
iii

Table of Contents

List of Tables iv

List of Figures vi

CHAPTER 1: Overview of Monoclonal Antibody Therapeutics 1

CHAPTER 2: Monoclonal Antibody Discovery Technologies 21

CHAPTER 3: CMC Activities For Monoclonal Antibody Development 35

CHAPTER 4: Analytical Methods 61

CHAPTER 5: Cell Line Development and Engineering 99

CHAPTER 6: Cell Culture Development and Scale-up 123

CHAPTER 7: Purification Development and Scale-up 145

CHAPTER 8: High Throughput Methods for Process Development 185

CHAPTER 9: Formulation Development and Stability 199

CHAPTER 10: Drug Product Manufacturing 233

CHAPTER 11: Comparability 247

CHAPTER 12: Process Validation 267

CHAPTER 13: Manufacturing Strategies 291

CHAPTER 14: Managing Manufacturing Economics 307

Index 334


