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KAROmATCIY NERORY LA
Mame : Mr SHREE RAM Sex/Age ' Male | 55Years Case |D - 40421600497
Ref. By ;DR VINAY CHOPRA Dis. At Pt. ID
Bill. Lo : KOS DIAGNOSTIC LAB Pt. Loc
Reg Date and Time 04-Apr-2024 08:35 | Sample Type : Whole Blood EDTA Maobile Mo, -
Sample Date and Time : 0d-Apr-2024 0835 | Sample Coll. By : non Ref id1
Report Date and Time  ; 08-Apr-2024 12:31 | Acc. Remarks | - Ref |d2
TEST RESULTS UNIT BIOLOGICAL REF RANGE REMARKS
BCR-ABL1 Fusion Transcript (International Scale) Quantitative p210
BCR-ABL1 Copy number UNDETECTABLE
(p210; #13a2 or e14a2)
ABL1 Copy number 114659
Result For BCR-ABL1 Fusion UNDETECTABLE
Gene Transcript
International Scale Normalized UNDETECTABLE
Copy Number (%)
Remarks; Please note:- Clinical history has not been provided,
METHODOLDGY
The assay imvolves exrachon of BMNA from EDTA whole blood or bong marow followed by reverse transenphion Realtme PCR for quanitaive assassment
of BCR-ABL1 transaipts
BAC KGROUND

Thia Philacetphia chromosom, & meoprocal Transiocation botweon the long amms of domasoma 9 & 22 15 found in >80 % CHIL, 15-20% adults ALL and 7%
childhood ALL patents and 1-2% with AML. Cases of chronic mysioid leukemia, BCR-ABL 1 positive (CML) and B subsst of cases of acute ymphoblastic

Kukamia (ALL) harbor tha 1{9, 22%034,q1 1) bréakpont, resulling n the BCR-ABLT p210 fusion oncogana (Philadelphia chromosoma)

INTERPRETATION

Thiis fest gves parcaniage of BOCR-ABL1 fusion gene detecied with respedt to the ABL 1 franscnpl presant as wall as the |ntermmBonal soale value to
harmonize the result

Positive: BCR-ABL1 Asion ranscriplt (p2107) is delected and quantitoliva ratio & provided (normalized copy numbar). Resull 15 skso reporbed in terms of
BCR-ABLY intemational scala (15).

Not detected: Ho BCR-ABL 1 fusion transcrpis (p210) delecied

Does nof exclude BOR-ABL1 fusion transaripts (p2 10) bebow the lesi bmit of delecon and the ofiver fusion transcnpls that are not detacled by s test (for

e plo0, p20%, p230, slcj.

SIGNIFICANCE OF INTERNATIOMAL SCALE:

This respart is nommalized o the intemations Scale which enables standardization between labs wordwsde Thes BCR-ABL 1 report should not be :mu:ﬂmd
lo any Hon 1S scale repart. The IS scale is assessad by compirison of the miema! results of the lab with those axpeciad from WHD calibrated controls,

above IS standardization has been performed anly for the &13a2 and the e14a The repoducbiity of this essay is Such that mmummm

considered equivalent

TABLE: MONITORING MOLECULAR RESPONSE

15-NCN% of
Case IT ABL1 Coples MMR/DMR stabus Remarks
1 =01 = 10000 Na MMR Major Moleculy Responsa not achieved
2 =0 1% = 10000 MME (MR} Major Moseculer Response echieved with 3-iog reduction from 1RIS baseline
3 =001% 10000-31090 (R4 Detep Molecular Response achieved with 4-log reduchion lrom IS bassline
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LANGRATORY WarFQIY LA A
Mame : Mr SHREE RAM Sex/Age : Male | 55Years Case |D - 40421600497
Ref. By : DR. VINAY CHOPRA Dis. At PLID
Bill, Loc. : KOS DIAGHNOSTIC LAB Pt Loc
Reg Daie and Time - 0d4-Apr-2024 09:35 | Sample Type : Whoie Biood EDTA Maobille No. -
Sample Date and Time ; 04-Apr-2024 08:35 | Sample Coll. By ; non Ref Id1
Report Date and Time  © 08-Apr-2024 12:31 | Acc, Remarks @ - Raf 1d2
4 =00012% 12000 00000 DMR-4 5 Do Medpcular Responss achived with 4 5-log meduction from IRIS basalime
5 =0.001% = 100000 DME-5 Doop Molecikn Response achisvwed with S-kog educhon rom RIS bassiing

CLINICAL UTILITY:

Cases of chronic mysiold kukemia, BOR-ABLY positive (CML) and & subrset of ceses of acule lymphoblastc laukemia (ALL) harbor the 119 224034.011)
breakpoint, resulling in the BOR-ABL1 p2 10 Tesion mana&hh%h- chromosome), For CML patkents, the introduction of lyosine kinase inhibior
theragy has greatly imgroved chnical outcome. Cuantitative P +hasad moroning s cotical for the assessment of imgonant reatment milestones,
such irs s molecular esponso (MMR), and is also bofpiul for the early defection of o g drg ressstancn, Meaty o CML patients and o sutsef of
Philadelphia chromosome positive ALL patients exhibit the p2 10 BCR-ABL 1 fusion resulling a transiocation batween BCR exons 13 or 14 and ABL1

exon 2 (a1la2, el4a?) Test 5 conducted on Whole blood/Bons Marow  The analylical sensitnaty of thes assay has been delemmined at 0,01%

