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	Annex G1/8 to the Certificate No. 1105-2
SCOPE of ACCREDITATION

of the

 Clinical Laboratory 

of

 NEOSCREEN Ltd., Laboratory of neo- & pre- natal testing




	Materials /Products tested
	Types of test / Properties measured
	Applied methods/ Techniques used

	Chemical Testing

	1. Dried blood spots (Guthrie cards)
	1. Semi-quantitation of aminoacids (Phe, Leu, Met, Tyr, Val, Cit) & acylocarnitines (C3, C4, C5, C6, C8, C14)
	Method (ΜΕT 102) via FIA-ESI-MS/MS based on literature Clin. Chem. 49 (2003) 1797-1817/ EQ110: MS / MS Detector, API Model 4000 (ThermoScientific)
M.102 version 16
DETERMINATION OF AMINOACIDS AND ACYLOKARNITES IN BLOOD SPOTS USING A MASS SPECTROMETER



	
	2. Detection of acylocarnitines (C0, C2, C10, C16, C18, C3DC, C5DC, C5OH) for diagnostic purposes 
	Method (ΜΕT 102) via FIA-ESI-MS/MS based on literature Clin. Chem. 49 (2003) 1797-1817/EQ110: MS / MS Detector, API Model 4000 (ThermoScientific)

M.102 version 16
DETERMINATION OF AMINOACIDS AND ACYLOKARNITES IN BLOOD SPOTS USING A MASS SPECTROMETER



	Immunochemical Assays

	2. Dried blood spots (Guthrie cards)
	1. Semi-quantitative determination of 17- hydroxy progesterone
	Immunochemical time-resoved fluorescence method, AUTODELFIA kit & DELFIA kit, PerkinElmer* / EQ16: Multilabel Plate Counters VICTOR 3V  & EQ17: WALLAC DELFIA WASHER
M.103 version 8
DETERMINATION METHOD 17a - OH - PROGESTERONE ON BLOOD DRIVE ON PAPER USING AutoDELFIA & DELFIA NEONATAL KIT

	
	2. Semi-quantitative determination of immunoreactive trypsinogen (IRT)
	Immunochemical time resoved fluorescence method, AUTODELFIA kit & DELFIA kit, PerkinElmer* / EQ16: Multilabel Plate Counters VICTOR 3V  & EQ17: WALLAC DELFIA WASHER
M.104 version 7
IRT DETERMINATION METHOD ON BLOOD DRIVE ON PAPER USING AUTODELFIA & DELFIA NEONATAL KIT

	Molecular Testing

	1. Whole blood/Buccal swabs/Saliva
	1. Detection of 12 mutations of CYP21A2 gene (P30L, IVS2-13 A/C→G, G110del8, I172N, I235N, V236E, M238K, V28IL, F306 + 1nt, Q318X, R356W, P453S)


	DNA extraction from whole blood for all the following procedures using TIANLONG Libex Nucleic Acid Extraction System (EQ415) automated equipment following internal method M.145. DNA extraction from Buccal swabs/Saliva using a non-automated procedure (M.131) with NucleoSpin Tissue kit, MACHEREY-NAGEL
Method (ΜΕTH 107) via PCR –multiplex SNAPShot (thermal cycler EQ140, Life Technologies) & fragment analysis on EQ119 (ABI3130xl genetic analyzer) based on literature, result analysis via GeneMapper™ Software, Applied Biosystems.
M.107 version 11
CYP21A2 GENE GENETIC DIAGNOSIS TEST WITH MINISEQUENCING METHOD

	2.Whole blood/Buccal swabs/Amniotic Fluid/ Chorionic Villi


	1. Detection of mutations of the CFTR (Cystic Fibrosis transmembrane conductance Regulator) gene

i) Full Sequencing (Sanger)

ii) Full Sequencing (NGS)

iii) 186 mutations (CF89%)/320 mutations (CF90%)

iv) 1 mutation p.F508del

	DNA extraction from whole blood for all the following procedures using TIANLONG Libex Nucleic Acid Extraction System (EQ415) automated equipment following internal method M.145. DNA extraction from Buccal swabs/Amniotic Fluid/ Chorionic Villi using a non-automated procedure (M.131) with NucleoSpin Tissue kit, MACHEREY-NAGEL.

i) Method (ΜΕTH 136), utilization of thermal cycler (EQ19, Applied Biosystems, ΕQ201, Applied Biosystems) for library preparation with direct identification of the DNA sequence on EQ119 (genetic analyzer ABI3130xl) and result analysis via software SEQUENCE Pilot – SEQPATIENT, JSI medical systems.  
Μ.136 version 6

Multiple Gene Sequence Identification Diagnostic Test Using the Sanger Sequencing Method

ii & iii)

