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iological comparability of biosimilars is closely related to the clinical effectiveness. Potency assays mimic the in vivo

biological activities expected from the drug. Some biological activities are extremely complex to measure, this is however
related to the reason some monoclonal antibodies are successful as drugs is because of the many different pathways these
molecules can act on to treat disease. Remicade’s (Rituximab) critical function is to link the Fc portion of Remicadeto natural
killer cells and mediate antibody dependent cell cytotoxicity and complement dependent cytotoxic, Rituximab also increases
MHC II and adhesion molecules, it elicits shedding of CD23, it down regulates the B cell receptor and it induces apoptosis.
All of these biological processes are able to be assessed using in vitro assays. Biosimilar manufacturers challenge is to assess
the variability of the innovator molecules in these assays using different batches and then to assess their biosimilar version
and making the argument that these are “similar”. The presentation will discuss a number of key assays which form the critical
quality attributes and are used as an “off-the-shelf” analytics to allow developers to compare their molecule against the relevant
innovator molecules. The Innovator library of data allows the data generated from the biosimilar batches to be assessed in
the context of a long history of testing batches of innovator molecule. Humira (Adalimumab) has been chosen as the model
biosimilar for this presentation and this shall be set as the reference monoclonal antibody.
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