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H EAAnvikr Etawpeia KAwikng Xnueiag-KAwikig Bloxnpeiag pe wWiaitepn xapd avokowwvel Tn SlopyAvwaon Tou
24°° MaveAARviou Zuvedpiou KAwikAg Xnueiag kat KAwikAg Bloxnueiag, pe kevtpwod Bpa: «kManaging the Clinical
Laboratory of the Future».

To Zuvédplo Ba paypatoroinBet otnv ABrva, amo TG 5 €wg T 8 NoeuPpiou 2026, oto MoAepikd Mouaceio
ABnvay, kal Ba dle€ayBel oe UBPLOIKA poPd, TIAPEXOVTAG TN dUVATOTNTA TOCO GUOCLKAG OGO KAl SLASIKTUAKNAG
OUMUETOXNG.

Me Tn OUPPETOX ETAYYEAUATICOV €PYOOTNPELOKNAG LATPEIKAG, KAWLKWV XNMIKWV, EPEUVNTWV KAl OLEBVWG
QVAYVWPLOUEVV ETUOTNUOVWY, TO 2ZUVESPLO PLAOJOEEL va aTIOTEAECEL PLA OAOKANPWUEVN ETIOTNHOVLIKA
TAATOPMA yLa TV TIAPOUGCIAoN TwV CUYXPoVmV eEEAIEEWV, TIPOKANCEWV KAl EUKALPLLOV TIOU SLAIOPHEOVOUV TO
HEAOV TOU KAWVIKOU gpyacTtnpiou.

To emoTnUoVIKO TIPOYPAUHA Ba avtavakAd TG oUYXPEOVEG AVAYKEG TNG £PYACTNPLAKAG LOTPKNG ot €BVIKO
KoL OleBvEG eTiiedo, Pe TN CUMMETOXN SlaKeKPEVWY EAAAVmV Kal EEViv OUANTAV, TIOPOUGCLACELS ALXMNAG,
SLAdPACTIKEG CUCNTHOELG KAL SUVATOTNTEG AVIAAAQYHG YVONG KAL EUTIELQLEOV.

H EAAnvikr Etaupeia KAk Xnuetag-KAwikng Bloxnueioag avayvwpiletl 6t ta KAwIKA epyaotipla Bpiokovtat
0€ Hla TEPIOdO ONPAVTIKOU HETACYXNUATIOUOU, N oroia kabodnyeitat amnd TNV TEXVOAOVYIKH TiPo0d0, TV
autopatoroinon, Thv Wndlormoinon, Tnv TeXVNTA Vonuoouvn KAl TNV avAykn yla Tilo EEATOPKEUPIEVN KAl aKPLBr
JLAyVwOn.

To epyaotrplo Tou PEANOVTOG KAAe(TaL VO QvIATOKPOE! OTIC VEEG ATIALTACELS TNG LATPLIKAG, OLOTNEWVTOG
TIOPEAAANAC TA UPNASTEPA TIPOTUTIA TIOLOTNTAC, AELOTILOTIAG, ATIOTEAECUATIKOTNTAC KAL ACPAAELAG YIa TOV ACOeVN.

KUploc otoyoc tou Zuvedpiou eival n EVPERWON TWV ETIAYYEAUATLOV UYEIQG KOL TWV ETILOTNHOVGV EPYACTNPLAKAG
LOTPLKNAG yia TG €EEAIEELG TTOU SLAOPPOVOUV TO CUYXPOVO KAWVIKO EPYACTAPLO KAL N EVIOXUON TNG CUVEPYAOIiag
HETAEU OAWV TwV EPTIAEKOPEVWV GOPEWV.

EdkoTepa, To ZUVEDPLO OTOXEUEL:

2TNV TIOPOUGCIOoN TWV VEWV TEXVOAOYLWV KAl KAWOTOPMWY £PAPUOYMV TIOU PETAOKXNHUATICOUV T KAWVIKA
EPYOOTHPLY, OTIWG N QUTOMATOTIONGN, N TEXVNTA VOoNpoouvn, ol YndLakEG AUCELG KOl OL TIPONYMEVEG
QVOAUTIKEG TEXVIKEG.
TNV AvAdeLEN TV OUYXPOVWV TIPOKARCEWV 0TN ALOIKNOoN KAt AELTOUPYIA TV epyaoTnpicdV, oTn SLOohAAlon
TIOLOTNTAG, TNV TUTIOTIOINGCN KOl OTN CUPHOPdwmon pe dlebvr) TipdTuTta.
2Tnv TIapouciaon Tou eEeALCOOUEVOU POAOU TOU KAWVIKOU EQYAOTNPIOU GTNV ETIOXN TNG EEOTOUIKEUPEVNG
LOTPLKNG KAL TNG LOTPLIKAG aKpLBelag.
2Tnv evioxuon NG QvIaAAQYAG YVOOEWY, EUTIEIPLOV KOl KOAWV TIPOAKTIKWV HETAEU €PYOAOTNPLAKWDV
ETILOTNHUOVAV, KAVIKOV LOTPWV, EPEUVNTWV KAL EKTIPOCMTIWV TNG BLOpNXaviog.
TNV avAarttuén cuvepyaoLwV PETAEU TNG EAANVIKAG KAl TNG SLEBVOUG ETILOTNHIOVIKIG KOWVOTNTAG OTOV XWPEO
e KAwiknie Xnueiag kal tng Epyaotnplokng latpkng.
To Zuvedplo Ba TePA\aPPBAVEL ETILOTNUOVIKEG OMIAIEG, SLAAEEEIG ATIO TIPOOKEKANUEVOUG OMIANTEG, BEUOTIKES
ouvedpieg kaL cudnTNoELS, TIPOOHEPOVTACG OTOUG CUPHETEXOVTEC TN SUVATOTNTA APECNG ETIKOWVWVIOG e EWBIKOUG
TOU XWPEOU KAl EVNUEPWONG VLA TIG PHEANOVTIKEG KATEUBUVOELG TNG EPYACTNPLOKAG LOTPKAG ©a xopnynbouv
EKTIAUOEUTIKEG HOVADEC OTOUG CUMHETEXOVTEG.
H OpyavwTtikn Emtportr) Tiuotevel 6t n erutuyia tou 24ou MaveAArviou Zuvedpiou KAwikng Xnpeiag kat KAwikAG
Bloxnueiog 6a e€aptnBel onuavTikd amo TNV evepyr CUPHETOXN KAl GUHBOAN TNG ETILOTNHOVIKAG KOWVAOTNTOG.
2ag eplpévoupe otnv ABrva, Tov NoguBpLo Tou 2026, yia €va cUyXPEovo, SNULOUPYIKO KAl EKTIASEUTIKO ZUVESPLO
adlepwpévo oto peANov Tng KAwvikng Xnuetag kat tne Epyaotnplaknig latpikig.

