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ELISA Assay Design (Direct)
ADA Validation Parameters

Assay cut-point(s)

Titer Precision

Sensitivity

Drug tolerance

Specificity 

Selectivity

Precision (intra- & inter-assay)

Stability of critical reagents (F/T, RT)

Prozone (hook effect)

Hemolysis

Conclusion

-EDO (peptide)

42.02-

8PGN-EDO51

0N/A

®

948.45KLH

 *2019 FDA Guidance for Industry: Immunogenicity Testing of Therapeutic Protein Products – Developing and Validating Assays for Anti-Drug Antibody DetectionDisclosures: All authors are employees of PepGen Inc. and hold PepGen equity 

PGN-EDO51 was non-cytotoxic and resulted in low stimulation in T-cells in vitro                     
and did not elicit any ADA response following 11 monthly doses 
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