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FISH Probes for AML and MDS

Guide to expected abnormal clinical results
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Cat. No. USA LPH-026

©

Cat. No. USA LPH-020

AML1/ETO (RUNX1/RUNXI1T1) Translocation,

Dual Fusion FISH Probe Kit Del(20q) Deletion FISH Probe Kit

Expected normal signal pattern Expected abnormal signhal pattern Expected normal signal pattern Expected abnormal signhal pattern

One red and one green signal pattern
(1R, 1G) will be observed in cells with
either monosomy or hemizygous
deletion of both bands on 20q.

In a normal cell, two red and two
green signals (2R, 2G) are expected.

In a cell with a t(8;21)(q22;922)
translocation the expected signal
pattern will be one red, one green and
two fusions (1R, 1G, 2F).

In a normal cell, two red and two
green signals (2R, 2G) are expected.

Other signal patterns are possible in aneuploid/unbalanced specimens. Other signal patterns are possible in aneuploid/unbalanced specimens.

Characterization of Normal Cut-off Values® Characterization of Normal Cut-off Values

: Number of samples Number of nuclei Maximum number Normal cut-off . Number of samples Number of nuclei Maximum number Normal cut-off
Abnormal signal o Normal Abnormal signal o Normal
attern analyzed to evaluated per of false positive value cut-off value (%) attern analyzed to evaluated per of false positive value cut-off value (%)
P generate the cut-off sample signal pattern (per 200 nuclei) ° P generate the cut-off sample signal pattern (per 200 nuclei) °
1R, 1G, 2F 1290 200 1 5 23 1R, 1G 1300 200 6 12 57

*The device has not been specifically validated in patients with <20% blast count.
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Cat. No. USA LPH-022

CBFB (CBFB)/MYH11 Translocation,

Dual Fusion FISH Probe Kit EVI1 (MECOM) Breakapart FISH Probe Kit

Cat. No. USA LPH-036

Expected normal signal pattern Expected abnormal signal pattern Expected abnormal signal pattern

In a cell with a t(3;3)(q21,q26.2)
translocation, one red signal,

one green/blue fusion signal and one
red/green/blue fusion signal will be
observed (IR, 1GB, 1RGB).

The three-color strategy shows the presence of either a
translocation or an inversion and allows for each different
type of rearrangement to be distinguished.

In a cell with an inv(16)(p13g22) or a
t(16;16)(p13;022) the expected signal
pattern will be one red, one green and
two fusions (1R, 1G, 2F).

In a normal cell, two red and two
green signals (2R, 2G) are expected.

Expected normal signal pattern

In a normal cell, two red/green/blue
fusion signals (2RGB) are expected.

In a cell with an inv(3)(q21926.2)
inversion, one red/green fusion,

one separate blue signal and one
red/green/blue fusion signal will be
observed (1RG, 1B, 1RGB).

Other signal patterns are possible in aneuploid/unbalanced specimens.

Characterization of Normal Cut-off Values®

. Number of samples Number of nuclei Maximum number Normal cut-off
Abnormal signal " Normal
analyzed to evaluated per of false positive value o
pattern : : cut-off value (%)
generate the cut-off sample signal pattern (per 200 nuclei) . . . . .
Other signal patterns are possible in aneuploid/unbalanced specimens.
1R, 1G, 2F 1300 200 1 5 2.3 : :
Characterization of Normal Cut-off Values
*The device has not been specifically validated in patients with <20% blast count.
. Number of samples Number of nuclei Maximum number Normal cut-off
Abnormal signal o Normal
attern analyzed to evaluated per of false positive value cut-off value (%)
P generate the cut-off sample signal pattern (per 200 nuclei) °
. . @ @ 1R, 1GB, 1RGB 25 200 3 8 4
Del(5q) Deletion FISH Probe Kit C’ C/
Cat. No. USA LPH-024
1RG, 1B, 1IRGB 25 200 3 8 4

Expected normal signal pattern Expected abnormal signal pattern

A cell with a hemizygous deletion of
5q31.2 will have one red and two

In a normal cell, two red and two
green signals (2R, 2G) are expected.

Other signal patterns are possible in aneuploid/unbalanced specimens.

Characterization of Normal Cut-off Values

green signals (1R, 2G).

