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Annex G1/15 to the Certificate No. 687-5
SCOPE of ACCREDITATION

of the

Clinical Laboratory

of 

LIFE CODE MEDICAL Ltd., 

Private Diagnostic Laboratory

Aspasia Divane – Konstantinos Tyrosvoutis MEDICAL Ltd.

 (LIFE CODE  MEDICAL Ltd.)

	Tested materials/ products
	Types of test/ Properties to be  measured


	Applied Standards/ Techniques to be used

	Molecular Microbiology

	1. Cervical Swabs, Surgical Biopsy, Formalin Fixed Paraffin Embedded Tissue Sections
	Detection and Genotyping of Human Papilloma Virus (HPV) strains [subtypes: 16, 18, 31, 33, 35, 39, 45, 51, 52, 56, 58, 59, 68 (a, b) , 73, 82 (IS39, MM4), 26, 53, 66, 6, 11, 40, 42, 43, 44, 54, 55, 57, 70, 69, 71, 34, 67, 73, 61, 62, 72, 81CP8304, 83MM7, 90, 91].
	Manufacturer’s methodology (P.MOR.09_v7) VisionArray HPV chip 1.0, Zytovision, CE-IVD* with microarrays)

	2. Cervical Swabs, Surgical Biopsy, Formalin Fixed Paraffin Embedded Tissue Sections
	Detection and Genotyping of High Risk Human Papilloma Virus (HPV) strains 
	Manufacturer’s methodology (P.MOR.27) HPV PCR Diagnostics with RT PCR using RotorGene 6000 and RotorGene 3000 Real Time thermal cycler (Corbett Research) BioQuant 96 (Biosan) and BioRad

	3. Serum or plasma EDTA
	1. Detection and quantification of  HBV viral load

2. Detection and quantification of  HCV viral load

3. Detection and quantification of  HIV viral load
	Manufacturer’s methodology (P.MOR.20_v1)(AmpliSens HBV, or HCV, or HIV- Monitor - FRT PCR kit) with Real-Time qPCR using RotorGene 6000 Real Time thermal cycler (Corbett Research)

	4. Nasopharyngeal swab, Oropharyngeal swab
	Qualification of SARS-CoV-2
	In house method (P.MOR.23_v2) with Real-Time qPCR using RotorGene 6000 and RotorGene 3000 Real Time thermal cycler (Corbett Research) BioQuant 96 (Biosan) and BioRad



	Molecular Genetics

	1. Peripheral Blood, Buccal Swab, Saliva, Amniotic Fluid, Chorionic Villi Samples
	Detection of mutations and large genomic rearrangements in CFTR gene


	Next Generation Sequencing (NGS) with a) In house Method (P.MOR.26) using  Agilent’s primers and sequencing analysis using the next generation sequencer DNBSEQ-G400, MGI. Data analysis using the computerized softwares SeqPilot (JSI Medical System) and  Varsome Clinical
 b) Manufacturer’s methodology Devyser using next generation sequencer  MiSeq, Illumina and data analysis using compyterized software of Sophia Genetics  and SeqPilot (JSI Medical System)

	2. Peripheral Blood, Buccal Swab, Saliva, Amniotic Fluid, Chorionic Villi Samples, Surgical Biopsy, Formalin Fixed Paraffin  embedded tissue sections
	Detection of germline mutations, large genomic rearrangements in gene panels from one gene to all genes of human genome according to referral reason i.e. Panel of cardiovascular genes, Panel of clinical significance genes-Clinical Exome (CES), Whole Exome of human genome (WES), etc.
	Next Generation Sequencing (NGS) with In house Method (P.MOR.26) using  Agilent’s primers and sequencing analysis using the next generation sequencer DNBSEQ-G400, MGI. Data analysis using the computerized softwares SeqPilot (JSI Medical System) and  Varsome Clinical

	3. Bone Marrow, Peripheral Blood
	Detection of ITD and D835 mutations of FLT3 gene
	Manufacturer’s methodology LeukoStrat FLT3 Mutation Assay, In VivoScribe Technologies, CE-IVD* (P.MOR.08_v4) with PCR / RFLP using Eppendorf Mastercycler Gradient S thermal cycler

