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Hellenic Accreditation System

€D

ACCREDITATION CERTIFICATE
No. 1267-3

The Hellenic Accreditation System (ESYD), as the national accreditation body of Greece in
accordance with the Law 4468/2017,

ACCREDITS

the
Diagnostic Genetics and Precision Medicine Unit (DIGENIA)
of
Institute of Molecular Biology and Biotechnology
of
Foundation of Research and Technology
in Heraklion, Crete, Greece

under the terms of the ELOT EN ISO 15189:2022 Standard and the ESYD Criteria, to carry out tests,

as specified in the attached Scope of the Accreditation, which may be revised by decisions of ESYD.
The initial assessment was issued on September 21*, 2021. This Certificate renews the accreditatio

and it is valid until September 20", 2025, provided that the accredited-hody will comply with the abovT

Standard and the ESYD Criteria. FEANMA Ly SN
: RS

Athens, 23 April 2025
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ESYD is a signatory of the Furopean co-operation for Accreditation (EA) Mudtitateral Agreement for the activities
covered by this certificate.




EBviko TUotnua Alamioteuong

Napdptnpa G1/4 tou Mictonowntikov Ap.1267-3

EMIZHMO NEAIO EQAPMOTIHZ tng AIAMIZTEYZHZ
s
Movdadoc AtayvwoTtikii FeveTikrg ko latpikrig Akpipelag (AIFENIA)

TOU
lvotitoUtou Mopulakiig BloAoyiag kat Blotexvoloyiag
Tou

I6pUpatog Texvoloyiag kat Epeuvog

YAwa/Mpoidvta TOmot Sokipwv/ METPOUUEVES Edappolopeveg pébodot/

uroBarAdpeva e Gokipn 1SLotnTeg XPNOLUOTIOLOU LEVEG TEXVIKEG
L Moptakr OykoAoyia
| TOMEC amd EVOWUOTWHEVO ;Avixveucn ONUELOKWY PETOMAEEWY ‘ Eowtepiky MéBodog alnAolynong
‘gg rapadivn KapKLiIKd HSNVS) KQl MLKpWv | Enéuevng levidg (Next Generation
| eMelbewv/Sumhactaouwy (indels) | Segquencing-NGS) pe EKKLYNTEG lon

LOTO OO cupTayelg ) S ,
| og BelyaTa CUNITAYWY OYKWY HLE AmpliSeq, og gUotnua lon S5 XL™ System,

‘xerion lon AmpliSeq NGS panel 58 (ThermoFisher Scientific) pe xpfion

| ;VOVLﬁiwv: (AKT1, ALK, AR, ATM, BCLZ, lnpooappocuévou ndveh 58 yovibiwv yla
| BRAF, BRCA1, BRCA2, CCND1, CCNE1, |ouumayeig dykouc (ThermoFisher

| ' CDK4, CDK6, CDKN2A, CHEK1, CHEK2, |Scientific). H enefepyaaia Twv 6eS0HEVWY |

‘ CTNNB1, EGFR, ERBB2, ERBB4, ESR1, | yivetal UTOAOYLOTLKA LLE TNV ¥pron Tou \

| | FGFR1, FGFR2, FGFR3, IDH1, IDHZ, Aoylapkou lon Reporter (Thermofisher).

JAK2, JUN, KDR, KIT, KMT2C, KRAS, ‘ NpwtdkoMa Epyaoctnplov 0.520-01

‘éVKDUQ.

‘ MAP2K1, MDM2, MDM4, MENT, Nucleic Acid Extraction_v3, 0.520-

| MET, MLH1, MSH2, MSH6, MTOR, | 02_Nucleic Acid Quantification _v2, 0.520-
‘ MYC, NF1, NOTCHI, NRAS, PALB2, '03_Library Preparation for Custom Panels

| 'PDGFRA, PIK3CA, PIK3CB, PTEN, (Somatic and Germline)_v3, 0.520-

.i |RAD50, RAD51, RB1, RET, ROS1, |06_OAHTIA PLAN RUN 1A CHEF,S5_v2, |

| |SMADA4, STATS, STK11, TPS3) '0.520-04 BIOINFORMATIC ANALYSIS for ‘

\ | | CUSTOM PANELS_vS
| | |

e e

| |
!_Touéq QMo EVOWHMOTWHEVO ‘AV'L)(VEUGY] OHUELOKWY LETAMGEEWY !A?\?\n?\onncn Emépevng Mevidg (NGS) ue ‘
| g Tapadivn KapkwiLkd (SNVs) kal pikpwv uéBodo kataokeuaatr kit Oncomine
| LoTOC Qb GUMTAYELS ‘s?\)\e(tbsmv/ﬁm?xamaouwv (indels) ‘Comprehensive Assay Plus (ThermoFisher |
. o€ Selyporta cupmaywy dykwv og 500  Scientific) og coTNa lon S5 XL™ System
OYyKoug. | . i ; , by ;
voviSio oxeTI{OHEVA [E KOPKIVO |(ThermoFisher Scientific). H emeéepyaota
i ‘ Twv SEE0UEVWV VIVETAL UTIOAOYLOTLKA HE
‘ ‘ v Xpfion Tou Aoylouikol lon Reporter
i ‘ (Thermofisher).

