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Assessing Immunogenicity in the clinic
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Tiered assay approach for immunogenicity in a GCP study

http://www.europeanbioanalysisforum.eu 4

Focus of
session

Immunogenicity = ADA + PK + PD/NAb + Clinical symptoms 



White Paper Guidance
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Presented at EBF Immunogenicity meeting in 2016 



Considerations for defining approaches 
for NAb assays
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Wu et al



Implementing Nab assays that have an 
appropriate scientific rationale
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3 Area’s that define an appropriate scientific rationale:

Ø Risk Based Assessment
– What is the likely need of assay for characterization of unwanted 

immunogenicity
– Safety impact of non redundant endogenous counterparts

Ø Mechanism of Action
– Does assay reflect biological mechanism for therapeutic

Ø Assay Performance
– Sensitivity
– Precision
– Matrix interference 
– Drug Tolerance

Session today will cover case studies of how 
these areas can be addressed


