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Dienstleistungsprozesse Validierung und Akkreditierung von Analysen

Area of Examinations: Human genetics (Cytogenetics)

Type of examination:

Chromosome analysis

Analysis Sl matgrial g RICIES SOP [Version] Device
material technology

4.3.2.1.2 VA préanatale Zytogenetik (V0), 4.3.2.1.3 VA
postnatale Zytogenetik T-Lymphozyten-Zelllinie (VO),
4.3.2.2.10 SOP - Pranatale Zytogenetik - Kulturansatz Metaphase Harvester (Hanabi-Pll (Fa.
(V1), 4.3.2.2.2 SOP - G-Banderung (V1), 4.3.2.2.12 SOP - |ADS Biotec Limited)),

Karyotype o ' Chromosome Pranatale Zytogenetik - Zellaufarbeitung Au}ftropfmethode Fluoreszenzmilfroskope (AXIO Imager. M1

(congenital) blood_, amnlotlc_: fluid, DNA, banding analysis (V2), 4.3.2._2.13 SQP - Prénatale Zytogenetik - ar_1d A2 (Fg. Zeiss)), Fluoreszenzmikroskop

abortion material Zellaufarbeitung Slide Flask (V1), 4.3.2.2.25 SOP - with OT-Tisch (AXIO Imager. Z2 (Fa.

Pranatale Zytogenetik - Kulturansatz Abortmaterial / Zeiss)), Software (GenASls Version 8.3.1

Chorionzotten (V1), 4.3.2.2.27 SOP - Aufnahmetechnik (Fa. ADS Biotec Limited))
Mikroskop (manuell) (V1), 4.3.2.2.33 SOP -
Aufnahmetechnik Metaphasenfinder (automatisch) (VO)

4.3.2.1.2 VA préanatale Zytogenetik (V0), 4.3.2.1.3 VA
postnatale Zytogenetik T-Lymphozyten-Zelllinie (VO0),
4.3.2.2.10 SOP - Pranatale Zytogenetik - Kulturansatz
blood, amniotic fluid, DNA, FISH (V1), 4.3.2.2.20 SOP - Durchfuhrung FISH (VO0),

abortion material 4.3.2.2.21 SOP - Alterung von Praparaten (V1), 4.3.2.2.11
SOP - Pranatale Zytogenetik - Schnelltest FISH
(Anfertigung Cytospin) (V1)

Hybridizer (Thermobite: S500-24 (Fa.
StatSpin), ZytoBrite TDH-500 and 501 (Fa.
Zytomed Systems GmbH)),
Fluoreszenzmikroskope (AXIO Imager. M1
and A2 (Fa. Zeiss))

Karyotype
(congenital)
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Sample material / test

Analysis

Zellaufarbeitung (automatisch)(V0), 4.3.2.2.20 SOP -
Durchfiihrung FISH (VO0), 4.3.2.2.21 SOP - Alterung von
Praparaten (V1), 4.3.2.2.34 SOP - Anreicherung von
Zellen mittels AutoMACS Separation (VO0)

Analysis material o SOP [Version] Device
4.3.2.1.2 VA pranatale Zytogenetik (VO0), Hybrldl;er (Thermoblte: $500-24 (Fa.
) StatSpin), ZytoBrite TDH-500 and 501 (Fa.
Karyotype 4.3.2.1.3 VA postnatale Zytogenetik T-Lymphozyten- Zytomed Systems GmbH))
(coril enﬁtal) buccal swab; DNA FISH Zelllinie (V0), 4.3.2.2.10 SOP - Pranatale Zytogenetik - Fluoreszenimikrosko o (A;(IO Imager. M1
9 Kulturansatz (V1), 4.3.2.2.20 SOP - Durchfiihrung FISH and A2 (Fa. Zeiss)) P ger.
(V0), 4.3.2.2.21 SOP - Alterung von Praparaten (V1) ’
43.2.L1VA Turporzytogenetlk (V0), 4.3.2.2.18 SOP - Metaphase Harvester (Hanabi-Pll (Fa.
Tumorzytogenetik - Kulturansatz (V2), 4.3.2.2.14 SOP - R- . -
. ) ADS Biotec Limited)),
C Banderung (V1), 4.3.2.2.19 SOP - Tumorzytogenetik - .
. Fluoreszenzmikroskope (AXIO Imager. M1
Karyotype . Chromosome Zellaufarbeitung (manuell)(V2), 4.3.2.2.35 SOP - ) ;
) blood, bone marrow; DNA . ) ) . X and A2 (Fa. Zeiss)), Fluoreszenzmicroscop
(acquired) banding analysis | Tumorzytogenetik - Zellaufarbeitung (automatisch)(VO0), ] .
S with OT-Tisch (AXIO Imager. Z2 (Fa.
4.3.2.2.27 SOP - Aufnahmetechnik Mikroskop ; .
. Zeiss)), Software (GenASls Version 8.3.1
(manuell)(V1), 4.3.2.2.33 SOP - Aufnahmetechnik (Fa. ADS Biotec Limited))
Metaphasenfinder (automatisch)(V0) '
Metaphase Harvester (Hanabi-PlII (Fa.
4.3.2.1.1 VA Tumorzytogenetik (V1), 4.3.2.2.18 SOP - ADS Biotec Limited)),
Tumorzytogenet?k - Kultur_ansatz(VS), 4_.3.2.2.15 SOP - Fluoreszenzmikroskope (AXIO Imager. M1
Tumorzytogenetik - Anfertigung Cytospins (V2), und A2 (Fa. Zeiss)), Fluoreszenzmikroskop
Karyotype 4.3.2.2.19 SOP - Tumorzytogenetik - Zellaufarbeitung mit OT-Tisch (AXIO Imager. Z2 (Fa.
(acrguirepd) blood, bone marrow; DNA FISH (manuell)(V4), 4.3.2.2.35 SOP - Tumorzytogenetik - Zeiss)), Software (GenASls Version 8.3.1

