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An area of intense focus in the preclinical and clinical testing of biosimilars is the measurement of anti-drug antibodies and 
comparison of relative immunogenicity rates of the biosimilar and the innovator products. Although the draft FDA guidance 

for biosimilars was issued earlier this year, there is a clear lack of detail in the description of how these assays should be developed, 
validated and implemented within a biosimilar program. This presentation will focus on the strategies that can be employed 
to develop and validate immunogenicity assays to support preclinical and clinical biosimilar programs. The debate currently 
underway amongst the scientific community to determine if one or two assays are necessary to compare the immunogenicity rates 
between the biosimilar and innovator products in these programs will be analyzed. This presentation will also investigate some 
of the pros and cons to the various strategies that may be employed to support a preclinical and clinical biosimilar program. It is 
imperative that a scientifically sound approach be used when embarking on the development and validation of immunogenicity 
assays to support a biosimilar program.
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