Method (ΜΕTH 135) using Amplicon PCR-Massive Parallel Sequencing with SWIFT BIOSCIENCE panel, utilization of thermal cycler (EQ161, Applied Biosystems) for library preparation, sequencing on NGS platforms EQ129 & EQ312 MiSeq (Illumina), and analysis via software SEQUENCE Pilot – SEQNEXT, JSI medical systems.  
M.135 version 7
DIAGNOSTIC ASSAY SIMULTANEOUS DETECTION OF MUTATIONS IN MULTIPLE GENES RELATED to specific clinical MODULE USING THE TECHNOLOGY OF MASSIVE PARALLEL SEQUENCING (NGS) IN MiSeq PLATFORM (ILLUMINA) WITH THE USE OF Accel-Amplicon ™ Panels (SWIFT BIOSCIENCES)

iv) a. Method (ΜΕTH 118) with the End Point Genotyping technique in EQ120 (LC480II, Roche)

M.118 version 10
GENETIC DIAGNOSIS TEST FOR GENOTYPING OF FACTORS FORPREODISPOSITION TO THROMVOFILIA (14 MUTATIONS), AND 1 MUTATION OF THE CFTR GENE p.F508del (TaqMan assays)

(iv) b. Method (ΜΕTH 136) by direct identification of the exon DNA sequence identifying the p.F508del mutation in EQ119 (ABI3130xl genetic analyzer), utilization of thermal cycler (EQ19, Applied Biosystems, ΕQ201, Applied Biosystems) for library preparation and result analysis via software SEQUENCE Pilot – SEQPATIENT, JSI medical systems
Μ.136 version 6

Multiple Gene Sequence Identification Diagnostic Test Using the Sanger Sequencing Method

	3.Whole blood/Buccal swabs/Saliva/Amniotic Fluid/ Chorionic Villi


	2. Detection of deletion of exons 7 & 8 of the SMN1 gene
	DNA extraction from whole blood for all the following procedures using TIANLONG Libex Nucleic Acid Extraction System (EQ415) automated equipment following internal method M.145. DNA extraction from Buccal swabs/Saliva/Amniotic Fluid/ Chorionic Villi using a non-automated procedure (M.131) with NucleoSpin Tissue kit, MACHEREY-NAGEL
Manufacturer’s Method (ΜΕTH 130) CE-IVD MLPA kit P060 (MRC Holland)*, utilization of thermal cycler (EQ341 Applied Biosystems), fragment analysis on EQ119 (genetic analyzer ABI3130xl) and software result analysis Coffalyser.Net™, MRC Holland
M.130 version 11
Gene Detection Diagnostic Test with the use of the P060 MLPA (Multiplex Ligation Dependent Probe Amplification) kit

	4.Whole Blood
	1. Detection of mutations in the BRCA1 & BRCA2 (Breast Cancer susceptibility genes 1 & 2) genes
	DNA extraction from whole blood for all the following procedures using TIANLONG Libex Nucleic Acid Extraction System (EQ415) automated equipment following internal method M.145.

Method (ΜΕTH 135) via Amplicon PCR-Massive Parallel Sequencing with SWIFT BIOSCIENCE panel, utilization of thermal cycler (EQ201, Applied Biosystems) for library preparation, sequencing on NGS platforms EQ129 & EQ312 MiSeq (Illumina), and analysis via software SEQUENCE Pilot – SEQNEXT, JSI medical systems.  
M.135 version 7
DIAGNOSTIC ASSAY SIMULTANEOUS DETECTION OF MUTATIONS IN MULTIPLE GENES RELATED to specific clinical MODULE USING THE TECHNOLOGY OF MASSIVE PARALLEL SEQUENCING (NGS) IN MiSeq PLATFORM (ILLUMINA) WITH THE USE OF Accel-Amplicon ™ Panels (SWIFT BIOSCIENCES)

	5.Whole blood/Buccal swabs
	1. Detection of the following mutations in genes associated with the coagulation (thrombotic) cascade and the apolipoprotein metabolism: 

FV (G1691A), FII (G20210A), APOB (R3500Q), ApoE (E2, E3, E4), MTHFR C677T, MTHFR A1298C, ß-Fibrinogen -455 G-A, Factor XIII V34L, PAI-1 4G/5G, GPIIIa L33P (HPA-1),GPIa (C807T)
	DNA extraction from whole blood for all the following procedures using TIANLONG Libex Nucleic Acid Extraction System (EQ415) automated equipment following internal method M.145. DNA extraction from Buccal swabs using a non-automated procedure (M.131) with NucleoSpin Tissue kit, MACHEREY-NAGEL.
Method (ΜΕTH 118) via REAL TIME PCR (endpoint genotyping) on EQ120 (LC480II, Roche)

M.118 version 10
GENETIC DIAGNOSIS TEST FOR GENOTYPING OF FACTORS FORPREODISPOSITION TO THROMVOFILIA (14 MUTATIONS), AND 1 MUTATION OF THE CFTR GENE p.F508del (TaqMan assays)

