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Further, accuracy of the method was assessed by spiking the forced deamidated samples into the control sample at
increasing levels. The sample with the lowest deamidation levels (pH 6.8) was used as control due to lack of samples
with no deamidation. When the forced deamidated sample was spiked into the control sample, the deamidation
amount measured in the spiked samples increased correspondingly with the amount of the spike as expected thus
exhibiting excellent linearity for two peptides monitored.

ABSTRACT RESULTS The list of Quality Attributes was created for all the possible Asn deamidation sites in the trastuzumab digest. The
modification calculations were created as relative percentage based on the unmodified form. In case, where
multiple peaks for the modified peptide are present due to the presence of more than one site of modification or
due to isoasp conversion, sum total of all XIC areas were considered for relative percent calculation. Pass/Fail
criteria’s were set based on the results obtained from the near neutral pH sample.

The monoclonal antibody digest was digested in increasing pH level to induce higher deamidation levels. The
deamidation was induced by pH stress keeping rest of the parameters like digestion time, temperature and buffer
type constant so that method induced variations can be minimized All the Asparagine (Asn) sites were monitored and
defined for quantification using MAM workflow in BiopharmaView™ software. The lowest levels of deamidation were

Deamidation is one of the most common modifications which can be induced in monoclonal antibodies during
production and prolonged storage. It is critical to evaluate and monitor of these biologically relevant product
quality attributes (PQAS) during the various stages of product life cycle as these changes can cause structural
changes thus reducing the biological activity and efficacy of the biotherapeutic. Here, we monitored the degree
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be used to refine monitoring of attributes to those that are more susceptible to environmental changes.

MATERIALS AND METHODS

The MAM workflow resulted in the fast and accurate monitoring of the Asparagine deamidation under pH stress
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