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c£SSION NO 00020D047071 AGE
AC!

PATIENT 1D
36 Years SEX Male OATE OF BIRTH
prawl - 14/04/2015 17:02 RECEIVED 16/04/2015 03:26 REPORTED :
REFERRING DOCTOR : pp. Hament

20/04/2015 15:28
Malhotra

CLIENT PATIENT ID: NSM000450/15

BCR-ABL TRANSCRIPT QUANTIFICATION 0.00
METHOD : Rga TIME PCR
9029989993
lnterprenuon(s)
BCR-ABL

TRANSCRIPT QUANTIFICATION-
Real Time Re.

ed as 0,0% expression. In the absence of amplification curve for the

« denoting degradation of RNA. This test is not configured to distinguish between the major and minor breakpoints, The analytical
sensitivity of this testis 1 tumor cell in 1,00,000 normal cells,
Reco ions: Q i analysis of BCR/ABL transcript level by Real time pCR should ideally be performed before the start of therapy in order to determine the
baseline valye. The results of this test should always be interpreted in the context of the clinical findings and other haemamoglcal & cytogenetic Investigations, Samples must
be received in the lab within 48 hrs of collection, Specimen Processing after 48 hrs of collection may lead to €rroneous results dye to labile nature of RNA.
Umitations: PCR is 3 highly sensitive technique; common reasons for paradoxical resu'ts are contamination during specimen collection, selection of Inappropriate specimens
and inherent PCR inhibitors in the specimen.

Note: This test Is standardized and validated at SRL Limited

References
1. Br ) Hematology (1999); 107:587-99,
2. Haematologica (2000); 85:;2248-54.
;279-2
3. Haematology (2003);2 Sapri —

Please visit www.srlworld.com for related Test Information for this accession

Dr. B. R. Das, PhD
Mentor-Molecular Diagnostics
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Physician 1

Dr. Hemant Malhotra
03/04/2018 12:00 Hrs
07/04/2018 15:17 Hrs

Date & Line of At

Date & Lime ol Reporty

Background

1. Chronij i
ronic myeloid leukaemia (ML), Is characterized by the translocation between chromosomes 9 (9a34.1) and 22 (22q11.2) The

119:22)(a34.1;q11.2) is detected cytogenetically in more than 91-96% of adult CML patients; In 5% of pediatric ALL-B CALLA
positive; and 15-30% of adult ALL-B CALLA positive patients. At the molecular level, breaks in the BCA, and ABL1 genes result in the
formation of fusion mRNA transcripts

Assay Description, and Methodology

1. This assay quantifies the Major (p210), Minor (190), and Micro (p230) transcripts. Its internal reference gene is ABLI. Itis in
accordance with EAC Guidelines, and uses an (EU) CE-IVD approved kit with high sensitivity (>MR4.5). Its 1S converslon factor is

established in accordance with the guidelines of Europe Against Cancer (EAC), and has been calibrated using WHO International
Standards for CML.

Total cellular RNA is extracted via silica-membrane-based purification from whole blood or bone marrow collected in Ef

OTA
The assay Is an RT-qPCR that uses oligonucleotide hydrolysis principle.

3. Molecular Response (MR) is measured using % BCR-ABL ratio. The formula used is: % BCR-ABL1 = [No. of copies of BCR-ABL1
transcripts/No. of copies of control gene transcripts] x 100.

>

For the P210 transcript, this ratio is further normalized to the international scale (IS) and reported as BCR-ABL1/ABLI % (15).

The formula used is: % BCR-ABL" = [Sum of BCR-ABLI copy number/Sum of ABL1 copy number® x CF x 100. Where *denotes mini-
mum of 10,000 coples.

Molecular response is thus expressed and reported as BCR-ABL% on log scale relative to the standard baseline (100% IS), where
10%, 1%, 0.1%, and 0.0032% correspond to a decrease of 1, 2,3,and 4.5 logs, respectively, below the standard baseline, i.e. 100%
BCR-ABL".

-

The Limit of Detection [LoD) is equal to 2 copies of BCR-ABLI transcript. Per Cross et al. (2015), the control gene [ABL1) copy

numbers for scoring molecular response: MR4.0 = 10,000-31,999 copies of ABL1; MR4.5 = 32,000-99,999 coples of ABL1; MR5.0
2100,000 copies of ABLL. This calculation is contingent upon the assay’s LOD.

7. Uinearity: Major BCR-ABL1 linearity ranges from 0.0008 to 98 Mber NCN, for Minor It ranges from 0.002 to 82 mber NCN and Micro
BCR-ABLI linearity range was 0.005 to 76 Jiber NCH_ Here NCN is 3 normalised copy number obtained from the ratio between
BCR-ABL1 copy number/ABL1 copy number. Specificity of this assay Is 100%.

8.

The results should be correlated with clinical data. To monitor response to TKI therapy, NCCN Guidelines Version 2.2017 for CML
recommend using this test at diagnosis; Every 3 months after initiating treatment. After BCR-ABL1 0.1% — <1% (1S) has been
achieved, every 3 months for 2 years and every 3-6 months thereafter; If there is 1-log increase in BCR-ABLL transcript levels with
MMR, the test should be repeated in 1-3 months.

Disclaimer: The assay is designed to perform the reactions at the specified analytical sensitivity given that the template RNAis
not heavily fragmented, and does not contain materials that could inhibit the amplification reaction.

Dr. Shalu Verma Kumar, OVM, Ph.D., Molecular Scientist Dr. Rahul Katara, Ph.D., Molecular Scientist
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Real Time Polymerase Chain Reaction (RT PCR)

P210 (b3a2, b232) major transcript Detected
P190 (e1a2) minor transcript Not detected
P230 (c322) micro transcript Not detected
Observed copies of ABL1 399640
Observed copies of BCR-ABL1 28
BCR-ABLIIABLI ratio [%) 0.00690000
Conversion Factor for1s 054
BCR-ABLL IS [x) ‘_
T
LM e sl B : S S s TS
P
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White blood cell(WBC) count = 5350.00/ul; Platelet count = 165000.00/; Hemoglobin = 12,60 g/qL.
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Or Lam Kini MD Oncopathologist
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e assay is designed to perform the reactions at the specified analytical sensitivity given that the template RNA is not
vily fragmented, and does not contain materlals that could inhibit the amplification reaction.
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