Me ektipnon

O lMpdedpoc Tou Zuvedpiou
Kwotag Makpnig
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H AIAXOAAIZH MOIOTHTAXZ XTO XYITXPONO KAINIKO EPFTAXTHPIO
QUALITY ASSURANCE IN THE MODERN CLINICAL LABORATORY

MEPA AMNO TO 205TO H AAGOZ: A=IONOIHXH AEAOMENQN E=QTEPIKOY EAEIXQOY MOIOTHTAX INA TH XYNEXH
BEATIOQXH MOIOTHTAX

BEYOND RIGHT OR WRONG: USING EXTERNAL QUALITY ASSESSMENT DATA FOR CONTINUOUS QUALITY
IMPROVEMENT

ATMAITHZEIZ IXNHAAZIMOTHTAZ XTHN EPFTAXTHPIAKH IATPIKH
TRACEABILITY REQUIREMENTS IN LABORATORY MEDICINE
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QUALITY ASSURANCE IN POINT-OF-CARE TESTING (POCT): CHALLENGES AND CONTEMPORARY APPROACHES
— FROM IMPLEMENTATION OF THE QUALITY CONTROL SYSTEM TO CLINICAL UTILISATION
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LABORATORY PRACTICE

H POH EPTAZIAZ >TO XY XPONO EPTAXTHPIO
MAG©OAOT'IKHEX ANATOMIKHZ

WORKFLOW IN THE MODERN ANATOMIC PATHOLOGY LABORATORY
AIAXDAAIZH MOIOTHTAZ XTIX MOPIAKEX KAI TONIAIQOMATIKEYZ ANAAYZEIX
QUALITY ASSURANCE IN MOLECULAR AND GENOMIC ANALYSES
ATMAITHXZEIZ NMOIOTHTAZ A TO NGS DRY LAB

QUALITY REQUIREMENTS FOR THE NGS DRY LAB

AIAXEIPIZH NMPOZOMNIKON AEAOMENQN XTO KAINIKO EPTAXTHPIO

PERSONAL DATA MANAGEMENT IN THE CLINICAL LABORATORY
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AITANEZEIX

H AIAZDAAIZH MOIOTHTAZ £TO XYTXPONO KAINIKO EPTAXTHPIO

EIPHNH A. AEIMONH
Ap. Blohoyiag
Accreditation Manager, Affidea Greece

H dlaodaiion odtntag oto ouyxpovo KAwiké Epyaotrplo amotelel oAokANpwUEVN oTpATNYIKN SLAKUBEPVNONG, HE TEAKO ATIOSEKTN TOV
aoBevr Kat kKUplo ¢ntoupevo Tnv afomioTia TNG KAIKAG anodaong. H au€avopevn TexvoAoykr) TIOAUTIAOKOTNTA, N QUTOPATOTIONON Kat
n dleUpuvaon Tou dlayvwoTikoU GpAopaTog arattoly Zuotrpata Ataxeiplong MotdtnTag Tou cUVAEOUV TNV ETILOTNHOVIKY ETIAPKELD IE TNV
OPYOVOTIKH ATIOTEAECUATIKOTNTA KAL TN PETPAOWN BeATicoon thg tapexopevng dpovtidac.

YKoméG TNG €LOYNONG elvat N avadel&n evég ouvekTikoU TAaloiou dlaopdAiong modtntag, Baotopévou oto dlebveg Mpdturo EAOT EN ISO
15189:2022, tn dlaxeipion dlakvduveuong Kat TNV a&loAdynon TG CUVOAIKAG EpYAOTNPLaKAG dlepyaciag. H ipoogyyion KAAUTITEL TNV ETTL-
Aoyn kat KataAAnAdTNTA TwV EETACEWY, TNV TAUTOTIONCN ToU aoBevoUg, T SLAXEIPLON TWV dEYUATWY, TNV AVAAUTIKH a€loTioTia Kat Thv
£yKaLpn, 0pOr| ETIKOLVWVIO TWV OTIOTEAECUATOV.

Kevtpikol a€oveg amoteAoUV N TEKUNPLWUEVN ETIAPKEL TOU TIPOOWTILKOU, N ETIAARBEUON 1) ETIKUPWON TWV PHEBODWY, N KABLEPWON TIPO-
dlaypadpv avaAuTikng emidoong avaAoywv Tng TPoBAeTOHEVNG XPONG KAt N CUCTNHATLKY TIApakoAouBnaon Kpiolwy onueicdv eAEyxou.
O £0WTEPLKOG EAEYXOG TIOLOTNTAG KAl N eEWTEPLKY AELOAOYNON EVIACCOVTAL O EUPUTEPO UNXAVIOHO ETILTHPNONG, O OTIOOG CUVEKTIUA TLG
ATIOKAICELS, TIG TACELG KAL TIG TILOAVEG ETUTTTWOELG TOUG 0ToV aoBevr). MapdAAnAa, avadelkvUeTal n onpacia Tng TeEKPNPLwPEVNG dlaxeiplong
aAAaydy, TG a€loAdynong TIPOUNBEUTV KAl TG ETILXELPNOLOKIG CUVEXELAG.

I3taitepn €udaon divetal otoug SeIKTEG TIOLOTNTAG, TNV AvadOoPd CUUBAVTWV KAl TV avAAUCH TWV BACLKMV ALTieV, e 0TOX0 SLOPOWTIKES
EVEPYELEG TV OTIOIWV I ATIOTEAECHATIKOTNTA ETAANOEUETAL. Ol EOWTEPIKES ETUOEWPNOELG KAL N AVAOKATINON aTto Th dloiknon aglormolou-
VIAL WG EPYAAELD OPYAVEOLOKAG HABNONG, LEPAPXNONG TIPOTEPALOTATWY KAl OPOOAOYIKAG KATAVOUNG TIOPWV. H CUPHETOXN TWV KALVIKOV
OUVEPYATMV KAl N aglotoinon T avatpododdtnong TwV acBevaV dleupUvouv TV aELOAOYNoN TEEPA ATIO TNV TEXVLKA ETHO00N.

JUPTIEPACHATIKA, N PN SlacdAAon ToldTNTAg TIPOUTIOBETEL Evepyn Nyeaia, KOUAToUpa aohdAelag kat amodAcelg Tiou otnpidovtal o
dedopéva. H dlarmtioteuon mpoodEpel TAQIOLO TEKPNPLLONG TNG ETIAPKELAC, EVM N KABNUEPLVH edappoyr Tou Zuotrpatog Altaxeipiong Mot-
OTNTAG METATPETIEL TIG ATIAITACELG O€ KAWIKA OUCLAOTIKN TIPAKTIKA. H emtuyia amotipdral otnv mpoAnyn odaApdrtwy, Tnv evioxuon g
EUTILOTOOUVNG KAL TNV TIOPOX ATIOTEAECHATWV KATAANAWV yia acPair dLdyvewan, TIapakoAoudnaon Kat OepareuTikn Slaxeipton.
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QUALITY ASSURANCE IN THE MODERN CLINICAL LABORATORY

IRINI' D. LEIMONI

PhD in Biology
Accreditation Manager, Affidea Greece

Quality assurance in the modern clinical laboratory is a comprehensive governance strategy, with the patient as the ultimate beneficiary
and reliable clinical decision-making as its primary objective. Increasing technological complexity, automation and the expanding range
of diagnostic tests require quality management systems that link scientific competence to organisational effectiveness and measurable
improvements in patient care.

