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Product Data Sheet
BCR-ABL International Scale Standards

Cat. #: BA-IS1, BA-1S2, BA-IS3, BA-IS4

BCR-ABL Clinical Relevance:

The BCR-ABL fusion results in constitutive ABL tyrosine kinase activity contributing to
unregulated cell division. The BCR-ABL fusion is found in 95% of chronic
myelogenous leukemia (CML), 25-30% adult acute lymphoblastic leukemia (ALL), and
2-10% child ALL. Researchers have identified the utility of measuring BCR-ABL
transcripts to aid in the assessment of minimal residual disease (MRD) and the response
to treatment. An international consortium has developed “International Standards”
aIIowinlgzghe comparison of BCR-ABL levels measured by different quantitative PCR
assays.””

CytoGenes offers primer mixes, standards, and controls allowing laboratories to detect
the three most common BCR-ABL fusions by quantitative PCR (b2a2, b3a2, and ela2).
A set of standards normalized to the International Scale allows results to be reported on
the International Scale.

Product Description:

International Scale Standards can be utilized such that results measured by any
quantitative PCR assay can be compared quantitatively regardless of testing laboratory or
assay utilized. Each control contains total RNA isolated from cell lines generating RNA
specific for each of the indicated targets at the indicated nominal values (% BCR-ABL /
ABL) (See Product Specifications). Researchers are advised to utilize the International
Scale Standards to generate a normalization factor to utilize in subsequent assay runs and
verify the acceptability of the normalization factor periodically.

International Scale Standards are designed to yield positive results for the b2a2 and b3a2
BCR-ABL fusions as well as the endogenous ABL gene for normalization purposes.

For Investigational Use Only. The performance characteristics of this product have not been established.
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Calibration to NIBSC International Scale:

CytoGenes International Scale Standards were calibrated against NIBSC International
Scale Standards according to NIBSC guidelines. The graphs below demonstrate the high
degree of correlation between the NIBSC and CytoGenes International Scale Standards
for both the b2a2 and b3a2 BCR-ABL fusion products.
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Product Specifications:

The table below indicates the assay targets and concentrations for each of the
International Scale Standards. Absolute values are lot dependent.

Cat # Item Assay Targets Included Concentration
BA-IS1 BCR-ABL-IS1 ABL, BCR-ABL (b2a2, b3a2) ~20% BCR-ABL / ABL
BA-IS2 BCR-ABL-IS2 ABL, BCR-ABL (b2a2, b3a2) ~2% BCR-ABL / ABL
BA-IS3 BCR-ABL-IS3 ABL, BCR-ABL (b2a2, b3a2) ~0.2% BCR-ABL / ABL
BA-IS4 BCR-ABL-IS4 ABL, BCR-ABL (b2a2, b3a2) ~0.02% BCR-ABL / ABL

Volume: 20pl
Reactions: 9 (2ul/ reaction)
Procedure:

Researchers are advised to optimize the use of these standards in any application. RNA
controls should be tested utilizing the same conditions as utilized for test samples. The
volume of RNA controls used in a PCR reaction should be the same as all other test
samples. Guidelines for generating a conversion factor to the international scale are
available from NIBSC (see reference below).

For Investigational Use Only. The performance characteristics of this product have not been established.
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Storage:

Store at -20°C. Once open store at 4°C. Repeated freezing/thaw cycles should be
avoided.
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