Teh. | amo 2 Mapaptnue G1/4 tov Motomomtiked EZY.A. Ap. 1267-3 23.04.2025




YAkd/Mpoidvta

‘ untoBalopsva os Sokipun

Tomol Sokipv/ MeTpoULEVEG
LBLoTNTEC

Mopuokr Mevetikn

Edappolopevee pebodol/
XPNOLLOTIOLOUEVEG TEXVLKEG

‘ NpwtokoMa Epyaotnpiov 0.520-01
. Nucleic Acid Extraction_v3, 0.520-
|02_Nucleic Acid Quantification _v2, 0.520-
'07_Library Preparation OCA Plus_v1,
0.520-06_OAHIA PLAN RUN T1A |
CHEF,S5_v2, 0.520-09 BIOINFORMATICS
ANALYSIS for OCA PLUS vl

Mepidepwd Alpa !Avixvsucn ONUELOKWV LETAANGEE WV

(SNVs) kot ULkpwv
evBéoewv/anahoidpwy (indels)
VOUETIKNG OELPAC OE LEMOVWHEV
|yovidla

| Avixveuon onUELKWY LETAAAGEEWY
(SNVs) Kot Jikpwyv

‘ | evBegewv/amaholdwy (indels)

‘ VOUETKAG oelpdcg os 50 yovidia

OXETL{OUEVA HE KOPKIVO EVEOKPLVIV

abevwy

S )
l Neplpeptid Alpa

| Eowteptkn LEBodoc e Sanger Sequencing

| o€ Bepuikd kukAomolntr VerityPro

| (Applied Biosystems) kat avdAuon o€
VEVETIKO avaAuTh SeqgStudio Genetic

| Analyzer (Applied Biosystems)

MpwtdkoMa Epyactnpiou 0.520-01
'Nucleic Acid Extraction_v3, 0.520- |
02_Nucleic Acid Quantification _v2, 0.520-

08_Sanger Sequencing_v1

| Eowteptkr) MEBobog ahAnlouxnong
Emtouevng Mevidg (Next Generation
Sequencing-NGS) pe gkkvnteg lon
:Ampliseq, oe ouotnpa lon S5 XL™ System,
| (ThermoFisher Scientific) pe xprion
| mpooappoopévou TaveA 50 yoviSiwy yia
KAnpovopoUpeve cUVSpoua Kapkivou
“evBokpviv adévwv (lon AmpliSeq™,
‘ThermoFisher Scientific).

I Mpwtokohha Epyaatnplov 0.520-01
Nucleic Acid Extraction_v3, 0.520-

‘OZ_Nucleic Acid Quantification _v2, 0.520- |

! 03_Library Preparation for Custom Panels
i (Somatic and Germline)_v3, 0.520-

| 06_OAHTIA PLAN RUN T'A CHEF,S5_v2,
0.520-04 BIOINFORMATIC ANALYSIS for
CUSTOM PANELS_v5

Tonoc afloAdynonc : Mévipeg eykatactdoslg epyaotnpiou, NikoAdou Maotipa 95, HpdkAgwo, KpAtn
E€oualobotnuévol umelBuvol untoypadrg: E. Avapddkn, K. ZTpatdkng.

To mapdv Nedio Atamioteuong avtikaBLoTd To avtiotolo mponyoUuevo ne nuepounvia 20.06.2024
To MiotononTikd AwarmticTeuong pe Ap.1267-3, katd EAOT EN ISO 15 8 -., Vel uéxpltnv 20.09.2025.
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ABnva, 23.04.2025
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Hellenic Accreditation System

Annex G1/4 to the Certificate N0.1267-3

SCOPE of ACCREDITATION

of the

Diagnostic Genetics and Precision Medicine Unit (DIGENIA)
of

Institute of Molecular Biology and Biotechnology
of

Foundation of Research and Technology

Tested materials/ products

Types of test/ Properties to be
measured

Applied Standards/ Techniques to be
used

Molecular Oncology

 FFPE tissue sections from solid | (SNVs) and small insertions/deletions

|
tumors

!{inde'ls) in solid tumor samples with
‘the use of a custom lon AmpliSeq NGS
| panels of 58 genes: (AKT1, ALK, AR,
ATM, BCL2, BRAF, BRCA1, BRCA2,