This presentation aims to outline a coherent quality assurance framework based on the international standard ELOT EN ISO 15189:2022,
risk management and the evaluation of the total testing process. The approach encompasses test selection and appropriateness, patient
identification, sample management, analytical reliability, and the timely and accurate communication of results.

Key elements include documented staff competence, method verification or validation, the establishment of analytical performance spec-
ifications appropriate to the intended use, and the systematic monitoring of critical control points. Internal quality control and external
quality assessment form part of a broader monitoring framework that considers deviations, trends and their potential impact on patients.
The importance of documented change management, supplier evaluation and business continuity is also highlighted.

Emphasis is placed on quality indicators, incident reporting and root cause analysis to guide corrective actions whose effectiveness is
verified. Internal audits and management review are used as tools for organisational learning, priority setting and the rational allocation of
resources. The involvement of clinical colleagues and the use of patient feedback extend evaluation beyond technical performance.

In conclusion, a mature approach to quality assurance requires active leadership, a culture of safety and data-driven decision-making. Ac-
creditation provides a framework for demonstrating competence, while the daily implementation of the quality management system trans-
lates requirements into clinically meaningful practice. Success is measured by the prevention of errors, increased trust and the provision of
results that are fit for safe diagnosis, monitoring and therapeutic management.
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MEPA AINO TO 2Q02TO H AAGOZ: A=IOMNOIHXH AEAOMENQN E=QTEPIKOY
EAEIXOY MNMOIOTHTAX A TH XYNEXH BEATIOQXH MNMOIOTHTAX

2. KAPAGANOZ, A. MOIPA, E. MIMTOTOYAA, A. XANIAZOX
EXEAI Alepyaotnplako 2xnua EAgyxou Ikavotntag AlayvwoTtikav Epyaoctnplowv, ABrnva

O E€wtepkog EAeyxog Mowotntag (External Quality Assessment-EQA/Proficiency Testing-PT) amoteAel BepeAicddn ouviotdoa Tou ou-
OTHUATOG SLaXEPLONG TIOLOTNTAG TWV KAWVIKGMV EPYAOTNPLV, TIAPEXOVTAG aveEAPTNTN AELOAGYNON TNG EPYACTNPLOKNG ETIB00NG PECW Bl-
£PYOOTNPLAKWV CUyKpioewv. Mapdtt n ouppetoxn oe ipoypdupata EQA cuvdéetal Aueoa pe TIG OTIALTHOELG SLATIOTEUONG, N TIPAYUOTIKN
Tou a&la uttepPaivel TNV TEKUNPLWON TNG CUPPOPGWONG KAl TNV KATATAEN TWV ATOTEAEOUATWV WG ATIOSEKTWV H YN arnodekTov. Eykettat
KUpiw¢ oTn duvatdTnTa a€lotoinong TWV TIAPAYOUEVMV SESOUEVMV VLA TNV AVAYVWPLON ATIOKAICEWY, TNV TIAPAKOAOUONON TNG AVOAUTIKAG
€Mid00oNG KAL TN CUCTNHATLKY BEATILOON TWV EPYACTNPELAKDV SLEPYACLUOV.

To mpotuto ISO 15189:2022 evtdooel T cuppeToxr og Tipoypdpuata EQA ot dladikaoieg dlaodaAong TG eyKUPAOTNTAG TWV EPYAOTN-
PLOKMV OTIOTEAECUATWY, TIPOBAETIOVTAG TNV TIAPAKOAOUONoN Kat a&loAdynon tng emidoong Kat TNV avaAnn KatadAAnAwv evepyelov otav
evtomifovtal amokAioelc. MapdAAnAa, To ISO/IEC 17043:2023 kaBopidel TIC ATALTHOELG ETTAPKELAG KAl apepoAnPiag Twv tapoywyv EQA. H
OUCLOOTLKH 0&LOTIolNoN TWV AMOTEAEOUATWV TIPOUTIOOETEL TNV KATAVONON TWV KPLTNPLwV aloAdynong, TeV TIEPLOPLOHMV TOUG KAl TNG ON-
paoiag TwV TapatNPEOUHPEVMY ATIOKAIOEWV.

IdLaitepn onpacia mapouctadel n Lo POVIKH) avAAUCH TWV AMOTEAECPATWY, KABMG emavalapBavopeves amokAICELS TIPOG TNV Bla KateU-
Buvon 1) oTadlakeg PeTABOAEG TNG eTOO0NG PTIOPOUV VA avadelfouv eVOEXOUEVA CUCTNHATIKA TIPOBAAUATA, aKdUn KAt OTAV OL ETIUEPOUG
a€LOAOYNOELG TIOPAPEVOUV EVTOG ATIOSEKTWV OPiwV. AVTIOTOLKA, £Val PN ATTOSEKTO ATIOTEAECHA ATTALTEL SlEPEUVNON, XWPIG VO TEKPNPLWVEL
QAUTOPATWC avaAuTIKH aotoyia. H eppnveia odeilel va AapBdvel urtogn TV KATAANASGTNTA Tou UAKOU, TN evaAa€potnta (commutability),
TOV TPOTIO KABOPLOPOU TNG TLUNG OTOXO0U, TNV OPAdA CUYKPLONG KAl TLG epappolopeveg TipodlaypadEg avaAuTIKAG ETIO00NG.

H evowpdrtwon twv dedopévav EQA otn dloiknaon Tou epyactnpiou ETITPETIEL TN OUVSECH] TOUG HE TOV E0WTEPLKO EAeyx0 TIoLdTNTAG, TN OL-
£pelvnon TwV BaBUTEPWV ATV TWV ATIOKAIGEWY, TNV AELOAOYNON KLVOUVWV KAl TOV OXESLACHO OLOPOWTIKMWV evepyelwv. ETiurAéoy, pmopet
Va UTtooTNPLEEL TNV AELOAOYNON TNG ATIOTEAECHATIKOTNTAG TWV TIOPEURATEWV, TOV EVIOTILOHO EKTIALSEUTLKGV AVAYK®OV Kt TN AN TekunpL-
WHEVWV OTIOPACEWV OXETIKA UE TLG AVAAUTIKEG SLOSIKACLEG.

