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A systematic approach that begins with predefined objectives and
emphasizes product and process understanding and process control,

based on sound science and quality risk management.

* ICH Guideline Q8 Pharmaceutical Development
* PIC/S Guide to GMP Annex 15 Qualification and validation
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(ICH O10) Q9 Quality Risk Management

' Q10 Pharmaceutical Quality System

Q11 Development and Manufacture of Drug Substances
Q12 Lifecycle Management

Q13 Continuous Manufacturing of DS and DP

Q14 Analytical Procedure Development
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Parameter-based apporach






o Pharmaceutical cGMPs for the

21st Century

 Guidance for Industry, Q8, Q9,
& Q10 Questions and Answers

« Applying ICH Q8(R2), Q9, and Q10
Principles to Chemistry,

Manufacturing, and Controls Review

YCICH

« ICH Guidance

- Q8 : Pharmaceutical Development

- Q9 : Quality Risk Management

- Q10 : Pharmaceutical Quality System

- Q11 : Development and Manufacture
of Drug Substances

- Q12 Lifecycle Management
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