MLL (KMT2A) Breakapart FISH Probe Kit

Expected normal signal pattern

In a normal cell, two red/green fusion
signals are expected (2F).
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Cat. No. USA LPH-013

Expected abnormal signhal pattern

Characterization of Normal Cut-off Values

In a cell with a balanced MLL (KMT2A)
rearrangement, the expected signal

pattern will be one red, one green and
Abnormal signal Number of samples Number of nuclei Maximum nu.rr'\ber Normal cut-off Normal one fusion (1R, 1G, 1F).
attern analyzed to evaluated per of false positive value cut-off value (%)
P generate the cut-off sample signal pattern (per 200 nuclei) °
IR, 2G 1300 200 7 13 63 Other signal patterns are possible in aneuploid/unbalanced specimens.

. Number of samples Number of nuclei Maximum number Normal cut-off
Abnormal signal o Normal
analyzed to evaluated per of false positive value o
pattern : ; cut-off value (%)
. ) generate the cut-off sample signal pattern (per 200 nuclei)
Del(7q) Deletion FISH Probe Kit
Cat. No. USA LPH-025 1R, 1G, 1F 1600 200 3 8 38

Expected normal signal pattern

In a normal cell, two red and two
green signals (2R, 2G) are expected.

Expected abnormal signhal pattern

Other signal patterns are possible in aneuploid/unbalanced specimens.

Characterization of Normal Cut-off Values

One red and one green signal pattern
(1R, 1G) will be observed in cells with
either monosomy 7 or hemizygous
deletion of both CDRs on 7q.

P53 (TP53) Deletion FISH Probe Kit

Expected normal signal pattern

In a normal cell, two red and two
green signals (2R, 2G) are expected.
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Cat. No. USA LPH-017

Expected abnormal signal pattern

; Number of samples Number of nuclei Maximum number Normal cut-off
Abnormal signal o Normal
attern analyzed to evaluated per of false positive value cut-off value (%)
P generate the cut-off sample signal pattern (per 200 nuclei) °
1R, 1G 1300 200 o 15 74 Other signal patterns are possible in aneuploid/unbalanced specimens.

Characterization of Normal Cut-off Values

A cell with a TP53 deletion, will have
one red and two green signals (1R, 2G).

Further information US +1 833 208 4648 | OGTorders@sysmex.com | ogt.com | Oxford Gene Technology Inc., 520 White Plains Road, Suite 500, Tarrytown, NY 10591, USA Abnormal signal Number of samples Number of nuclei Maximum nu_”_‘ber Normal cut-off el
analyzed to evaluated per of false positive value o

Cytocell®: This document and its contents are © Oxford Gene Technology IP Limited - 2021 All rights reserved. The Cytocell AML/MDS range of FISH probe test kits are Pt generate the cut-off sample signal pattern (per 200 nuclei) cut-off value (2

fluorescence in situ hybridization (FISH) tests used to detect common chromosomal rearrangements in fixed bone marrow specimens from patients with acute myeloid leukemia

(AML) or myelodysplastic syndrome (MDS)fThe tests are indicated for the characterization of patient specimens consistent with World Health Organization guidelines for

Classification of Tumours of Haematopoietic and Lymphoid Tissues (Revised 4th Edition) and in conjunction with other clinicopathological criteria. The assay results are to be 1R, 2G 1600 200 8 14 6.8

interpreted by a qualified pathologist or cytogeneticist. The tests are not intended for use as a stand-alone diagnostic, disease screening, or as a companion diagnostic. Reporting

and interpretation of FISH results should be consistent with professional standards of practice and should take into consideration other clinical and diagnostic information. This kit
is intended as an adjunct to other diagnostic laboratory tests and therapeutic action should not be initiated on the basis of the FISH result alone. Failure to adhere to the protocol
may affect the performance and lead to false results. Each lab is responsible for establishing their own cut-off values. Each laboratory should test sufficiently large number of
samples to establish normal population distribution of the signal levels and to assign a cut-off value. The product is for professional use only and is intended to be interpreted

by a qualified Pathologist or Cytogeneticist. Refer to individual test kit Package Insert for the specific intended use and limitations. For In Vitro Diagnostic Use. Rx only. Product
availability may vary from country to country and is subject to varying regulatory requirements. Please contact your local representatives for availability. For sale in the US only.
This product has not been licensed in accordance with Canadian law.

See disease indication roundels. .’ Acute myeloid leukemia .’ Myelodysplastic syndromes
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