(Fa. ADS Biotec Limited))
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Daily updated list of accredited analyzes - FISH probes

Type of examination:

Chromosome analysis with Fluorescence-in-situ-Hybridization

Abreviations: BM - bone marrow, pB - peripheral blood, AF - amniotic fluid, PHA -

Phytohemagglutinin

(FisH)
Analysis (gene/region) Sample material
Probe name according to (material) Analysis
Chromosome |manufacturer Company Gene Locus technology
1 XL CDKN2C/CKS1B MetaSystems CDKN2C 1p32.3 KM, CD138+-Zellen FISH
CKS1B 1g21-22
TCF3-pBX1 Dual
Fusion/Translocation FISH Cytotest pBX1 1g23.3 KM FISH
Probe Kit
TCF3 19p13.3
Vysis ALK Break Apart FISH
2 Probe Kit Abbott ALK 2p23 KM FISH
3 XL MECOM 3q26 MetaSystems MECOM 3026.2 KM FISH
XL BCL6 BA MetaSystems BCL6 3q27-28 KM, CD19+-Zellen FISH
4 XL t(4;14) FGFR3/ IGH DF MetaSystems FGFR3 4p16.3 CD138+-Zellen FISH
IGH 14g32.3
CytoCell IGH/FGFR3 KM, mononukleare
Translocation, Dual Fusion CytoCell FGFR3 4p16.3 Zellen FISH
IGH 14g32.3
XL 4q12 MetaSystems FIP1L1 4q12 KM, pB FISH
CHIC2
PDGFRA
XL TET2 MetaSystems SCFD2 4q12 KM, CD19+-Zellen FISH
TET2 4024
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Analysis (gene/region)

Sample material
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Probe name according to (material) Analysis
Chromosome |manufacturer Company Gene Locus technology
XL 5p15/9q22/15022
5 Hyperdiploidy MetaSystems D5S1518E 5p15.2-15.3 CD138+-Zellen FISH
D9S1783 9022.3-31
SMADG6 15¢22.3
Vysis LS| EGR1/D5S23,
D5S721 Dual Color Probe Kit Abbott D5S721 5p15.2 KM, PHA FISH
EGR1 5031.2
XL del(5)(g31) MetaSystems ~ D5S1518E~D5S1976 5p15.2-15.3 KM FISH
EGR1 5¢31.2
XL 5031/5g33 MetaSystems EGR1 5q31.2 CD19+-Zellen, pB FISH
RPS14 5032-33.1
Vysis LS| PDGFRB Break Apart
FISH Probe Kit Abbott CSF1R 5032-933.1 KM FISH
TCOF1
6 XL t(6;9) DEK/NUP214 MetaSystems DEK 6p22.3 KM FISH
NUP214 9g34.1
XL 6g21/6g23 Metasystems SEC63 6qg21 KM, CD19+-Zellen FISH
MYB 6023.3
7 XL del(7)(q22931) MetaSystems D771 7pli.1-q11.1 KM, CD19+-Zellen FISH
KMT2E 7922
MET 7931.2
XL 7922/7936 MetaSystems D771 7pl11.1-g11.1 CD19+-Zellen, pB FISH
KMT2E 7922
EZH2 7036
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Analysis (gene/region)

