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Validation of Process for Virus Removal from Recombinant Monoclonal Anti—
body Product by Affinity Chromatography
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JIA Qian “New Drug R&D Center North China Pharmaceutical Corporation State Key Laboratory for Develop—
ment of Antibody Drugs Shijiazhuang 050015 China

[Abstract] Objective To verify the process for virus removal from recombinant monoclonal antibody product by affinity chromatography.
Methods The efficacies of virus removal from recombinant monoclonal antibody against rabies virus by novel and traditional rProtein A Sepharose
Fast Flow rProtein A SFF  chromatography were evaluated using influenza virus subtype HIN1 herpes simplex virus type 1 and adenovirus type 5 as
model viruses. Results All the titers of three kinds of model viruses decreased by more than 4. 0 logyo after purification by novel and traditional
rProtein A SFF chromatography. Conclusion The rProtein A SFF affinity chromatography is effective in removal of potential virus contamination
from recombinant monoclonal antibody products.
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