Biosimilars-2013

“Mlcsgv _OUp 2" International Conference and Exhibition on

= . . - .
cuniererce: BIOWAIVErs & Biosimilars
Accelerating Sclentiflc Discovery

September 23-25, 2013 Raleigh, North Carolina, USA

The Relevance of Immunogenicity in Preclinical Development

Ciriaco Maraschiello
Harlan Laboratories Inc, Taiwan

Abstract

The relevance of immunogenicity in preclinical trials will be discussed as a hot topic in the development of
biopharmaceuticals and biosimilars. The preclinical and non clinical development of Biopharmaceuticals and
related regulatory issues will be reviewed and discussed. Two preclinical cases involving parenteral administration
will be presented and discussed in terms of immunogenicity and relevant species for the preclinical safety
assessment. Study designs and results will be presented. The prediction of immunogenicity and the Cytokine
Release Syndrome as part of anaphylactoid reactions will be also discussed.
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