Sample material
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Probe name according to (material) Analysis
Chromosome |manufacturer Company |Gene Locus technology
Vysis LSID7S522/CEP 7 FISH - D771 7p11.1-q11.1 KM FISH
Probe Kit
D7S522 7931
CytoCell C-MET (MET)
Ampliication CytoCell D7z1 7p11.1-g11.1 KM FISH
MET 7931.2
XL Williams-Beuren MetaSystems EGFR 7pll.2 FW FISH
ELN/LIMK1 7911.23
CytoCell TCRB (TRB) CytoCell TCRB 7q34 KM FISH
Breakapart
Vysis CEP 7 (D7Z1) )
SpectumAqua Prabe Abbott D7z1 7p11.1-g11.1 KM, PHA FISH
8 XL FGFR1 MetaSystems FGFR1 8pl1.2 KM FISH
XL t(8;21) plus MetaSystems ~ RUNX1T1 8q21.3-22.1 KM FISH
RUNX1 21q22.1
XL MYC BA MetaSystems MyYC 8q24.21 KM, CD19+-Zellen FISH
Vysis LSIMYC Break Apart MYC 8q24.21 KM FISH
Rearrangement Probe Kit
Vysis CEP 8 (D8Z2) )
SpeciramAqua Probe Abbott D8Zz2 8p11.1-q11.1 KM, PHA FISH
9 XL JAK2 BA (9p24) MetaSystems ~ JAK2 9p24 KM, pB FISH
XL CDKN2A/922 MetaSystems ~ CDKN2A/B 9p21 KM, CD19+-Zellen FISH
CENPP 9q22.3
Vysis CDKN2A / CEP 9 FISH
10 Probe Kit Abbott CDKN2A/B 9p21 KM FISH
Doz1 9p11-g11
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Analysis (gene/region)

Sample material
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Probe name according to (material) Analysis
Chromosome |manufacturer Company |Gene Locus technology

Vysis LSI BCR/ABL Dual Color,

Dual Fusion Translocation Abbott ABL1/ASS1 9qg34.1 KM, pB, PHA FISH

Probe Kit
BCR 22q11.2

Vysis CEP 9 SpectiumAqua 5y o Dozl 9p11-g11 KM FISH

Probe

11 XL NUP98 MetaSystems ~ NUP98 11p15.4 KM FISH
. CD138+-Zellen,

XL t(11;14) MYEOV/IGH DF ~ MetaSystems ~ CCND1 11q13.3 D101 ellen FISH
IGH 14932.3

CytoCell IGH/CCNDL CytoCell CCND1 11q13.3 KM, CD138+-Zellen FISH

Translocation, Dual Fusion
IGH 14932.3

Vysis LS| BIRC3/MALT1 DF

FioH Probe Ki Abbott BIRC3 11g22 KM, PHA FISH
MALT1 18g21

XL ATM/TP53 MetaSystems ~ ATM 11g22.3 Eg" CD19+-Zellen, FISH
TP53 17p13

XL MLL plus MetaSystems KMT2A 11923.3 KM FISH

Vysis ETV6 Break Apart FISH

12 o Kit Abbott ETV6 12p13 KM FISH

ZytoLight ® SPEC ERBB3/CEN y

T Dusl Color Probe Zytovision D1273 12p11.1-q11.1 KM FISH
ERBB3 12913.2-q13.3

XL MDM2 MetaSystems ~ D12Z3 12p11.1-q11.1 KM, CD19+-Zellen FISH
MDM2 12q15

XL DLEU/LAMP/12cen MetaSystems D12z3 12p11.1-g11.1 KM, pB FISH
DLEUL 13q14.2
LAMP1 13g34
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Analysis (gene/region)

Sample material
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Probe name according to (material) Analysis
Chromosome |manufacturer Company |Gene Locus technology
XCE 12 Blue MetaSystems D1273 12p11.1-gq11.1 KM FISH
13 XA 13/18/21 MetaSystems ~ RB1 13q14.2 PHA, FW FISH
MALT1 18qg21.3
DSCR4 21922.1-22.2
CytoCell FAST FISH Prenatal
13 and 21 CytoCell RB1 13q14.2 PHA, FW FISH
DSCR4 21g22.13
KM, CD138+-Zellen,
XL RB1/DLEU/LAMP MetaSystems RB1 13q14.2 CD19+-Zellen FISH
DLEU1
LAMP1 13934
Vysis LSI TRA/D Dual Color
14 Break Apart Rearrangement Abbott TCR A/D 14q11.2 KM FISH
FISH Probe Kit
XL TCL1 BA MetaSystems D14S62 14932.1-32.2 KM FISH
D14S131
KM, CD138+-Zellen,
XL IGH BA MetaSystems IGHC 14932.3 CD19+-Zellen, PHA FISH
IGHV
KM, mononukleare
CytoCell IGH Plus Breakapart  CytoCell IGHC 14932.3 Zellen FISH
IGHV
XL t(14;16) IGH/MAF DF MetaSystems IGH 14q932.3 CD138+-Zellen FISH
MAF 16923
XL t(14;18) IGH/BCL2 DF MetaSystems IGH 14q932.3 CD19+-Zellen FISH
BCL2 18g21.3
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Analysis (gene/region)