JUVETIWG, 0 EEwTepkdg EAeyxog MNotdtnTag dev TIPETEL VA AVTIHETWTIZETAL WG TIEPLOJLKA dladkacia emtuxiag A arotuyiag, aAAd wg dlap-
KNG TINYA QVIKEWEVIKAG TTANpodopnong. H petdBaon améd tnv amir kataypadr tTng midoong 0Tn CUCTNUATIKY gpunveia kat a&lomoinon
TWV SeDOPEVWV aTtOTEAEL OUCLATTLKY) TPOUTIOOEDN yLa Tn cuvexn BeATiwon TNG TOLOTNTAG, TNV EVIOXUON TNG AELOTILOTIOC TWV EPYOOTNPLO-
K@V OTIOTEAECPATWV KA, TEAKA, TNV UTTIOOTNPLEN A0PANECTEPWV KAWIKDV ATIOPATEWV.
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BEYOND RIGHT OR WRONG: USING EXTERNAL QUALITY ASSESSMENT
DATA FOR CONTINUOUS QUALITY IMPROVEMENT

S. KARATHANOS, L. MOIRA, E. BOTOULA, A. HALIASSOS

External Quality Assessment Scheme (ESEAP), Athens, Greece

External Quality Assessment (EQA), also referred to as Proficiency Testing (PT), is an essential component of the quality management sys-
tem in clinical laboratories, providing an independent evaluation of laboratory performance through interlaboratory comparisons. Although
participation in EQA schemes is closely associated with accreditation requirements, its value extends beyond demonstrating compliance
and simply categorizing results as acceptable or unacceptable. More importantly, EQA provides valuable data that can be used to identify
deviations, monitor analytical performance over time, and support the systematic improvement of laboratory processes.

ISO 15189:2022 recognizes participation in EQA schemes as an important component of ensuring the validity of laboratory results, requir-
ing laboratories to monitor and evaluate their performance and take appropriate action when deviations are identified. In parallel, ISO/
IEC 17043:2023 establishes requirements for the competence and impartiality of EQA providers, as well as for the consistent operation of
proficiency testing schemes. However, the effective use of EQA results requires a thorough understanding of the performance evaluation
criteria, their limitations, and the significance of any observed deviations.

Longitudinal analysis of EQA results is particularly valuable, as persistent deviations in the same direction or gradual changes in perfor-
mance may indicate underlying systematic issues, even when individual results remain within acceptable limits. Conversely, an unaccept-
able EQA result requires further investigation but does not necessarily indicate an analytical failure. Appropriate interpretation requires
consideration of several factors, including the suitability and commutability of the EQA material, the approach used to assign the target
value, the characteristics of the peer group, and the analytical performance specifications applied.

Integrating EQA data into laboratory quality management processes facilitates their correlation with internal quality control findings, sup-
ports root cause analysis of identified deviations, and contributes to risk assessment and the planning of corrective actions. Furthermore,
EQA data can be used to assess the effectiveness of implemented interventions, identify training needs, and guide decisions regarding
analytical procedures.

Therefore, EQA should not be regarded merely as a periodic assessment of acceptable or unacceptable performance, but rather as a
valuable source of objective information for continuous quality improvement. Moving beyond the simple documentation of performance to-
wards the systematic interpretation and use of EQA data is essential for improving laboratory practices, enhancing the reliability of results,
and ultimately contributing to safer clinical decision-making.
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AMAITHZEIZ IXNHAAZIMOTHTAZ XTHN EPTAZTHPIAKH IATPIKH

HAIAZ KAKOYAIAHZ
MEPIAHWH

H emtiteu€n tng petpoloyikng txvnAaotudtntag aroteAei kopudaia amnaitnon yia th 3LacpAALon TNG CUYKPLOLUOTNTAG TWV PETPRoEwV. [Mpd-
KELTAL LA Pl LBLaiTEPa KPIoLUN WBLOTNTA YLA TIG KALWVIKEG HETPHOELG, KABWG TIPOATIOLTELTAL VLA TNV TIAPAYWYI) ATIOTEAECUATWV TIOU €lval OU-
yKpiowa kabe otypn oe kABe onueio Tou TAavrTtn. H emtiteuén g yvnAaoiudtntag amoteAel TNV ouclaoTikr) Baon otnv omoia otnpidovtat
ONUAVTIKEG LATPLKES ATTOPACELS, KPIOWES YLa TNV UyEia Tou aoBevr)/TIoATN. OL aTtALTrOELS VLA HETPOAOYIKI LXVNAQCLUOTNTA OTA EPYACTHPLA
SOKIPV KAL KAT' €TEKTACN 0TA KAWVIKA epyacThpla avapépovtal ota dlebvr pdtuta ISO 15189, ISO 17025 kau ISO 17511, Zkomodg tng mo-
pouciaong autng eivat va epmedwBel N onuacia Tng PETPOAOYIKNG LXVNAACLUOTNTAG OTNV AELOTILOTIA TWV HETPHOEWY, VO AVOCKOTINOoUV oL
OXETIKEG ATIALTHOELG KAl VOl eEETAOTOUV OL TTopEeieg Tou dlaodaAifouv KaBnuapva Ty eTTEUEN PETPOAOYLIKAG LXVNAQCIHOTNTAG OTO KAVIKO
€PYAOTAPLO.

10
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TRACEABILITY REQUIREMENTS IN LABORATORY MEDICINE

ILIAS KAKOULIDIS
ABSTRACT

Achieving metrological traceability is a paramount requirement for ensuring the comparability of measurements. This is a particularly crit-
ical attribute for clinical measurements, as it is a prerequisite for producing results that remain comparable at any time and in any location
worldwide. The attainment of traceability serves as the essential foundation upon which significant medical decisions—crucial to the health
of patients and citizens—are based. Requirements for metrological traceability in testing laboratories, and by extension in clinical labora-
tories, are addressed in the international standards ISO 15189, ISO 17025, and ISO 17511. The purpose of this presentation is to reinforce
the importance of metrological traceability for the reliability of measurements, to review the relevant requirements, and to examine the
processes that ensure the ongoing achievement of metrological traceability within the clinical laboratory.
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EAEMXOX NOIOTHTAX EPTAXTHPIAKQN E=ETAXEQN MAPA THN KAINH
TOY AZOENOQYZ, (POCT) - NMPOKAHZEIX KAl ZYTXPONEZ MPOZEITIZEIZ:
AlNO THN EMrKATAZTAXH TOY ZYXTHMATOZX EAEIXQY, EQX THN KAINIKH
A=I0MNOIHZH

MrieAoytavvng Keovotavtivog MBA, MSc, BloAdyog'; MmeAoyidvvn louAia Auyouativa, PhD, MSc,
BloAdyoc?; Marnatpexag Kevotavtivog MSc, BloAdyog3; Mamadoyewpydkn EAEvn,
BlortaBoAdyog* AleuBuvtpla Kevtpikawv Epyaotnpiwy,

Bloxnuwo Turua', AvocoAoyikd — Oppovoroyiko Turua? Adotaon? Kevipkd Epyaotripla Noookopeio A.©.K.A. «YTEIA»
M.A.E., Abrva, EAAGda

