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mAbs are complex...but can be thoroughly
characterized using state-of-the-art analytics

Figure 5.1  Monoclonal antibody characterization techniques. (From 
FDA—Biosimilars: An update. August 2012. http://www.fda.gov​
/ downloads/AdvisoryCommittees/CommitteesMeetingMaterials​/Drugs​
/ AdvisoryCommitteeforPharmaceuticalScienceandClinicalPharmacology​
/ UCM315764.pdf.)
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Figure 5.2  Orthogonal assays are addressing multiple functions. 
(From FDA—Biosimilars: An update. August 2012. http://www.fda.gov​
/downloads/AdvisoryCommittees/Committees​MeetingMaterials/Drugs​
/ AdvisoryCommitteeforPharmaceuticalScience​andClinicalPharmacology​
/ UCM315764.pdf.)
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