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Bioanalytical strategy for biosimilars: Recommended steps for establishment of comparability
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Bioanalytical comparability is an important step in establishing biosimilarity between a biosimilar and its reference
therapeutic. Results from bioanalytical analyses determine the final efficacy of a biosimilar drug compared to its reference
therapeutic; in a head to head trial. Ligand binding assays are one of the most popular and routinely used analytical techniques
for the bioanalysis of biosimilars. For dependable results, drug specific ligand binding assay development and fit for purpose
validation should follow unique strategies for comparison of any two specific drugs. Owing to the complexity in the structure
of biosimilars, adequate study of the two drugs in the development and validation phasesshould be done before designing
sample analysis studies. Appropriate statistical tools should be employed in interpreting assay results to ensure that differences,
if any, are called out on time. In this discussion, recommendation on appropriate and systematic strategies for comparability
of Biosimilars using ligand binding assays will be made based on the author’s experience and current regulatory expectations.
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