	4. Bone Marrow, Peripheral Blood
	Detection and Quantification of fusion transcripts (BCR-ABL-p210, BCR-ABL-p190, AML1-ETO, TEL-AML1, PML-RARa)
	Manufacturer’s methodology (P.MOR.07_v7)(AML1-ETO, TEL-AML1, PML-RARa bcr1, PML-RARa bcr3 FusionQuant Kits, Ipsogen, CE-IVD)* and AB Analytica SA BCR-ABL Mbcr (CE-IVD)* BCR-ABL mbcr (CE-IVD)*  or gb ONCO BCR-ABL MAJOR / ABL, gb ONCO BCR-ABL MINOR / ABL with Real-Time PCR using RotorGene 6000 Real Time thermal cycler (Corbett Research)



	5.Amniotic Fluid, Chorionic Villi Samples, Products of Conception
	Molecular rapid detection of aneuploidies for chromosomes 13, 18, 21, X, Y 
	Manufacturer’s methodology (P.MOR.12_v5) (ChromoQuant®QF PCR kit QF-STaR kits, CE-IVD)* with QF-PCR: in Eppendorf Mastercycler Gradient S thermal cycler and fragment analysis with ABI 310 Genetic Analyser (Applied Biosystems)*



	6.Bone Marrow, Peripheral Blood
	Detection of V617F mutation in JAK2 gene
	In house method (P.MOR.11_v3) with PCR-ARMS using Eppendorf Mastercycler Gradient S thermal cycler



	7.Amniotic Fluid, Chorionic Villi Samples, Peripheral Blood
	Detection of F508del mutation in CFTR gene
	In house method (P.MOR.13_v3) with PCR-ARMS using Eppendorf Mastercycler Gradient S thermal cycler

	8. Peripheral Blood, Buccal Swab
	1. G1691A mutation detection in factor V gene

2. G20210A mutation detection in Prothrombin gene (FII) 

3. C677T mutation detection in MTHFR gene 

4. A1298C mutation detection in  MTHFR gene
	In house method (P.MOR.18_v1) with PCR-RFLP using Eppendorf Mastercycler Gradient S thermal cycler

	9. Peripheral Blood, Buccal Swab
	Mutation detection: FV G1691A (Leiden), FV H1299R (R2), FXIII V34L, β-fibrinogen -455G>A, FII G20210A, PAI-1 4G/5G, HPA1 a/b, MTHFR C677T, MTHFR A1298C, ACE I/D, ApoB R3500Q, ApoE E2/E3/E4, GPIa C807T
	Manufacturer’s methodology (P.MOR.19_v1)CVD StripAssay of  Vienna Lab, CE-IVD)* with PCR using Eppendorf Mastercycler Gradient S thermal cycler and reverse hybridization)

	10. Amniotic fluid, Chorionic Villi Samples, Peripheral Blood, Bone Marrow, Products of Conception
	Detection of microdeletions and microduplications with CNV microarrays (Molecular Karyotype)
	Manufacturer’s methodology (P.MOR.25_v2) Agilent GenetiSure 8x60K CGH kit 

	11.Bone Marrow, Peripheral Blood
	Detection and Quantification of fusion transcripts BCR/ABL-p210, BCR/ABL-p190, BCR/ABL-p230 
	Manufacturer’s methodology Biomol BCR/ABL t(9;22) one step RT-PCR qualitative determination (p210, p190, p230)

	Molecular Oncology

	1.Surgical Biopsy, Formalin Fixed Paraffin  embedded tissue sections
	1. Detection of KRAS mutations (exons 2, 3, 4)
	In house method (P. MOR 17_v3 ) with Sanger Sequencing using Eppendorf Mastercycler Gradient S thermal cycler and fragment analysis with ABI 310 Genetic Analyser (Applied Biosystems)

