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ZytoLight® SPEC BCL2 Dual Color Break Apart Probe

Intended Purpose

The ZytoLight SPEC BCL2 Dual Color Break Apart Probe (PL150) is intended to
be used for the qualitative detection of translocations involving the human
BCL2 gene at 18q21.33 in formalin-fixed, paraffin-embedded specimens,
such as B-cell lymphoma, by fluorescence in situ hybridization (FISH). The
probe is intended to be used in combination with the ZytoLight FISH-Tissue
Implementation Kit (Prod. No. Z-2028-5/-20).

The product is intended for professional use only. All tests using the product
should be performed in a certified, licensed anatomic pathology laboratory
under the supervision of a pathologist/human geneticist by qualified per-
sonnel.

The probe is intended to be used as an aid to the differential diagnosis of
B-cell lymphoma and therapeutic measures should not be initiated based
on the test result alone.

Probe Description

The ZytoLight SPEC BCL2 Dual Color Break Apart Probe is composed of:
IyGreen (excitation 503 nm/emission 528 nm) labeled polynuc—
leotides (~10 ng/pl), which target sequences mapping in 18q21.33"
(chr18:60,046,152-60.589,273) proximal to the BCL2 breakpoint region
(see Fig. 1).
ZyOrange (excitation 547 nm/emission 572 nm) labeled polynucleoti-
des (~4,5 ng/pl), which target sequences mapping in 18q21.33-q22.1°
(chr18:60,994,528-61,658,503) distal to the BCL2 breakpoint region (see
Fig. 1).
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Fig. 1: SPEC BCL2 Probe map (not to scale); Right: Ideogram of chromosome 18 indicating the hybri-
dization locations

Results

Normal situation: In interphases of normal cells or cells without a trans-
location involving the BCL2 gene region, two green/orange fusion signals
appear.

Aberrant situation: One BCL2 gene region affected by a translocation is

indicated by one separate green signal and one separate orange signal.

Neck lymph node tissue section with
translocation of the BCL2 gene as indi-
cated by two non-rearranged orange/
green fusion signals, one orange and
one separate green signal.

Hybridized to normal interphase cells as
indicated by two orange/green fusion
signals per nucleus.
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ZytoLight® SPEC BCL2/IGH Dual Color Dual Fusion Probe

Intended Purpose

The ZytoLight SPEC BCL2/IGH Dual Color Dual Fusion Probe (PL71) is inten-
ded to be used for the qualitative detection of the translocation t(14;18)
(932.3;921.3) involving the human IGH and BCL2 genes in formalin-fixed,
paraffin-embedded specimens by fluorescence in situ hybridization (FISH).
The probe is intended to be used in combination with the ZytoLight FISH-Tis-
sue Implementation Kit (Prod. No. -2028-5/-20).

The product is intended for professional use only. All tests using the product
should be performed in a certified, licensed anatomic pathology laboratory
under the supervision of a pathologist/human geneticist by qualified per-
sonnel.

The probe is intended to be used as an aid to the differential diagnosis of
various cancers and therapeutic measures should not be initiated based on
the test result alone.

Probe Description

The ZytoLight SPEC BCL2/1GH Dual Color Dual Fusion Probe is composed of:
IyGreen (excitation 503 nm/emission 528 nm) labeled polynuc—
leotides (~12 ng/pl), which target sequences mapping in 14q32.33"
(chr14:105,462,169-106,995,000) harboring the IGH gene region (see
Fig. 1).
IyOrange (excitation 547 nm/emission 572 nm) labeled polynuc-
leotides (~6 ng/pl), which target sequences mapping in 18q21.33"
(chr18:60.180,078-61,507,691) harboring the BCL2 gene region (see Fig.
1).

. Formamide based hybridization buffer

“according to Human Genome Assembly GRCh37/hg19

D18s507 REN11536
3 & |
< i >
mcr MBR  ver .« BCL2
BCL2
~1.3 Mb
Cen « 18921.33 > Tel
BV448316 RH119884
B4 3 5
JAG2 IGH locus
~1.5 Mb
14—
Cen 14932.33 > Tel IGH

Fig. 1: Top: SPEC BCL2 Probe map; Bottom: IGH Probe map (not to scale); Right: Ideograms of chromo-
some 18 and 14 indicating the hybridization locations

Results

Normal situation: In interphases of normal cells or cells without a trans-
location involving the respective gene regions, two separate green and
orange signals appear.

Aberrant situation: A gene fusion is indicated by one separate orange
signal, one separate green signal, and two orange/green fusion signals.

Hybridized to normal interphase cells as
indicated by two orange and two green
signals in each nucleus.

Example of an aberrant signal pattern:
Bone marrow biopsy section with trans-
location affecting the BCL2/IGH loci as
indicated by one separate orange sig-
nal, one separate green signal, and two
orange/green fusion signals.
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