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The method validation and analysis of the study samples were performed in compliance with the pertinent guidelines on Bioanalytical Method Validation (FDA 2018; EMA 2011; EMA 2012).

For damoctocog alfa pegol, the calibration range of the procedure was from 1.00 (LLOQ) to 80.0 IU/dL (ULOQ). Mean inter-assay accuracy of back-calculated concentrations (except LLOQ) in calibrators ranged between 98.0% and 102% and precision was ≤ 2.39%. Accuracy and precision at the lowest calibrator (LLOQ) was equal to 99.6% and 0.74%, respectively. Quality control (QC) samples in the concentration range from 2.50 to 60.0 IU/dL were determined with an accuracy of 90.0% to 98.6% and a precision of 8.61% to 10.1%.

For rurioctocog alfa pegol, the calibration range of the procedure was from 1.00 (LLOQ) to 80.0 IU/dL (ULOQ). Mean inter-assay accuracy of back-calculated concentrations (except LLOQ) in calibrators ranged between 98.2% and 102% and precision was 
≤ 1.86%. Accuracy and precision at the lowest calibrator (LLOQ) was equal to 99.9% and 0.65%, respectively. Quality control (QC) samples in the concentration range from 2.50 to 60.0 IU/dL were determined with an accuracy of 98.3% to 108% and a precision of 4.95% to 7.14%.
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