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BACKGROUND INFROMATION

« The peptide drug market has rapidly expanded and is expected to generate in excess of $50 billion for manufacturers. While synthetic peptide synthesis is a cost-effective approach for producing these drugs,
regulatory agencies are concerned that impurities resulting from the manufacturing process could introduce an unwanted immune response. Impurities can result from changes in the sequences due to deletions,
insertions, substitutions, modifications and other impurities related to the synthetic production.

« Here we provide a case study of two generic peptide drug products, salmon calcitonin and teriparatide, approved for the treatment of post-menopausal osteoporosis. Both peptides contain a promiscuous T cell
epitope shown to bind multiple class Il HLA DRB1 alleles, while leading to differences in clinical immunogenicity of the peptides themselves along with impurities that arise from the manufacturing process.
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e Understanding the immunogenic or tolerogenic properties of a synthetic peptide drug is crucial to understanding the impact of impurities on the immunogenicity of the final REFERENCES
drug pI’OdUCt. Some of the data presented was funded in part
e Peptide impurities derived from immunogenic therapeutic peptides are unlikely to raise the immunogenicity profile of the drug product, while peptide impurities derived from by FDA Contract # HHSF223018186C.

non-immunogenic peptides have a greater chance of enhancing the immunogenicity to the drug product. Manuscript in preparation
e In silico evaluation followed by complementary in vitro studies provide a critical understanding of the immunogenic nature of both the API peptide and its impurities.

For questions regarding in silico immunogenicity analysis of peptide therapeutics and related impurities please contact info@epivax.com www.epivax.com
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