LIMITATION:

a The assoy doas not detect ofher BCR-ABL 1 mRMNA ypes, including the e1/a2 ranscnpl {p1 90 protein) thal is commonly preseant in acute ymphoblastic
lsukamia,

b Thes test dolocts only the fusion prolein p210 and does nol detect other vatiants

€ Th fesulls of (his fesl ae highly dependoent on the sampbng technaque employed, sargple Iypo, cokd-chan manenance ad clincal condition

d In case of Presence of PCR mhibitors, low WBC count or receipt of sample without maimaining the cold chain or after 48 hows, it may result in low ABL1
copies o thay may not smplly due o these reasons, repaal sample miy be neasded. 85% ol the false-negalive rasull is due Lo deferoration of RMA and in
such cases, please comslate clinically

@ Thare is i possabilty of backpround FINA, contaminalion mesulling Fom & preanalylical ssue o Trom n [ab snvonmant wiich misy resuit ina faise posng
regart,

1. In cases of mgh dinical suspicion, | 5 advised o repast the test after 3 months. io check for a rising titre

g The assay parformance chamacienstics for this tesl are detarmined by Supratech Micropath Privats Limited (STMPL ) which & used for clinical diagnosis:
Thiis test s MABL ascorediated bit rod FOWA approved! CAP accreditated.

. Theee is poor standardization balwesen commancially avalabla PCR tests. and fesults from diflenent institulions should not ba diectly companed. Results
e bast monilonsd using a singis inslitutaon )

I All precautions were taken ko ensure the accuracy of fest resulls.  ARhough molecular testing is highly accurate, randy talse-positve and false-negative
disgroshic Bmors may oocur

| False negative resulls caused by improper annealing of the PCR primers due o patient specific sequence mutations or aliemaleae fuson ranscript splice
Torms cannol b complatioly nubed ot

k. Linganty for BCR-ABL1 15 5 0l 10%
I All laboratony iests ame associaled with an ermor rate of ~1% . Thesa could be doe io sample mismatch, inappropnate iabeling, processing or iechnologcal

Emitations. Plaase comalate with clincal fatunes and othar imostigatons for final conclusion and send & ropaat samplo for aralysis if necessany

REFERENCES:

1, Hughes TP, Kaeda J, Brandiond S, Rudzki Z, Hodhvhaus A, Hanskey ML et al Frequency of mgr molecular responses 1o matinib of inflarfemonphs
ctaraiing in newly diEgnosead chionic myelaid Buksmia, 1 Engl J Med 2000348 ‘ﬁ

2 Foroni L, Wilson G, Gemard G, Mason J, Grimwade D, White HE, de Castro DG, ﬁmhn S otal mmrmhhmlﬂm1m
nd'uurlcmyabd leslkemia. Br.J Haematod 204 1;153(2) 170-00

3 Baccaran M, Castagnef F, GughoBs G, Rosii G A review of the European Leukemalle! recommendabions for the menagement of CML Ann Hematol A
201584 Suppl. 251417

Mt {LL-Verylow L-Low H-High HH.VergHigh A-Abnoimal) Page 2 of 3

" Printed O 08-Apr-2024 1830

Dr. Arpan K. Mehta

ki g - CAP
ACCRE annv’

IR - e T

NOTE:
This Sample was outsourced

KOS Central Lab: 6349/1, Nicholson Road, Ambala Cantt -133 001, Haryana
KOS Molecular Lab: lind Floor, Parry Hotel, Staff Road, Opp. GPO, Ambala Cantt -133 001, Haryana
0171-2643898, +91 99910 43898 | care@koshealthcare.com | www.koshealthcare.com



- V o 4
- o
[ -2 Y
— s
BIGS N, —
“@l (A Unit of KOS Healthcare) )
1S09001:2008 CERTIFIED LAB EXCELLENCE IN HEALTHCARE & DIAGNOSTICS

Dr. Vinay Chopra Dr. Yugam Chopra

MD (Pathology & Microbiology) MD (Pathology)
Chairman & Consultant Pathologist CEO & Consultant Pathologist

LABORATORY REPORT (TR
Mame : Mr SHREE RAM Sex/Age ' Male | 55Years Case |D - 40421600497
Ref. By : DR. VINAY CHOPRA Dis. At Pt ID
Bill. Loc. : KOS DIAGNOSTIC LAB Pt Loc
Reg Date and Time 04-Apr-2024 09:35 | Sample Type ; Whole Biood EDTA Mobile No. -
Sample Date and Time  : 04-Apr-2024 09:35 | Sample Coll. By : non Ref 1d1
Report Date and Time  ; 08-Apr-2024 12:31 | Acc. Remarks ;- Ref Id2
BCR-ABL1 TREND
1

E o8

E: 06

-

—

2 04

oL

§ 02

0 4
04/04/2024
——Seriesl o
End Of Report
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