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Bioprocessing):

0 of 0 people found the following review helpful. Review for the book- Porcess Validation in Manufacturing of
Biopharmaceuticals, 2012By Hugo RomanExcellent reference resource; perhaps you need a deep understanding of
validation to follow it. My suggestion isto include examples (483's, approval letters etc...) or to design activities you
can use with prospective students that are required to use it as a textbook for a process validation course.Excellent
purchasing experience...1 of 1 people found the following review helpful. Process Validation in Manufacturing of
Pharmaceuticals, Third Edition (Biotechnology and Bioprocessing)By Chris PThe third edition of Process Validation
in Manufacturing of Biopharmaceuticalsisamix of new and updated chapters. | particularly enjoyed reading the
chapters on new US FDA guidance on process validation, risk based validation and process validation with a CMO.
Overdll, | felt the book remains THE reference on the subject of process validation, particularly for biotech
therapeutics and is atimeless reference and guide on the subject and is applicable to any drug manufacturing process
that employs chromatography. Kudos to the editors and authors for such a great job! 3 of 3 people found the following
review helpful. The content is almost identical to the existing bookBy Hideharu Shintani The content of this book is
almost identical to the book entitled Process Validation in manufacturing of Biopharmaceuticals edited by Anurag
Singh Rathore and Gail Sofner From Informa. Only afew title is newly added. | have no idea other titles are revised or
updated because | have no intention to purchase this kind of repetition book.

Process Validation in Manufacturing of Biopharmaceuticals, Third Edition delves into the key aspects and current
practices of process validation. It includes discussion on the final version of the FDA 2011 Guidance for Industry on
Process Validation Principles and Practices, commonly referred to as the Process Validation Guidance or PV G, issued
in final form on January 24, 2011. The book also provides guidelines and current practices, as well asindustrial case
studiesillustrating the different approaches that can be taken for successful validation of biopharmaceutical processes.
Case studies include Process validation for membrane chromatography Leveraging multivariate analysis tools to
qualify scale-down models A matrix approach for process validation of a multivalent bacterial vaccine Purification
validation for a therapeutic monoclonal antibody expressed and secreted by Chinese Hamster Ovary (CHO) cells Vira
clearance validation studies for a product produced in a human cell line A much-needed resource, this book presents
process characterization techniques for scaling down unit operations in biopharmaceutical manufacturing, including
chromatography, chemical modification reactions, ultrafiltration, and microfiltration. It also provides practical
methods to test raw materials and in-process samples. Stressing the importance of taking a risk-based approach
towards computerized system compliance, this book will help you and your team ascertain process validation is
carried out and exceeds expectations.
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Perspectives and Case Studies (2009), Elements of Biopharmaceutical Production (2007), Process Validation (2005),
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