	
	2. Detection of EGFR mutations (exons  18, 19, 20, 21)
	

	
	3. Detection of BRAF mutations (exons 11, 15)
	

	
	4. Detection of NRAS mutations (exons 2, 3, 4)
	

	
	5. Detection of cKIT mutations (exons 9, 11, 13, 17)
	

	
	6. Detection of PDGFRA mutations (exons 12, 18)
	

	2. Surgical Biopsy, Formalin Fixed Paraffin  embedded tissue sections/peripheral blood
	Microsatellite Instability Detection (MSI)
	In house method (P. MOR 21_v1 ) with fluorescent PCR method in 5 microsatellite loci ((BAT25, BAT26, NR21, NR24, MONO27) using Eppendorf Mastercycler Gradient S thermal cycler and fragment analysis with ABI 310 Genetic Analyser (Applied Biosystems) or NGS (P. MOR 26_v1 )



	3. Peripheral Blood, Buccal Swab, Saliva, Surgical Biopsy, Formalin Fixed Paraffin  embedded tissue sections
	Detection of mutations, large genomic rearrangements, verification and detection of familial mutations in BRCA1 and BRCA2 genes
	Next Generation Sequencing (NGS) with a) In house Method (P.MOR.26) using  Agilent’s primers and sequencing analysis using the next generation sequencer DNBSEQ-G400, MGI. Data analysis using the computerized softwares SeqPilot (JSI Medical System) and  Varsome Clinical
 b) Manufacturer’s methodology Devyser using next generation sequencer  MiSeq, Illumina and data analysis using compyterized software of Sophia Genetics  and SeqPilot (JSI Medical System)

	4. Peripheral Blood, Bone Marrow, Buccal Swab Saliva, Surgical Biopsy, Formalin Fixed Paraffin  embedded tissue sections
	Detection of somatic mutations and large genomic rearrangements in gene panels from one gene to all genes of human genome (e.g. panel of hematological malignancies, 26 genes panel for breast cancer, 17 genes panel for colon cancer, NSCLC panel, 30 genes panel for sporadic lung cancer, hereditary cancer panel, cancer panel with 168 genes, Clinical Exome panel-CES, Whole Exome-WES, etc)

	Next Generation Sequencing (NGS) with In house Method (P.MOR.26) using  Agilent’s primers and sequencing analysis using the next generation sequencer DNBSEQ-G400, MGI. Data analysis using the computerized softwares SeqPilot (JSI Medical System) and  Varsome Clinical

	5. Peripheral Blood, Bone Marrow, Buccal Swab Saliva, Surgical Biopsy, Formalin Fixed Paraffin  embedded tissue sections
	Detection of somatic mutations and large genomic rearrangements in single genes (e.g. BARD1,  BMPR1A, BRIP1,  CDH1,  DDB2,  EPCAM,  ERCC1,  ERCC2,  ERCC3,  ERCC4,  ERCC5,  FANCA,  FANCB,  FANCC,  FANCD2,  FANCE,  FANCF,  FANCG,  FANCI,  FANCL,  FANCM, FGFR,  GREM1,  HOXB13,  IDH,  MRE11,  MSH2,  PIC3CA,  POLD1,   POLH,  RAD51C,  RAD51D,  RB1,  RET,  SDHAF2,  SDHB,  SDHC,  SDHD,  SLX4,    XPA,  XPC, AKT1, AKT2, AKT3, ALK, AMER1, APC, APLNR, AR, ARAF, ARID1A, ARID1B, ARID2, ASXL1, ATM, ATR, ATRX, AURKA, AXL, B2M, BAP1, BCL2, BLM, BRAF, BRCA1, BRCA2, CBL, CCND1, CCND2, CCND3, CCNE1, CD274, CD58, CDK12, CDK2, CDK4, CDK6, CDKN1A, CDKN1B, CDKN2A, CDKN2B, CHEK2, CIITA, CREBBP, CTCF, CTNNB1, DAXX, DICER1, DNMT3A, EGFR, EP300, EPHA3, ERBB2, ERBB3, ERBB4, ERG, ESR1, ETV6, EZH2, FAS, FBXW7, FGF19MSH2, FGFR1, FGFR2, FGFR3, FGFR4, GATA3, GNA11, GNAQ, GNAS, H3F3A, H3F3B, HGFNOTCH1, HIST1H3B, HIST1H3C, HIST2H3C, HLA-A, HLA-B, HLA-C, HNF1A, HRAS, IDH1, IDH2, IGF1RPDGFRB, JAK1, JAK2, JAK3, JUNPIK3R1, KDR, KIT, KLF4, KMT2A, KRAS, MAP2K1, MAP2K2, MAP2K4, MAP3K1, MAPK1, MAX, MCL1RB1, MDM2RET, MED12, MEN1, MET, MLH1, MSH6, MTOR, MUTYH, MYB, MYC, MYCN, NBN, NF1, NF2, NFE2L2, NOTCH2, NOTCH3, NOTCH4, NPM1, NRAS, NTRK1, PALB2, PBRM1, PDCD1LG2, PDGFRA, PHF6, PIK3CA, PIK3CB, PMS2, POLE, POLQ, PPP2R1A, PTCH1, PTEN, PTPN11, RAC1, RAD21, RAD50, RAF1, RHOA, RNF43, ROS1, RPL5, RUNX1, SETBP1, SETD2, SF3B1, SMAD4, SMARCA4, SMARCB1, SMO, SOCS1, SPOP, SRC, STAG1, STAG2, STAT3, STAT5B, STK11, SYK, TERT, TGFBR2, TP53, TSC1, TSC2, U2AF1, VHL, WT1, YAP1, etc)


