that ensure the high quality
and consistent performance of products, while the dissolution test for IVIVC can predict in vivo
performance of drug products and thus reduce unnecessary human studies, accelerate drug develop-
ment, and hasten validation of postapproval changes.

Currently, the regulatory dissolution method is generally drug or drug product specific. Each
drug product uses a different dissolution method, resulting in the development of IVIVC on a trial
and error basis (Zhang and Yu 2004). Therefore, dissolution data gathered from thousands of dis-
solution tests can rarely be used to gain dissolution knowledge that helps to understand the in vivo
performance of drug products. Furthermore, there is really no strong scientific and regulatory rea-
son that immediate-release solid oral products of similar drugs cannot use a comparable dissolution
method for predicting in vivo bioavailability and bioequivalence. Therefore, we should develop
appropriate biorelevant dissolution testing methods, and academia, industry, and regulatory agen-
cies should put more emphasis on devising predictive dissolution testing.
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