Sample material

4.4.1 F Ubersicht akkreditierter Analysen Gesamtdatenbank Zytogenetik

Seite 8 von 9

Probe name according to (material) Analysis
Chromosome |manufacturer Company Gene Locus technology
Vysis LSI IGH/BCL2 Dual Color,
Dual Fusion Translocation Abbott IGH 14g32.3 KM, PHA FISH
Probe Set
BCL2 18g21.3
mononukleare Zellen,
XL IGH/MAFB DF MetaSystems IGH 14932.3 CD138+-Zellen FISH
MAFB 20qg12
CytoCell IGH/MAFB KM, mononukleére
Translocation, Dual Fusion CytoCell IGH 14932.33 Zellen FISH
MAFB 20qg12
Vysis LS| PML/RARA Dual
15 Color, Dual Fusion Abbott PML 15924 KM FISH
Translocation Probe Kit
RARA 17¢21.1-g21.2
Vysis CEP 15 (D15Z1) Abbott D1571 15p11.2 PHA EISH
SpectrumAqua Probe
16 XL CBFB MetaSystems CBFB 16q21-22 KM FISH
Vysis LSI TP53 (17p13.1)
17 SpectrumOrange Probe Abbott TP53 17p13.1 KM FISH
KM, CD138+-Zellen,
XL TP53/NF1 MetaSystems TP53 17p13 CD19+-Zellen, pB FISH
NF1 17q11.2
Vysis CEP17 SpectrumAqua Abbott D17z1 17p11.1-g11.1 KM FISH
18 XA XIY/18 MetaSystems ~ D18Z1 18p11.1-q11.1 PHA, FW FISH
DXZ1 Xp11.1-q11.1
DYZ3 Yp11.1-q11.1
CytoCell FAST FISH Prenatal
X, Y and 18 CytoCell D18z1 18p11.1-g11.1 PHA FISH
DXZ1 Xp1l.1-q11.1
DYZ3 Ypll.1-q11.1
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Analysis (gene/region)

Sample material

FISH Probe

Probe name according to (material) Analysis
Chromosome |manufacturer Company Gene Locus technology
XL BCL2 BA MetaSystems BCL2 18g21.3 CD19+-Zellen FISH
\F/IySSII—T ";rsgbsei'i‘tz Break Apart ot BCL2 18q21.3 KM FISH
XL MALT1 BA MetaSystems MALT1 18g21.3 CD19+-Zellen FISH
Vysis LSI MALT1 Dual Color
Break Apart Rearrangement Abbott MALT1 18921.3 KM FISH
Probe
20 XL 20q12/20qter plus MetaSystems ~ PTPRT 20q12 KM FISH
RH74808 20g13.3
21 XL 21q22/XCP 21 MetaSystems ~ DSCR4 21g22.1-22.2 PHA FISH
wep21
XL RUNX1 BA MetaSystems ~ RUNX1 21g22.1 KM FISH
\Fﬁ';'; LSI21 SpectumOrange 1, D21S341 2122.13-q22.2 PHA FISH
Vysis DiGeorge Region LSI
22 gl;:C"trEu ; (O':;i';‘)e /LS| ARSA Abbott HIRA 22q11.2 PHA, FW FISH
SpectrumGreen Probe Set
ARSA 22g13.3
XY XA XIY MetaSystems ~ DXZ1 Xpl11.1-q11.1 KM, pB, FW FISH
DYZ3 Yp1l.1-g11.1
CytoCell SHOX CytoCell SHOX Xp22.33/Yp11.32 PHA FISH
DXZ1 Xp1l.1-q11.1
DYZ1 Yq12
\S/‘éj;fn']gg\;ge brobe Abbott SRY Yp11.3 PHA FISH
Other Vysis ToTelVysion Multi-Color Abbott PHA FISH
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