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– ADA Assay Development & Validation

– IND Submission
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– Program Data Meta-Analysis

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

– NDA Submission
– BLA Content

Pre-Clinical

Immunogenicity Assessment

PT, TK and PD Clinical PK Analysis

Biomarker AnalysisBiomarker Assessment

Phase I Phase II Phase III NDA, BLA MKT

Navigating Through the Immunogenicity Assessment 
comprehensive 

services

Integrated 
Medical 

Development 
statistical 
expertise

 
bio-reagent 
generation

WuXi AppTec collaboration with Integrated 
Medical Development provides a seamless solution 
from bioreagent generation to statistical analysis 
to meet our client's need. Clients recieve accurate 
data for their biotherapeutic, with key information
that can be submitted to regulatory agencies, 
thus reducing the risk of clinical delays.
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