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Technical Laboratory Bulletin

Topic:  BCR/ABL, Quant,  p210


                  



Date: 2/23/11
	Test Name:
	BCR/ABL Quant p210

	Test Code:
	BCRQT    

	Method:
	Real-time quantitative PCR (RT-qPCR) 

	Changes:


	Effective 3/01/11, BCR/ABL Quant p210 results will be reported according to the International Scale in addition to the ratio of BCR-ABL to ABL transcripts

	Specimen:


	1 ml of whole blood in an EDTA (lavender-top). 

Refrigerate; do not freeze

	Test Schedule:
	Tuesdays.  Analytical time 2 days   


Summary: The Philadelphia chromosome results from a translocation on [t (9;22)(q34;q11.2)] that fuses the ABL proto-oncogene on chromosome 9 to the BCR (breakpoint cluster region) gene on chromosome 22.  In chronic myelogenous leukemia (CML), the great majority of breakpoints occur within the 5.8 Kb major breakpoint cluster region (M-BCR).   The BCR-ABL transcript is translated into a 210kD fusion protein (p210). This BCR-ABL fusion transcript is quantified relative to the normal ABL transcripts using real time RT- PCR.
Changes: The International Scale (IS) allows for uniform expression of molecular response data across laboratories and is directly anchored to the original IRIS scale (3-log reduction in BCR-ABL transcripts from the IRIS standard baseline equivalent to major molecular response).  The International Scale (IS) is determined using a laboratory specific conversion factor with an IS value of 0.10% or less equivalent to a major molecular response.

Indications: This test is used to quantify the amount of BCR-ABL p210 transcripts in peripheral blood or bone marrow to monitor the therapeutic efficacy of treatment and residual disease in patients that have been diagnosed with a BCR-ABL gene fusion event.
Method: Real-time RT-PCR assay for detection and quantitation of the Major BCR/ABL (p210) translocation.   The BCR/ABL p210 quant has a detection limit of ≈1x10-4.  The wide dynamic range of real-time PCR allows for analysis of samples with highly variable starting concentrations.  This assay detects only the major breakpoint region (M-bcr) fusion product (p210), not the minor breakpoint region, p190, fusion product. 
Specimen:  Peripheral blood or bone marrow in EDTA (lavender-top) tube.  Refrigerate; do not freeze
Result Reporting:  Reported as a ratio of BCR-ABL p210 fusion transcripts relative to normal ABL transcripts. A result that has been converted to the International Scale is also provided along with an interpretative report from the pathologist.
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Additional Information:

Contact Hayley Webber, Ph.D., Molecular Technical Director or Monica Ianosi-Irimie, M.D., Ph.D., Laboratory Director, NorDx at (207) 396-7800. Email webbeh@mmc.org






