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Additional Information on Bioanalytical Methods
Matrix effects were assessed in plasma from individuals and in plasma that was hemolyzed or hyperlipidemic. There were no significant matrix effects in individuals or in lipidemic plasma, with the exception of 6-OH-CBD. In hemolyzed plasma, there was a matrix effect affecting 6-OH-CBD and 7-OH-CBD. Therefore, all plasma samples noted to be hemolyzed were analyzed, but data were not reported for 6-OH-CBD and 7-OH-CBD. Matrix effects were assessed in plasma from donors with impaired renal function and demonstrated acceptable precision and accuracy for all CBD analytes.
Consistent with the therapeutic indication, interference with the assay was assessed in the presence of commonly co-administered anti-epileptic drugs and found to be acceptable.
During the validations, a 10-fold dilution was validated for all analytes in plasma, with no significant carryover observed.
7-COOH-CBD was analyzed across two concentration ranges resulting in a net range of 0.25-20000ng/mL, with a lower range of 0.250-250 ng/mL (Linear 1/X2) and an upper range of 180-20000 ng/mL (Quadratic 1/X). The lower limit of quantification in all cases was accepted as the lowest standard on the calibration curve.