ZKOTIOG

OL e€etdoelg apd TV KAivn tou aoBevoug (Point-of-Care Testing — POCT) amoteAoUv GnNUAvTIKO THAKA TNG OUYXPOVNG EPYOOTNPLOKAG
LOTPLKAG, TIPOoPEPOVTAG TaXEld £KGOON ATIOTEAEOPATMWV KAl duvatotnta dpeong APng arodAacewy ard Tov KAWVIKO LaTpo Tipog 0GeA0G Tou
aoBevouc. H extéAean epyaoTnpPLOK®V eEETATEWV eKTOC TV KAWVIKOV Epyaotnpiwy, Ttou urtootnpifouv Ta VOCHAEUTIKA TUAUATA, AUEAVEL
TNV TIOAUTTAOKOTNTA TG SLAXEIPLONG TNG TIOLOTNTAG TWV £EETACEWY AUTMV KAl AVASEIKVUEL TNV AVAYKN Yia £Va OAOKANPWHEVO KAl TEKUNPL-
wWPEVO ouoTtnpa dlayeiplong odtnTac.

Me0Bo3doAoyLKr TIPOTEyyLon

H diaoddAon tng Towdtntag ota onpeia POCT odeidel va KaAUTTTeEL TO 0UVOAO TNG EPYOOTNPLAKAG dladlkaciag, amod Tnv emioyn, a&lo-
Adynon Kat eyKOTAoTACH TOU AVAAUTIKOU CUCTAMATOG €wG TNV TEAK avadopd Kal KAWVIKA a€loTtoinon Tou amoTteA£oUaToq. ZTo TIAALOLO
auto, 1o ISO 15189:2022 Ttapéyel To Baotko TIAALOLO yLa TNV OPYAVAOH, TEKUNPIoN Kal emottteia Twv uttnpeotov POCT. I1dwaitepn éudaon
aratteitat otnv aloAdynon TNG AVOAUTIKHG ETIO00NG, OTNV KABLEPWON KATAAANAWV SLOBKACLWOV ECWTEPIKOU eAgyyxou Tolotntag (IQC) Kat
OTN CUMPETOYXH O€ dlePYaoTnPLOKA TipoypAppaTa e€WTePKOU eAéyxou TG TodtnTag / dokipaotev tkavotntag (EQA/PT). MapdAAnAa, n
TIPOOEYYLON TNG SLAXEIPLONG KIVOUVWV ETITPETEL TOV CUCTNHOATIKO EVIOTIOUO KAL TNV AVILUETOTLON TOavV opaAudtwy oe 0Aa Ta otddia
NG dtadikaciag, pe Waitepn Eudaon oTnV TEOavAAUTIKY GAoN KAl 0ToV avOpWTIVO TIapdyovTa.

YAwk6 kat M€6odog

MapouctadovTat ot BAaotKES APXES OpyAvVmong Kat dlaxeiplong evog cuotruatog POCT, cupmieptAapBavopévmy Thg ETLAOYAG KAt EYKATAOTA-
ONG TOU AVAAUTIKOU CUCTAHATOG, TNG eKTIAi®EUONG, AELOAOYNONG KAl TIEPLOBIKNG EMAVAELOAOYNONG TNG TEXVIKNG ETIAPKELAG TWV XELPLOTWV,
KABWG KAl TNG NAEKTPOVLKAG Laouvdeong Twv ouokeuwVv POCT pe LIS/HIS, pe atdxo Tnv evioxuon tng L\VNAQCOTNTAG, TNG A0AAELOG KAl
NG emnortteiag TV anoteAeopdtwyv. H a&lotmoinon KatdAAnAwV Setktav TotdtnTag (KPIs) ETUTPETIEL TNV AVTIKEUEVIKA TIAPAKOAOUBNoN TNG
anoedoaong, TNV EyKalpn avixveuon amokAIoEwV Kat Tn cuvexr) BEATILON TwV TIAPEXOUEVMV UTINPEGLLOV.

MapdAAnAa, TtapouctdlovTal TIPAYHUATIKA EpYAoTNELOKA dedopEVA eAEyXoU TNG TtodTnTAG arod cuctnua POCT, ta omoia meptAapBdavouv
amnoteAéopata eowteptkou eAéyyou Todtntag (IQC) kat e€wtepikol eAéyyou TodtnTag (EQA/PT). H agloAdynon tou IQC mpaypatomotei-
TaL pe BAon T pEon T, TV Tuttkr) ardkAwon (SD), Tov ouvteAeotr petaAntotntag (CV%) Kat Tig TiéG Z-score, eva N eTtidoon oto EQA
aloloyeital p€ow TG oUYKPLONG pE TNV avtioTolyn opdda avapopda.

AnoteAéopata

H a&loAdynon twv 0eB0UEVWV E0WTEPLKOU KAl EEWTEPLKOU EAEYXOU TIOLOTNTAG ETUTPETIEL TNV OAOKANPWHEVN TIOPAKOAOUONON TNG avaAu-
TIKAG emidoong tou cuotruatog POCT, tTng otaBepdtnTag TV PHETPHOEWV KAL TNG CUYKPLOWWOTNTAG PE TNV avTioTtolyn opdda avadopda.
H ouvduaopévn alomoinon twv deiktov IQC kat Twv amnoteAsopdtwv EQA/PT cupBAAAEL oTnv EyKatpn avayvpeLon ArtokAICEWY KaL oThV
a€loAdynon NG avaykng yla dlepelvnon Kot epappoyr SLOPOmTIKWV ) TIPOANTITIKWV evepyelwyv. H otatioTiki eme€epyacia kat n oAokAn-
PWPEVN aELoAdynon Twv dedopEvmwV BpiokovTtal oe eEEALEN.

Zupmnepacpata

H dlaopdAon tng rowdtntag ota onueia POCT dev e€aptdtal amokAELOTIKA artd TNV TEXVOAOYIKI) A&lomioTia Tou avaAuTr), aAAd artotelet amo-
TéNeopa NG aAANAeTidpaong Texvoloyiag, SLOdIKACLMV, AVOPWTTILVOU TIAPAyovTa Kat KAwikou TieptBdANovTog. H amoteAeopatikn Slaxeiplon pn
OUUHOPDMOEWY, N TEKUNPLWUEVN AELOAGYNON KIVSUVOU, N CUVEXNG EKTIAIBEUO KAL N CUCTNHATIKNA TIOPAKOAOUONON SEKTOV TIOLOTNTAG ATIOTEAOUV
Baokoug TUAGVEG evog olyxpovou cuotruatog POCT.

