


Limitations

This Bio-Rad IVD assay specifically targets BCR-ABL1 p210 major variants (b2/a2 and b3/a2). Rare or alternate rearrangements, 
including p190 or p230 variants, are not detected by this assay. The assay is subject to inherent limitations associated with RNA-based 
testing, including variability in RNA extraction quality, potential RNA degradation, and reverse transcription efficiency. Accurate 
quantification depends on adherence to specified sample handling protocols and recommended storage conditions. The limit of 
detection (LOD, MR 4.7) and limit of quantification (LOQ, MR 4.56) as defined by the manufacturer should be considered when 
interpreting results, particularly in samples with low-level target gene expression. Results are reported in Molecular Response (MR) 
units, which are log10 values based on %BCR-ABL1/ABL1, expressed on the International Scale (IS).

Trending Results

Charted results presented in the Trending Details section may include historical data imported from the patient’s medical records. 
These historical data points carry limitations specific to their original testing methods. If additional context is required or the historical 
data appear questionable, please review the original corresponding laboratory reports.