	6. Whole blood/ Amniotic fluid/ CVS/  Product of conception
	1. Detection of chromosomal rearrangements  
	DNA extraction from all materials using a non-automated procedure (M.131) with NucleoSpin Tissue kit, MACHEREY-NAGEL.
Method (ΜΕTH 132) via microarrays (SNP arrays): CytoScan 750K & HD kits, utilization of thermal cycler (EQ161, Applied Biosystems)  GeneChip Fluidics Station 450 (EQ159B), GeneChip Hybridization Oven 645 (EQ212), GeneChip 3000 Scanner (EQ256) (Affymetrix, Thermoscientific). Result analysis via Chromosome Analysis Suite (ChAS) software, Applied Biosystems.
M.132 version  9
DIAGNOSTIC TEST FOR DETECTION OF CHROSOSOMIC ANOMALIES BY METHOD OF COMPARATIVE GENOMIC HYBRIDISE IN MICROSYSTEMS (aCGH-SNK CyTYSAYS HIGH)

	7. Whole blood/FFPE/cfDNA
	1. Detection of somatic mutations (via NGS)
	DNA extraction from whole blood for all the following procedures using TIANLONG Libex Nucleic Acid Extraction System (EQ415) automated equipment following internal method M.145. DNA extraction from FFPE using a non-automated procedure (M.147) with QIAamp® DNA FFPE Advanced KIT, Qiagen. DNA extraction from cfDNA using a non-automated procedure (M.142) with QIAamp® MinElute® ccfDNA Kit, Qiagen.

Method (ΜΕTH 135) via Amplicon PCR-Massive Parallel Sequencing  SWIFT BIOSCIENCE panels (SWIFT BIOSCIENCES Αccel-Amplicon EGFR Pathway Panel) utilization of thermal cycler (EQ201, Applied Biosystems) for library preparation, sequencing on NGS platforms EQ129 & EQ312 MiSeq (Illumina), and analysis via software SEQUENCE Pilot – SEQNEXT, JSI medical systems.  
M.135 version 7
DIAGNOSTIC ASSAY SIMULTANEOUS DETECTION OF MUTATIONS IN MULTIPLE GENES RELATED to specific clinical MODULE USING THE TECHNOLOGY OF MASSIVE PARALLEL SEQUENCING (NGS) IN MiSeq PLATFORM (ILLUMINA) WITH THE USE OF Accel-Amplicon ™ Panels (SWIFT BIOSCIENCES)

	8. Whole blood
	1. Determination of the number of the CGG trinucleotide repeats in the 5'-untranslated region of the FMR1 gene
	DNA extraction from whole blood for all the following procedures using TIANLONG Libex Nucleic Acid Extraction System (EQ415) automated equipment following internal method M.145.
Method (ΜΕTH 138) via "Fragile X CGG Repeat Genotyping kit”, utilization of thermal cycler (EQ297, Applied Biosystems , fragement analysis on EQ119 (genetic analyzer ABI3130xl) and GeneMapper™ Software, Applied Biosystems.

M.138 version 6
Trinucleotide CGG Repeat Diagnosis of the FMR1 Gene Expression Diagnosis using commercial CE-IVD kit Fragile X screening from Adellgene v3



	9. Nasopharyngeal / Nasal / Pharyngeal Smear/Swab
	1. SARS-COV2 diagnostic test for the detaction of N1, and RP genes (qualitative detection)

2. SARS-COV2 diagnostic test for the detaction of N1, and RP genes with pooling (qualitative detection- pools of 4)
	RNA extraction via automated systems (ZYBIO NUCLEID ACID ISOLATION SYSTEM EQ399 and EQ409) following internal method M.144.
Method (ΜΕTH 143) via REAL TIME PCR (qPCR) technique on the EQ360 (LC480 Real Time PCR machine, Roche)
M.143 version 6
DIAGNOSTIC TEST FOR DETECTION AND DIAGNOSIS OF SARS-COV-2 VIRUS USING REAL-TIME PCR


  *The reference to the analyzer/kit points out to the particular method & protocol according to manufacturer’s instructions
 Place of assessment: Permanent Laboratory Facilities, Pentelis Avenue & Voreiou Hpeirou 1-3
                  P.O.15235, Vrilissia, Attiki, Greece.

 Authorized signatories: Y.L. Loukas, G. Thodi, K. Anagnostopoulou, E. Molou, M. Chatzidaki, E. Matthaiou.
   This scope of Accreditation replaces the previous one dated 01.02.2022.
The Accreditation Certificate No. 1105-2, to ELOT EN ISO 15189:2012, is valid until 22.08.2025.

Athens, 03.11.2023
            Christos Nestoras
                                                                                                                CEO of ESYD
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