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Use and Limitations of In Vitro
Dissolution Testing:
Topic Introduction and Overview

Lawrence X. Yu, Ph. D.
Deputy Director for Science and Chemistry
Office of Generic Drugs
Food and Drug Administration

Advisory Committee for Pharmaceutical Science
and Clinical Pharmacology
August 8, 2012
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In Vitro Dissolution Testing: Objectives

o Assure batch to batch quality
e Guide development of new formulations

* Provide “process control” and quality
assurance

o Ascertain the need for bioequivalence studies
— Different strengths
— Post-approval changes
— Multi-source products
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Dissolution Testing: Issues

» Dissolution testing can be “non-discriminating”.
« Dissolution testing can be “over discriminating”.

* Products that dissolve about 70% in 45 minutes often
have no medically relevant bioequivalence problems.

« Dissolution testing (especially only a single point
criterion) is often not sufficient to assure product
guality/ bioavailability.

 Demonstration of in vitro-in vivo correlation (IVIVC) is
necessary.
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* IVIVC’s are “Product Specific”. .
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Desired Future State of
In Vitro Dissolution Testing

e Sensitive enough to detect relevant product
changes so as to ensure the guality and
consistent performance of products

* Predictive of In vivo performance of drug
products and thus reduce unnecessary human
studies, accelerate drug development, and
hasten evaluation of post-approval changes
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