	Next Generation Sequencing (NGS) with In house Method (P.MOR.26) using  Agilent’s primers and sequencing analysis using the next generation sequencer DNBSEQ-G400, MGI. Data analysis using the computerized softwares SeqPilot (JSI Medical System) and  Varsome Clinical

	Cytogenetics

	1. Peripheral Blood
	 Karyotype / Detection of congenital chromosome abnormalities
	In house method (P.CYT.01, P.CYT.02) for Cell Culturing. Microscopic Analysis and Karyotyping

	2. Bone Marrow, Peripheral Blood 
	Karyotype /Detection of acquired chromosome abnormalities
	

	3.Amniotic Fluid
	Karyotype /Detection of congenital chromosome abnormalities

	In house method (P.CYT.7, P.CYT.6) for Cell Culturing. Microscopic Analysis and Karyotyping

	4.Chorionic Villi Samples
	Karyotype /Detection of congenital chromosome abnormalities


	

	Molecular Cytogenetics

	1. Bone Marrow, Peripheral Blood


	Detection of sex and autosomal chromosome aneuploidies

	FISH (P.MOR.03, 04, 05) (Fluorescence In Situ Hybridization with DNA probes of unique or repetitive sequences, Zytovision, CE-IVD*)

	2. Bone Marrow, Peripheral Blood, Surgical Biopsy, Formalin Fixed Paraffin Embedded Tissue Sections
	1.Detection of fusion genes 
[BCR-ABL, ETO-AML1,             TEL-AML1, PBX1-TCF3, PML-RARA, IgH-CCND1 (BCL1), IgH-FGFR3, IgH-BCL2, API2-MALT1, IGH-MYC, IGH-MAF]
	

	
	2. Gene rearrangements 
(IgH, MLL, CBFb, ALK, EWSR1, FKHR, SS18, FIP1/PDGFRA, C-MYC,
TCRA/D, E2A)
	

	
	3. Chromosome deletions/Gene losses
[5/5q, 7/7q, p16(9p21), D13S319 (13q14.3), 13q34, P53(17p13.1), ATM (11q22.3), RB1(13q14), MYB (6q23), D20S108 (20q12), 1p36, 19p13]
	

	
	4. Gene amplification 

(EGFR, N-MYC, 1q21, 17q, HER2)
	


*The use of the genetic analyser’s brand name or kit refers to a specific analytical method and the corresponding experimental protocol.
Site of assessment: Laboratory permanent premises: 6 Karistou str., 115 23, Athens, Greece. 

Approved signatories: Α. Divane, F. Ieremiadou, T. Hamos, A. Daraki, S. Dubos, A. Batas, A. Zougros

 The Accreditation Certificate No. 687-5, to ELOT EN ISO 15189:2022, is valid until 29.06.2027.
Athens, 16.05.2024                         

                                                                               Christos Nestoras
                                                                                            CEO of ESYD
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