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_ _ _ . Figure 4 shows the log scale standard curve for Kadcyla® in human plasma from samples tested at low and high QC levels of Kadcyla®. 10 different human plasma
The tables_ in the_ figure above. outline the MS parameters and mass transitions f0|_r 50-10,000 ng/mL range. A regression of linear with 1/x2 weighing is applied to the lots were used to test matrix effect. The percent deviations from the theoretical
the analysis of signature peptide IYPTNGYTR and its stable labeled flanking peptide. curve. Ratio of Kadcyla® to flanking peptide corresponding to signature peptide is concentration are also noted for matrix effect, 2% hemolyzed and lipemic samples.
used in the calculation of the concentrations of the standards. The percent deviation is within 20% for 8 out of 10 plasma lots at low QC level, while all

the 10 lots of plasma quantified with <20% deviation from theoretical at high QC level.
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