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Abstract:

Quality by Design - New paradigm in Pharmaceutical Product
Life Cycle.

QbD has stirred pharma world w.r.t. new product filings and
compliance. Enforcement of QbD in pharmaceutical develop-
ment and continuing with product life cycle management has
brought out an increased no of 483s to the no of manufactur-
ers including giant pharma companies. And also decreased no
of approvals after QbD enforcement. In this era of competi-
tion, quality has been given prime magnitude; failure to meet
such quality allied goals produces massive shift of company in
share of market. Recent past years have witnessed this through
no of 483s to big pharma giants. “Quality could be planned
and most of quality deficit arises in the way process is planned
and developed”, this thought gives foundation to the concept
of quality by design (QbD).

Quality, today’s integral part of pharmaceutical development
and buzz word to Pharma. But, “Quality has Quality Only if Its
Quality is Qualified” (own statement). Quality is actually hav-
ing “Design Driven Origin”. Quality cannot be accomplished
fully by traditional “trial and error” methodology as there are
many constraints. These constraints created need of effective,
efficient, systematic, more science-based paradigm worldwide
that we called as QbD (Quality by Design). QbD, a buzz word
in current pharma world which covers ultimate Product Life
Cycle and emphasizes mainly on “Builtin Quality” of pharma-
ceutical products.

QbD emphasize the development of pharmaceutical product
based on sound scientific principles which accelerates the prog-
ress of formulation development by the virtue of keen knowl-
edge and science-based brain storming leads to precise Quality
process and product. This systematic science-based approach
leads to smooth developmentregulatory review-approval inter-
face and manufacturing-compliance-review interface.
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