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Abstract

Quantitative protein mass spectrometry is a promising, yet complex technology that enables precision
diagnostics. It allows for the multiplexed and direct quantitation of analytes at the molecular level,
potentially including identification of proteoforms. Therefore, MS based tests are now proposed more
and more often in the field of clinical chemistry. Yet, quantitative protein mass spectrometry is a
complex technique, which has hampered its applications. To ensure efficient test development, novel
tests should target clinical gaps in the contemporary clinical pathways, and each of five key elements of
test evaluation, as identified by the European Federation for Clinical Chemistry and Laboratory Medicine
should be considered. Moreover, the test should be developed and implemented adhering to ISO 15189
requirements. Here we present our experience in the development and application of quantitative
protein mass spectrometry, and aim to take away the concerns that have kept laboratory medicine from
implementing this promising technology.
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