TeAwdg oToX0G eival n peTABacn aroé Tnv artAr TIapaywyr) eVOG YPrYOPOU AMOTEAECUATOG OTNV TIAPOXH A&LOTILOTNG, LXVNAACLUNG KAt KAwKA a&lo-
TIOLOING EPYOACTNPLOKAG TIANPOPOoPIac, SUPBAANOVTAG OUCLACTIKA oTNV acdAAeLa Tou aoBevoUg kat ot BeATicdoon TG odTnTag tne dpovTidas.

Né€eig-kAedLd: POCT, Point-of-Care Testing, ISO 15189, IQC, EQA/PT, Z-score, Tolotnta, dlayeipton kivduvou, aodpaieia acbevoug
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QUALITY ASSURANCE IN POINT-OF-CARE TESTING (POCT): CHALLENGES
AND CONTEMPORARY APPROACHES — FROM IMPLEMENTATION OF THE
QUALITY CONTROL SYSTEM TO CLINICAL UTILISATION

Konstantinos Belogiannis, MBA, MSc, Biologist"; loulia Avgoustina Belogianni, PhD, MSc, Biologist?;
Konstantinos Papatrechas, MSc, Biologist®; Eleni Papadogeorgaki, Clinical Biopathologist®, Director of
Central Laboratories

Biochemistry Department’, Immunology—Hormone Assay Department?, Haemostasis Department®

Central Laboratories, HYGEIA S.A., Athens, Greece

Aim

Point-of-care testing (POCT) constitutes an important component of modern laboratory medicine, providing rapid results and enabling
clinicians to make timely decisions for the benefit of patients. Performing laboratory tests outside the central laboratory, in clinical

departments and other patient care settings, increases the complexity of quality management and highlights the need for acomprehensive,
well-documented quality management system.

Methodological Approach

Quality assurance at POCT sites should encompass the entire laboratory testing process, from the selection, evaluation and implementation
of the analytical system to the final reporting and clinical utilisation of results. In this context, ISO 15189:2022 provides the fundamental
framework for the organisation, documentation and oversight of POCT services. Particular emphasis should be placed on analytical
performance evaluation, the establishment of appropriate internal quality control (IQC) procedures, and participation in external quality
assessment (EQA) programmes and proficiency testing (PT). In parallel, a risk-based approach enables the systematic identification and
mitigation of potential errors at every stage of the testing process, with particular emphasis on the pre-analytical phase and human factors.

Materials and Methods

The fundamental principles of organising and managing a POCT system are presented, including the selection and implementation of the
analytical system; the training, assessment and periodic reassessment of operators’ technical competence; and the electronic connectivity
of POCT devices with laboratory information systems (LIS) and hospital information systems (HIS). These measures aim to strengthen
traceability, safety and oversight of test results. The use of appropriate key performance indicators (KPIs) enables objective performance
monitoring, early detection of deviations and continuous improvement of the services provided.

In addition, actual laboratory quality control data obtained from a POCT system are presented, including internal quality control (IQC) and
external quality assessment/proficiency testing (EQA/PT) results. IQC performance is evaluated using the mean, standard deviation (SD),
coefficient of variation (CV%) and Z-scores, while EQA performance is assessed by comparison with the corresponding peer group.

Results

Evaluation of internal and external quality control data enables comprehensive monitoring of the analytical performance of the POCT
system, measurement stability and comparability with the corresponding peer group. The combined use of IQC indicators and EQA/PT
results contributes to the timely identification of deviations and helps determine the need for further investigation and the implementation
of corrective or preventive actions. Statistical processing and comprehensive evaluation of the data are ongoing.

Conclusions

Quality assurance at POCT sites depends not solely on the technological reliability of the analytical instrument but also on the interaction
between technology, procedures, human factors and the clinical environment. Effective management of nonconformities, documented risk
assessment, continuous training and systematic monitoring of quality indicators are key pillars of a modern POCT system.

The ultimate goal is to move beyond the mere generation of rapid results towards the provision of reliable, traceable and clinically actionable
laboratory information, thereby making a substantial contribution to patient safety and improvements in the quality of care.

Keywords: Point-of-Care Testing (POCT), ISO 15189, Internal Quality Control (IQC), External Quality Assessment/Proficiency Testing (EQA/
PT), Z-score, quality assurance, risk management, patient safety.
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H XHMAZIA THZ ENAPMONIZHZ (HARMONIZATION) ZTH XY XPONH
EPFTAZTHPIAKH MNMPAKTIKH

MANATQTHZ N. KANEAAOIOYAOZ

BloAoyoc PhD, EuSpLM
MNaveriotnuako Epyaotrplo BloAoyikrg Xnuetag, Mevikd Noookopeio ABnvov "Aaiko"

Ewoaywyn: H evappdvion amotelet Baotkr polméBeon yla Tnv Tapoxr} AgLOTioTwmV, CUYKPIOIHMV KAt KAWIKA AELOTIOLOLH®MY EpYA0TNOL-
AKV OTIOTEAECUATWV, aveEAPTNTA ATId TOV XPOVO KAl ToV TOTIO Slevepyelag Twv e€etdoewy. H avaykn autr kaBlotatal oAogéva onuavti-
KOTEPN AOYW TNG AUENHEVNG KIVNTIKOTNTAG TWV AoBeV®Y, TNG WYNPLoTioinong Twv UTINPEESLKV UYEIQG Kal TNG SLACUVOPLAKAG AVTOAAAYAG
3EBOPEVAV. ZTPATNYKOG 0TOX0G TNG EFLM gival n evappdévion Twv HovAadwV HETPNONG, TWV SLACTNHATWY avapopdas KAt TwV 0pimV KAWVIKAG
arodaong, Wiwg yla eEETACELG PE OCNUAVTIKO AVTIKTUTIO OTNV KAWLKK SLaxelpLon Twv aobeviy, waote va arodeuyetal n ipokAnon BAGBNG
OTOoUC aoBevelc.

ZKOTIOG: XKOTIOG TNG TTIAPOUCaC £lorynong eival va avadei€el Tn onuacia Tng EVOPHOVLONG KAl VA TIOPOUCLACEL BACIKEG TIPOOEYYITELS YA
TNV epappoyr TG oTNV EPYACTNELOKK TIPOKTLKN.

