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Result Footnote
f1: Quant BCR-ABL1, Major (p210), Result

BCR-ABL1 fusion transcripts (p210 forns) were detected by RT-gPCR but were above the higher limt of
quantitation for this assay. A BCR-ABL1 International Scale (IS) cannot be cal cul ated. The result on the
IS is greater than 50%

This result has been revi ewed and approved by Ganna Shestakova, MD, PhD

Test Information
i1 Quant BCR- ABL1, Major (p210), Result
| NTERPRETI VE | NFORMATI ON: Quantitative Detection of
BCR- ABL1, Maj or Forn(p210)

This assay quantifies BCR-ABL1 transcripts (el3a2 and eld4a2) for ongoing therapeutic
nonitoring and minimal residual di sease detection. BCR ABL1 translocations with BCR
breakpoints in the nmajor breakpoint cluster region result in the p210 fusion

protein and are seen in nearly all cases of chronic nyel ogenous | eukenia (CWM.) and

in a few cases of acute |ynphoblastic |eukem a/lynphoma (ALL). To facilitate the

i nterl aboratory conparison of findings and the assessnment of nol ecul ar mil estones

(rmaj or nol ecul ar response or MVR), results are reported using the international

scale (1S, see Muller MC, et al. Leukem a. 2009; 23:1957-1963).

METHODOLOGY

Total RNA was isolated and converted to cDNA;, BCR-ABL1 fusions were quantitated by
real -time PCR anplification with priners designed to detect the major (p210)

BCR- ABL1 br eakpoi nt, including fusions between BCR exon 13 and ABL1 exon 2 (el3a2)
and BCR exon 14 and ABL1 exon 2 (eld4a2). Each PCR assay includes a standard curve
for BCR-ABL1 and the ABL1 control

The normalized copy nunber(NCN)is cal cul ated and converted to a value on the
international scale (1S) using a validated reference sanple (provided by Q agen

Ger mant own, MD; see White HE, et al. Blood. 2010;116:111-117) that was calibrated to
a standard set of diagnostic specinens defined during the original trial of
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tyrosine kinase inhibitor therapy in CML patients (Hughes TP, et al. NEJM
2003; 349: 1423- 1432) .

ANALYTI CAL SENSI TI VI TY:
Detection limt percent international scale (1S) at 0.0032.

LI M TATI ONS

The Iimt of quantification is 0.0032 percent |IS. This assay does not detect
transcripts resulting froma rare BCR-ABL1 rearrangenent with a BCR exon 19
breakpoint that results in the p230 fusion protein,and does not detect the m nor

br eakpoi nt (pl90) or rare najor fusion transcripts (p210) involving ABL1 other than
exon 2. The results of this test nust be interpreted in the context of norphol ogic
and other relevant data, and should not be used alone for a diagnosis of malignancy.

This test was devel oped and its performance characteristics determ ned by ARUP
Laboratories. It has not been cleared or approved by the U S. Food and Drug
Admi nistration. This test was performed in a CLIA-certified |aboratory and is

i ntended for clinical purposes.
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