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The purpose of this document is to provide a general product overview of the HemeScreen BCR-ABL1 Assay. Additional information can be found on Precipio’s website at 
www.precipiodx.com, as well as the HemeScreen® IFU (Instructions For Use) which is available upon request.  
 

 

Technology Overview HemeScreen is a proprietary set of RUO (Research Use Only) reagents used to screen the wild type (Negative) from Mutated 
(Positive) genes in a simplified workflow relative to alternative molecular testing technologies (RT-PCR or NGS). 

  
BCR-ABL1 Assay HemeScreen® BCR-ABL1 Reagents screen for the three major BCR-ABL1 isoforms and one 

minor isoform associated with BCR-ABL1-induced leukemogenesis, including chronic 
myeloid leukemia (CML) and acute lymphocytic leukemia (ALL). These isoforms all contain 
the BCR and ABL1 genes but differ in the breakpoints and length of their BCR or ABL1 
component.  

 Fusion Isoforms: 
▪ p210 
▪ p230 

▪ p190 
▪ p203 

  

  
Results The results from HemeScreen® BCR-ABL1 are qualitative and DNA sequencing is required to identify specific isoforms. 
  
Clinical significance Common BCR-ABL1 isoforms that lead to different disease phenotypes are p210, p190, p230, and p203. The presence of fusion 

isoforms can be associated with diagnosis, therapeutic, monitoring, detection of minimal residual disease (MRD), and therapeutic 
selection for response to TKIs and/or stem cell transplantation. The translocation breakpoints determine which BCR-ABL1 protein 
isoforms are expressed. The p210 (b2a2 or b3a2) isoform (M-BCR), classified as the major breakpoint transcript, is located between 
exons 12 and 16.  
▪ The expression of the p210 oncoprotein is a molecular hallmark of chronic myelogenous leukemia (CML) in the stable phase 

and is associated with durable remission when treated with TKIs. The p210 isoform is found in one-fourth of B-ALL patients 
and 3% of AML patients.  

▪ The p190 isoform (m-BCR), classified as the minor breakpoint transcript, occurs within BCR exon one and is associated with 
increased monocytosis and absence of basophilia. Isoform p190 exhibits stronger kinase activity compared to isoform p210 
and has a tendency to progress to lymphoid blast phase. The fusion isoform is present in a minority of CML, while the fusion 
is present in 75% of adult B-ALL cases where relapse and TKI resistance are frequent and overall survival is low.  

▪ Isoform p230 is located between exons 19 and 20, and produces fusion protein μ-BCR, which contains additional BCR coding 
sequences that are not found in the p190 or p210 variants. Isoform p230 is associated with increased neutrophilic maturation 
or thrombocytosis, and typically a milder course of CML. Isoform p203 (b3a3 / e14a3 and b2a3 / e13a3) is formed with the 
fusion of BCR breakpoint within exon 13 or in exon 14 with ABL1 exon 3 instead of the more common exon 2.  

▪ Isoform p203 is rarely seen in CML. Rare BCR-ABL1 fusion transcripts may be underreported due to lack of available testing 
or detection of typical fusion transcripts. 

  
Isoforms Assay #1 p210 b2a2 (e13a2), p210 b3a2 (e14a2)  

p203 b2a3 (e13a3), p203 b2a3 (e14a3)  
Assay #2 p190 (e1a2)  

p190 (e1a3)  
Assay #3 p230 (e19a2)  

p230 (e19a3)  
  
Assay specifications ▪ Specificity: 100% 

▪ Sensitivity: 99.9% 
▪ LOD: 1 BCR-ABL1 fusion copy per 100,000 transcripts 

  
SKU # HS-20R-BCR 20-sample free-flow reagents 
  
Quantity per assay 20 samples 
  
Assay contents ▪ Assay Master Mix(s) 

▪ Positive controls 
▪ Wild-type control 

  
Storage -20 °C 
  
Machine required HRM-enabled RT-PCR (example ThermoFisher Quantstudio 3 or higher) 
  
  
Contact For any further questions please contact our technical support team at techsupport@precipiodx.com 
  
Disclaimer The information in this document represents the company’s best understanding of the technical and regulatory landscape; however, it should not serve as 

any guidance to any laboratory seeking to implement HemeScreen. Laboratory managers and medical directors should seek their own information 
independently through their CLIA inspector and any other state and federal regulatory body available.  
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