Baowka onpeia: H mapouciaon e€etddel TNV evappovion oAOkAnpng tng dtadikaoiag twv dokiuwv (Total Testing Process), amé tnv mapay-
yeAia Tng e€€Taong £wG TNV KOLWVOTIOINGN TWV ATIOTEAECUATWV 0TOV aoBevh. ZuZnTouvTal TA BACKA EQWTHUATAL TL TIPETIEL VO EVAPHOVLIOTEL,
TIOLO £TTEDO (TOTIKOG, EOVIKO, BLEOVEC) eival EPIKTO, TIOLOG PEPEL TNV EUBUVN Kal TIOLEG JOPES TTAapaKkoAouBoUv thv edappoyr. Evtomidovtat
TA OUVAON €PTIOdLA: OL SLOPOPPWTES YVWOUNG, TA CUCTANATA amolnuiwong, 0 AvTaywVLopog, N TIAnpodopLKr] Kat Nn emolvavia. Mapouotd-
Covtal tedia pwToBouliag yia tnv EFLM kat Tig eBVikEG eTalpeieg, OTIWG Ta epUNVEUTIKA OXOAL, N avadopd Tng aBeBatdtnTag PETpnong
KO TRV «YKPILCwV Vv yUPw amo Ta épla arodaong, Ta EVOPHOVIOUEVA SLAoTAHATA avadopdg Kat oL HEB0doL KaBopLopoU TIPO3LayPo-
bV avaAuTtikig enidoonga. MepthapBavetal emiong n evappovion tng pebodoloyiag yia ta dedopéva BLoAoyikng petaBAntotntag (deiktng
atopwkéTnTag, RCV, e€atopikeupéva dlaotrnpata avadopdg).

ISlaitepn Epdaon divetat oTig povAadeg peTpnong. H epappioyr Koy povAadwy PETPNoNG amoteAel KOBOPLOTIKO TIAPAYOVTA VLA TH CUYKPL-
OLUOTNTA TWV EPYACTNPELOKDV ATIOTEAECHATWV KAl TNV artoduyr) opaApdtwv eppnveiag, Ta ottoia evOEXETAL VA 08Ny OOUV G AAVOACUEVEG
KAWVIKEG amodAaoelg Kal eveéxouv Kivduvo BAARNG Tou acBevoua. Ta dedopéva Tiou TIapouctddovTal 0TV EL0HYNCN AvadeKVUOUV T GUVEXL-
COPEVIN OVOHIOLOYEVELD TWV TIPAKTIKOV HETAEY XWPWV KAl EEETATEWV, TIOU adopd HOVADEG, dLOOTHHATA avadopdg Kot ovopatoloyia, Ttapd
TI¢ dleBveig pooTdBeleg evappdviong. To pdturo ISO 15189:2022 amartel avadopd oe povadeg Sl, o povadeg yvnAdoipeg Tpog to Sl
1 o€ AANeq ePaPPOOIUEG HOVADEG, KABMWG KAl OXOAL0 OTNV avadopd Otav n Xprion SLadopPETIKWOV HOVASwWY PTtopel va amoBel emkivduvn.
MpoteiveTal pla “yeviki TiPAYUATIOTIKN TIPOCEYYLON”, HE KPLTAPLA ava Katnyopia PeTpoupevou peyédoug (Oykog, Ttoodtnta ouciag, Hada,
KOTOAUTLKF) dPAOTIKOTNTA, XPOVOL TIENG). H oTpatnyikn aneubuveTal oe BVIKEG Kal SLEBVEIG ETILOTNPOVIKEG ETALPELEG, TOUG dopelg dlarti-
0TEUONG, TA LVoTLToUTA PETPOAOYIAG, TOUG TIOPOXOUG EEWTEPIKAG AELOAOYNONG TIOLOTNTAG, TOUG KATAOKEUAOTEG OLAYVAOTIKWV CUCTNHATWV
KO TLG ETILOTNHOVIKEG ETILTPOTIEG TIEPLOBLKV KAL GUVESPLLOV.

Zupmepdopata: O kivduvog amotuyiag sival uPnAdg av dev CUPUETACYXOUV OAOL oL euTTAekOpEVoL. OL 0TOXOL TIPETEL Va €0TIAOUV OTNV
e€alelin yvwoTwVv, amopeUEpmV SLOKUPIAVOEWY, Pe BAon cuoTAoewVY TIou Ba KAAUTITOUV KAl HEAAOVTIKEG AVAYKEG, OTIWG N AVATITUEN TNG
TEXVNTNAG vonpoouvng. H evappovion dev anotelel Tipooplopo aAAd eva cuvexeg TagidL dlapkoug BeAtiwong, pog 6dpeAog Tou acBevoua.
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THE IMPORTANCE OF HARMONIZATION IN MODERN
LABORATORY PRACTICE

PANAGIOTIS N. KANELLOPOULOS
Biologist, PhD, EuSpLM
University Laboratory of Biological Chemistry, Laiko General Hospital of Athens

Introduction: Harmonization is a fundamental prerequisite for providing reliable, comparable, and clinically useful laboratory results, irre-
spective of when and where testing is performed. This need is becoming increasingly important due to greater patient mobility, the digi-
talization of healthcare services, and cross-border data exchange. A strategic objective of the European Federation of Clinical Chemistry
and Laboratory Medicine (EFLM) is the harmonization of measurement units, reference intervals, and clinical decision limits, particularly for
tests with a significant impact on patient management, in order to prevent patient harm.

Objective: The aim of this presentation is to highlight the importance of harmonization and present key approaches to its implementation
in laboratory practice.

Key Points: The presentation examines the harmonization of the entire Total Testing Process, from test ordering to the communication of
results to the patient. The key questions addressed are: what should be harmonized, which level of harmonization (local, national, or inter-
national) is feasible, who is responsible, and which structures monitor implementation. Common barriers are identified, including opinion
leaders, reimbursement systems, competition, information technology, and communication. Areas for initiatives by the EFLM and national
societies are presented, such as interpretative comments, reporting measurement uncertainty and the “grey zones” around decision limits,
harmonized reference intervals, and methods for establishing analytical performance specifications. Harmonization of the methodology
for biological variation data is also addressed, including the index of individuality, the reference change value (RCV), and personalized ref-
erence intervals.

Particular emphasis is placed on measurement units. The use of common measurement units is a key factor in ensuring the comparability
of laboratory results and preventing interpretation errors that may lead to incorrect clinical decisions and pose a risk of patient harm. The
data presented in this presentation highlight the persistent heterogeneity of practices across countries and tests with regard to measure-
ment units, reference intervals, and nomenclature, despite international harmonization efforts. The ISO 15189:2022 standard requires the
reporting of results in Sl units, units traceable to the SI, or other applicable units, as well as acomment in the report when the use of different
units may pose a risk. A “general pragmatic approach” is proposed, with criteria tailored to each category of measurand (volume, amount
of substance, mass, catalytic activity, and coagulation times). This strategy is addressed to national and international scientific societies,
accreditation bodies, metrology institutes, external quality assessment providers, manufacturers of diagnostic systems, and scientific com-
mittees of journals and conferences.

