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QUALITY BY DESIGN (QbD) AND PHARMACEUTICAL

QUALITY ASSESSMENT: ANALYTICAL ASPECTS
Moheb M. Nasr
Office of New Drug Quality Assessment (ONDQA)
Center for Drug Evaluation and Research (CDER)
the U.S. Food and Drug Administration (FDA), USA

E-mail: moheb.nasr@fda.hhs.gov
QbD is a systematic approach to pharmaceutical development and product lifecycle management. It is a systematic undertaking, rather than empirical experimentation, that begins with predefined objectives and emphasizes enhanced product and process understanding based on sound science and mechanistic and engineering principles.   Inclusion of enhanced pharmaceutical development information in the submissions will provide the applicants the opportunity for flexible regulatory approaches, recognizing however, the degree of regulatory flexibility is predicated on the level of demonstrated product and process understanding.  This presentation will outline FDA’s efforts in facilitating the implementation of QbD and describe how enhanced product knowledge and process understanding information enable FDA to perform a more science and risk-based assessment.  The important role of analytical development and validation will be discussed.  A summary of the progress made to date and the continued challenges facing the industry and FDA will also be presented.
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