Optimization of a Novel CHO Cell Bank Production Method 
A new platform process flow was recently developed to replace traditional methods for generating CHO master and working cell banks (MCBs and WCBs). The process, referred to as ICeBOUND (Improved Cell Banking Operations Utilizing Novel Disposables), utilizes a series of single-use equipment in place of conventional glass/stainless steel equipment for cell accumulation, harvest and concentration. Implementation of the novel process has several drivers:

· To mitigate risk of using of nearly obsolete equipment (lacking replacement parts/ service support)

· To standardize commercial cell bank generation processes (for MCBs and WCBs)
· To reduce open processing and risk of contamination

· To reduce time and labor associated with cleaning and sterilization operations and validation

· To keep pace with industry trends in single-use technology application
Initial proof of concept studies comparing ICeBOUND derived cell banks to traditional MCBs or WCBs did not meet acceptance criteria. Poor thaw performance and comparability was observed for several cell lines, where viabilities were offset from controls during primary culture. The investigation that followed took a systematic approach to optimize each phase of the process. Several modifications were made to improve growth and viability of cultures during the cell accumulation phase. In the end, it was found that simple, yet important, enhancements could be made to the harvest and cell pooling steps to provide better control over the cell pool environment up to and during ampoule filling. A summary of the troubleshooting strategy, process enhancements and final process confirmation results will be presented.