CCND1, CCNE1, CDK4, CDK6, CDKN2A, |
CHEK1, CHEK2, CTNNB1, EGFR, ERBB2,

ERBB4, ESR1, FGFR1, FGFR2, FGFR3,
IDH1, IDH2, JAK2, JUN, KDR, KIT,
'KMT2C, KRAS, MAP2K1, MDM2,
'MDM4, MEN1, MET, MLH1, MSH2,
‘MSHG, MTOR, MYC, NF1, NOTCH1,
' NRAS, PALB2, PDGFRA, PIK3CA,
'PIK3CB, PTEN, RADS0, RADS1, RB1,
| RET, ROS1, SMADA4, STAT3, STK11,

TP53)

‘ FFPE tissue sections from salid
tumors

| (SNVs) and small insertions/deletions
(indels) in solid tumor samples in 500
cancer related genes

| Detection of single nucleotide variants

Detection of single nucleotide variants |

Lab developed method Next
Generation Sequencing (NGS) with lon
ApliSeq primers in lon 55 XL™ System
(ThermoFisher Scientific) using the
custom gene panel of 58 genes for solid
tumors (ThermoFisher Scientific). Data
analysis performed using lon Reporter
Software (ThermoFisher).

Lab Protocols 0.520-01 Nucleic Acid
Extraction_v3, 0.520-02_Nucleic Acid
Quantification _v2, 0.520-03_Library
Preparation for Custom Panels (Somatic
and Germline) v3, 0.520-06_ PLAN
RUN CHEF,S5_v2, 0.520-04
BIOINFORMATIC ANALYSIS for CUSTOM
PANELS_v5

Next Generation Sequencing (NGS) with
kit Oncomine Comprehensive Assay
Plus (ThermoFisher Scientific) in lon S5
XL™ System (ThermoFisher Scientific).
Data analysis performed using lon
Reporter Software (ThermoFisher).

Lab Protocols 0.520-01 Nucleic Acid
Extraction_v3, 0.520-02_Nucleic Acid
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Molecular Genetics

;Peripheral Blood

Peripheral Blood

Detection of single nucleotide variants

| (SNVs) and small insertions/deletions

(indels) germline origin in individual
genes

Detection of single nucleotide variants

(SNVs) and small insertions/deletions
(indels) germline origin in 50 genes
related to endocrine tumor

Quantification _v2, 0.520-07_Library
| Preparation OCA Plus_v1, 0.520-06_
' PLAN RUN CHEF,S5_v2, 0.520-09

BIOINFORMATICS ANALYSIS for OCA |
| PLUS_v1

Lab developed method with Sanger
Sequencing in PCR VerityPro (Applied
Biosystems) and SeqStudio Genetic
Analyzer (Applied Biosystems).

Extraction_v3, 0.520-02_Nucleic Acid
Quantification _v2, 0.520-08_Sanger
|Sequencing_v1

Lab Protocols 0.520-01 Nucleic Acid

Lab developed method Next ,
Generation Sequencing (NGS) with lon ‘
ApliSeq primers in lon 55 XL™ System
(ThermoFisher Scientific) using the
custom gene panel of 50 genes related
to hereditary endocrine tumor
‘syndromes (lon AmpliSeq™,
ThermoFisher Scientific).

'Lab Protocols 0.520-01 Nucleic Acid 1|
Extraction_v3, 0.520-02_Nucleic Acid

! Quantification _v2, 0.520-03_Library
Preparation for Custom Panels (Somatic
‘and Germline)_v3, 0.520-06_PLAN RUN ’

'CHEF,S5_v2, 0.520-04 BIOINFORMATIC

: ANALYSIS for CUSTOM PANELS_v5

Site of assessment: Laboratory permanent premises: Nikolaou Plastira 95 GR-70013, Heraklion, Crete Greece.
Approved signatories: E. Linardaki, C. Stratakis.

This Scope of Accreditation replaces the previous one dated 20.06.2024.

The Accreditation Certificate No. 1267-3, to ELOT EN ISO 15189:202;;?5:"}?&

Athens, 23.04.2025

Page 2 of 2

Annex G1/4 to the Certificate ESYD No. 1267-3

:
)
//;\\\_
J e
‘J‘:' )
e b A
)

-

i@ anii20.09.2025.
l/;?/ \‘.:‘

23.04.2025



