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Immunogenicity Assessment spans pre-clinical through clinical to assess risk 
for First in Human

– ADA Assay Development & Validation

– IND Submission
– Study Design & Statistical Analysis Plan Design

– Sample Analysis & Data Aquisition
– Study Data Analysis & Interpretation

– Program Data Meta-Analysis

– Immunogenicity Risk Assessment
– Study Design & Statistical Analysis Plan Design

– NDA Submission
– BLA Content

Pre-Clinical
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PT, TK and PD Clinical PK Analysis

Biomarker AnalysisBiomarker Assessment

Phase I Phase II Phase III NDA, BLA MKT
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