
Table of Contents

PRODUCTION 

Upstream Processing
► SOP: Process Controlled Fed-Batch Fermentation of 
               Recombinant HSA Secreting Pichia pastoris............................................. 1
► SOP: New Brunswick BioFlo 3000 Bioreactor ................................................. 11
► Batch Record: HSA Production from Pichia pastoris ...................................... 31
► Competencies List: Upstream Processing ...................................................... 47

Downstream Processing
► SOP: Tangential Flow Filtration of HSA Process .............................................. 49
► SOP: Millipore Pellicon XL Tangential Flow Filter............................................ 51
► SOP: Affinity Chromatography of HSA ............................................................ 55
► SOP: BioLogic LP Chromatography System Operation .................................... 59
► Batch Record: HSA Production from Pichia pastoris Downstream Process .... 69
► Competencies List: Downstream Processing.................................................. 79

QUALITY CONTROL

QC Biochemistry
► SOP: SDS-PAGE ............................................................................................... 81
► SOP: Xcell SureLock Mini-Cell Gel Box ............................................................ 85
► SOP: HSA ELISA SOP ........................................................................................ 89
► SOP: BioTek Elx 8080UI Automated Microplate Reader ................................. 97
► Competencies List: Quality Control Biochemistry ........................................ 101

Appendix
► Protocol: Short Protocol for Human Serum Albumin 
                            Production in a Shake Flask ...................................................... 103

Pichia pastoris - HSA
CORE PRODUCTION SYSTEM


