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(57) Abstract: Herein is reported a method for de-
termining whether a re-useable chromatography
column packing, which is used at least for the second
time in a purification step of a purification of a poly-
peptide, has reduced separation efficacy in said puri-
fication step of said purification of said polypeptide,
comprising in particular the following steps: a) identi-
fying and determining the experimental data of an in-
ert change of at least one physicochemical parameter
of a mobile phase passing through said re-useable
chromatography column packing, b) determining the
parameters of a function of formula (I) by fitting the
experimental data of the inert change of the physico-
chemical parameter of the at least second use, ¢) de-
termining the difference between the experimental
data of the inert change of the physicochemical para-
meter of the at least second use and the function of
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formula (I) with the parameters determined in step b).
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