ABSTRACT POTENCY ASSAYS FOR ANTI BODY DRUG SUBSTANCE

Bl NDI NG TO AN FC RECEPTOR The invention relates to a
nmet hod of characterizing an anti body, which nethod is
suitable as a potency assay for batch rel ease of a
phar maceuti cal conposition conprising an anti body,
specifically for use when applying for marketing

aut hori zation for said pharnmaceutical conposition. The
assay provided is a nethod for determ ning the potency
of a drug product conprising an FcR binding pepti de,
wherein at | east one nmechani sm of action of the FcR

bi ndi ng peptide of the dr ABSIIRAMXIct is nedi ated through
the binding of the FcR binding peptide of the drug
product to a Fc receptor, wherein said nethod conprises
det @OTENCYASIANS EORANTIBOPY DRYC-SUBSTANCE BINRING TRANFC
the drug product to an Fc RECERIOR . Figure 1

The invention relates to a method of characterizing an antibody, which method is suitable as

a potency assay for batch release of a pharmaceutical composition comprising an antibody,
specifically for use when applying for marketing authorization for said pharmaceutical
composition. The assay provided is a method for determining the potency of a drug product
comprising an FcR binding peptide, wherein at least one mechanism of action of the FcR
binding peptide of the drug product is mediated through the binding of the FcR binding

peptide of the drug product to a Fc receptor, wherein said method comprises determining

the binding of the FcR binding peptide of the drug product to an F¢ receptor.
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