
    
      
        
          
        
      

    


About The Book

Pharma Sprint 30 – QbD Skill Burst is a practical guide designed for pharma professionals and students, focusing on Quality by Design (QbD) principles to ensure robust, reproducible, and high-quality pharmaceutical products. Covering 30 essential skills, the book provides actionable insights into formulation optimization, process development, analytical QbD, PAT implementation, risk management, and lifecycle management. Real-world case studies and examples help readers apply QbD principles in formulation, manufacturing, analytical methods, and regulatory compliance. Ideal for QA/QC professionals, formulation scientists, regulatory specialists, and clinical researchers, this guide empowers readers to enhance professional competence, ensure compliance, optimize processes, and deliver consistent patient-safe products.
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The author is a pharmaceutical professional with a strong background in Pharma Research and Development, Regulatory Affairs, Quality Systems, and Clinical Research, bringing years of research insight and industry exposure to this book. Passionate about simplifying complex concepts, the author has guided students, entry-level professionals, and organizations in understanding the practical aspects of pharma regulations and compliance.

With experience spanning drug development, dossier preparation, inspections, and global regulatory strategies, the author offers a unique blend of technical knowledge and real-world application. This book is a reflection of that journey—transforming day-to-day challenges into scenario-based learning.
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Introduction
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Quality by Design (QbD) is a science- and risk-based approach to pharmaceutical development that ensures product quality, process robustness, and regulatory compliance. By integrating critical quality attributes (CQAs), critical process parameters (CPPs), design space, control strategies, and risk assessment, QbD provides a structured framework for developing reliable and efficient manufacturing processes. This book simplifies QbD into 30 actionable skills, covering formulation design, analytical methods, PAT, lifecycle management, and continuous improvement. Case studies illustrate practical application in real-world scenarios, helping readers understand how to implement QbD effectively across development and manufacturing. Integration with regulatory guidelines, GMP standards, and knowledge management ensures readiness for audits, inspections, and regulatory submissions. Mastery of these skills strengthens professional expertise in formulation, QA/QC, manufacturing, analytical development, and regulatory affairs. Readers will gain a comprehensive, practical, and actionable understanding of QbD principles to ensure robust, safe, and high-quality pharmaceutical products.

QbD also emphasizes continuous learning, knowledge integration, and risk-based decision-making, making it a cornerstone for modern pharmaceutical development and lifecycle management. Applying these principles reduces batch failures, deviations, and regulatory non-compliance, while enhancing process efficiency, product reliability, and patient safety. This book serves as a concise, practical guide to mastering QbD principles, enabling professionals to accelerate learning, optimize processes, and enhance regulatory readiness.
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