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TEREREEE| 1 1 1 1 27 1 10 5 1 5 172
1R 5 5 5 5 135 1 1 1 1 7 101
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Perspectives on Quality by Design,
a Trend in Quality Assurance of Drugs

BHE B
Haruhiro OKUDA

Abstract

Regulatory authorities and pharmaceutical industries have succeeded in creating many quality
guidelines through ICH activity over last two decades. Recent guidelines (Q8-Ql1 guidelines) are
'aiming to establish the system for assuring pharmaceutical quality applicable throughout its lifecycle.
They intend to promote pharmaceutical development by quality by design (QbD: A systematic ap-
proach to development that begins with predefined objectives and emphasizes product and process
understanding and process control, based on sound science and quality risk management (from ICH
Q8R2)). Robust manufacturing process, continual improvement and flexible regulatory approaches are
expected to realize by implementing these guidelines. It is recommended that Japan improve domes-
tic change management and GMP inspection systems to encourage introduction of QbD approaches.
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# 1 ICH Quality-related Guidelines
Stability: Ql1A-Q1F
Analytical Validation: Q2
Impurities: Q3A-Q3C
Pharmacopoeias: Q4-Q4B
Biotechnological Products: Q5A-Q5E
Specifications: Q6A-Q6B
Good Manufacturing Practice: Q7
Pharmaceutical Development: Q8
Quality Risk Management: Q9
Pharmaceutical Quality System: Q10
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