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Objective: This work describes the evaluation of an original multiplex LC-MS/MS method using a ready to-use kit to simultaneously assay 7 mAbs in plasma.

Delivrables: CE-IVD ready-to-use kit allowing the monitoring of Nivolumab, Pembrolizumab, Ipilimumab, Atezolizumab, Bevacizumab, Rituximab, Cetuximab and Trastuzumab.
Technology: LC-MS/MS.

Measuring range: 2 pg/mL to 100 pg/mL concentration range, with no dilution required.
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Analytical validation: It meets the EMA/FDA guidelines.

: I,
Lz Buffer 8 mABXmise The ONC-TDM-01 mAmelse kit Is a uniqgue commercial solution for measuring Cy,,,, concentrations in patient plasma and serum. |t

*Buffer C
| «CutX Buffer
[eCutXmise

o Waste  Purimise contains a stable-isotopically version of the 7 mAbs, ready-to-use calibrators and QC, and all the reagents and consumables required for sample

*Control Samples *NeutralX Buffer | Plate

preparation prior to LC-MS injection.

Plasma whole antibodies (IgG, After washing, the eluate
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In each well is pre-coated with mAbs
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labelled with stable isotope (SIL).

The SIL mAbs (Internal Standard) have the same physico-chemical
properties as the standard antibodies, differing only slightly in mass, The sample collected is

distinguishable by mass spectrometry analysis. purified ) Paffent'sdatos
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Ready-to-use CAL, QC mAbXmise plate: PuriXmise plate: Samples prepared with the kit can be analysed with
and reagents: » SIL-mADbs into mAbXmise plate wells » Whole IgG content, including t-mAbs and SIL- several configurations of LC-MS/MS instruments, QqQ or

» gain of time » Equal quantity in each well mADbs, are purified from the sample HRMS.

» limits handling errors » Resolubilized with patient plasma » Decomplexified sample is then digested and

» Overall process biases normalisation Injected onto the LC-MS/MS instrument.
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