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Similar performance in validation/study analysis in several molecules (sensitivity, DT, CP, study data correlation). 

However, we had a couple of concurrent cases where there were issues: 

ADA sample not 
collected @600hr
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Testing Strategy Considerations
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CVM - Cardiovascular
IMM - immunology
NS - Neuroscience
OPH - Ophthalmology
ONC - Oncology
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Fit-for-purpose validation
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Strategy in line with EBF recommendation*

* Lauren et al, A strategic approach to nonclinical immunogenicity assessment: a recommendation from the EBF, Bioanalysis (2021) 13(7), 537–549
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Guideline on Immunogenicity assessment of therapeutic 
proteins EMEA/CHMP/BMWP/42832/2005 Rev1
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Doing now what patients need next


