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Developments in analytical methods (QC) to meet US-FDA & EU requirements for rDNA therapeutic proteins
(MAB’s) with special emphasis on the companies & their problems from Asia (India)

he old paradigm of process defines the product is being replaced by analytical methods defining the product. With more

and more IND products losing their patents in the coming years, the biosimilar war is only going to hot up more. As
more countries put in place a regulatory system to regulate the biosimilars, the requirements for biosimilars for entry into
the regulated markets will be very keenly fought by the biosimilar players. The expectations of the regulators namely US, EU
and the Asian regulations would be discussed in detail. The expectations of the analytical methods and some of the industrial
benchmarks for release benchmarks, etc., will be discussed. Though, the expectations of structural evidence for the active
substance (including comparison with reference or natural product), post-translational modifications, conformational data
for macromolecules with special reference to recombinant antibodies, immunological characterization, expression of purity,
strength, etc., would be discussed in detail.
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