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Many monoclonal antibody biosimilar products are coming 
on the market since the world first mAb biosimilar, 

which was Infliximab biosimilar, was approved by EMA and 
commercialized in 2013. In the beginning of commercialization, 
there has been lots of resistance from Healthcare Professionals 
(HCPs) mainly because of their concerns about efficacy and 
safety. In particular, many HCPs wanted to see more data 
about the immunogenicity and other side effect profiles. Now, 
market accessibility of mAb biosimilars has been improved a lot 
and potential concerns of HCP communities are substantially 
reducing because much more data about efficacy and side 
effects including immunogenicity of biosimilar products became 
available from real world experience as well as additional 
clinical trials. In terms of pharmacoeconomics, actually huge 
amount of healthcare budget can be saved from using mAb 
biosimilars and then the saved budget can be used for the 

biologic treatment of much more patients and supporting other 
stakeholders. In another words, the benefit from biosimilars can 
be distributed back to HCPs. The agenda of this presentation 
will be development of biosimilars including quality, market 
accessibility and their pharmacoeconomics.
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