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A Puzzle Over Decades

• Genetic control over immune responses
• An Immune Response (Ir) Gene
• Linkage to graft rejection associated loci (MHC)

This Photo by Unknown Author is licensed under CC BY-SA

1970

• Initially thought to be a T-cell Receptor gene located 
between unrelated histocompatibility markers

https://en.wikipedia.org/wiki/Rubik%27s_Cube
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A Puzzle Over Decades

• MHC Restriction: Immune cell & Target (or APC)
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1975

• MHC on target cell matters
• Immunoprecipitation, serology, monoclonal antibodies to 

MHC provide evidence the genetic linkage is identity
• Does MHC bind antigen?
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Goals

• Discuss regulatory concerns and considerations 
regarding the use of non-clinical assays for 
immunogenicity assessment of generic peptides

• Foster communication regarding technical 
challenges with validating or performing assays to 
assess immunogenicity risk and help establish best 
practices. 

• Explore future research directions that the facilitate 
the  performance of sensitive and reproducible 
assays to assess the immunogenicity risk of 
impurities in generic peptide products



Thank You!
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