Conclusions: The risk of failure is high unless all stakeholders are involved. Objectives should focus on eliminating known, avoidable varia-
tions, based on recommendations that also address future needs, such as the development of artificial intelligence. Harmonization is not a
destination but an ongoing journey of continuous improvement for the benefit of the patient.
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H POH EPTAXIAX >TO Y XPONO EPIAXTHPIO
NMA©OAOTIKHX ANATOMIKHXZ

EAEYOEPIOX EAEYOEPIAAHZ
lotodiepeuvntikn A.E. — Epyaotriplo MNaBoAoyiknc AVOTOULIKAG

MepiAnyn

To olyxpovo epyaaotripto MaboAoykrg Avatopikng amnoteAet Eva oUvOEeTo dlayvwoTkd oUoTNHA, OTO OTolo N TIOLOTNTA, N acohAAeLa Kat n
ATIOTEAECHATIKOTNTA EEAPTOVTAL ATIO TNV OPYAVMWON KAL TOV CUVTOVIOHO PLAG OUVEXOUG PONG EpYACiag, amod Tn AN Tou LoTikou delyuatog
£€00G TNV €KkS00N TOU OAOKANPWHEVOU TIAO0A0YOOVATOMLKOU TIOPIOHATOG KAl TNV A€LoTtolnar) ToU 0TV KAWIKK artodaaon.

H daxeiplon k&Be meplotatikol TepthapBdvel TIOAATAA ducikd kat PndLaokd avtikeipeva —delypota, TIEEPLEKTEG, KAOETEG, KUBOUG Ta-
padivng, LoToAoyKd TIACKISLO, PNPLOKEG EKOVEG KAl SLAYVWOTIKA dESOPEVO— TV OTIOLOV N TAUTOTNTA KAl N XVNAACLUOTNTA TIPETEL VAl
dlaodaiiCovtal oe KAOe oTAdLO.

H mtapouaiaon e€etddel Tn 3LacUVSEDN TWV TIPOAVAAUTIKV, AVOAUTIKGOV KAl HETAAVAAUTIKGV SLABIKAOLLV, AVASEKVUOVTAG TA KPIoLUa on-
peia AqPng anodaoewy, TG ATIALTHOELS TUTIOTIOINONG KAL TIOLOTLKOU EAEYXOU, KABMG KAl TN onpacia thg opBoAoyiknig dlaxeiplong Tou dla-
©¢oluou LoTIkoU UAKOU (tissue stewardship) yla tn popdoAoyikr), avoooloToxnutkr) Kat JopLaKn dlepelvnon.

I3laitepn €udaon divetat oTov POAO TwV TTANPOPOPLAKDV CUCTNHATWY epyaoTnPiou (LIS) t¢ KEVTPLKMV PNXAVIOHGOY CUVTOVIOHOU TNG PONG
£pyaciag, oTnV EVOWPATWON TNG AUTOHATOTIONONG Kat TNG YNLOKG TTaB0AOYOaVATOUKNG, KABWGE KAL 0TH CUCTNHATIK TIOPAKOAoUBNoN
SEIKTWV amdd0o0oNG, OTIWG 0 XPOVOG OAOKANPwWONG Twv e€eTdoewy (turnaround time — TAT).

H opydvwon autr cuvdgetal Aueoa e TIG amattroelg tou Tipotutiou I1SO 15189:2022, 1o omoio kabopidel TIG amaltioelg ToldTNTAG KAl
EMAPKELAG TWV LATPKWV epyacTtnpiwv. H dlartioteuon TipoUTioOETEL TEKUNPLWPEVES KOl EAEYXOPEVES SLOBIKACLES, ETIAPKELA TIPOCWTIKOU,
KATAAANAo e€0TTALOPO, Slaxeiplon KvdUvmv, agloAdynaon Tng amoddoong Kat ouvexr BeATicoon, e TEAKO OkoTid TNV AELOTILOTIO TV aTtoTEAE-
OPATV KAl TNV A0PAAEL TWV AOBEVMV.

H petaBaon oto oAokAnpwpévo epyactrpto NMaboAoyikAg Avatopikig 8ev amoteAel AmoKAELOTIKA TeXVOAOYLKH avaBadpion, aAAd TipoUTto-
O£TEL TOV OUVTOVIOPO AVOPMTILVOU SUVOMLKOU, SLAdIKAOLAV, TEXVOAoyiag Kat SeS0UEVWY, OE €va eviaio, aodPaAES, LYVNAAOLUO KAl HETPAOLUO
oUOTNHA TIOU PETATPETTEL TO BLOAOYIKS UALKO O€ AELOTILOTH SLAYVWOTIKH KAl OEPATIEUTLKI) YVON.
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WORKFLOW IN THE MODERN ANATOMIC PATHOLOGY LABORATORY

Eleftherios Eleftheriadis
Istodierevnitiki S.A. — Anatomic Pathology Laboratory

Abstract

The modern anatomic pathology laboratory is a complex diagnostic system in which quality, safety and effectiveness depend on the
organization and coordination of a continuous workflow, from the collection of the tissue specimen to the issuing of the final, integrated
pathology report and its use in clinical decision-making.

The management of each case involves multiple physical and digital items—specimens, containers, cassettes, paraffin blocks, histology
slides, digital images and diagnostic data—whose identity and traceability must be ensured at every stage.

This presentation examines how the pre-analytical, analytical and post-analytical processes interconnect, highlighting the critical decision
points, the requirements for standardization and quality control, and the importance of the rational management of the available tissue
(tissue stewardship) for morphological, immunohistochemical and molecular investigation.

Particular emphasis is placed on the role of laboratory information systems (LIS) as the central mechanisms for coordinating the workflow,
on the integration of automation and digital pathology, and on the systematic monitoring of performance indicators such as turnaround
time (TAT).

This organization is directly linked to the requirements of ISO 15189:2022, the standard that sets out the requirements for quality and
competence in medical laboratories. Accreditation requires documented and controlled procedures, competent personnel, appropriate
equipment, risk management, performance evaluation and continual improvement, with the ultimate aim of ensuring reliable results and
patient safety.

The transition to the fully integrated anatomic pathology laboratory is not merely a technological upgrade; it requires the coordination of
people, processes, technology and data into a single, safe, traceable and measurable system that turns biological material into reliable
diagnostic and therapeutic knowledge.
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AIAXOANIZH MNOIOTHTAZ XTIX MOPIAKEZ KAI TONIAIQOMATIKEX
ANAAYZEIX

EYH NMOYAIOY

BloAdyog, Awdaktwp latpkng xoAng EKMA

YreuBuvn AtcoddAong Mowdtntag, Awortabo/avatouikd Epyactriplo TNA EYATTEAIZMOZ
A€loAoyntpla, E6Viko Xuotnua Alamtioteuong (EXYA)

H peydAn ipdodog Trou Tiapatnpeltal oTig TEXVIKEG aAAnAouxiong emépevng yevidg (Next-Generation Sequencing — NGS) €xel kataoTioel
TNV epappoyr TG CUYKEKPLUEVNG TEXVOAOYIOG ePLKTH O€ OAOEVA KAl TIEPLOCOTEPT EPYAOTIPLA, CUMBAAAOVTAG KABOPLOTIKA oTtnV eEEAEN
NG SLAYVWOTIKNAG KAl OEPATIEUTIKAG TIPOCEYYLONG TwV aoBevav. Me Baon ta ded0opéva TIoU TIPOKUTITOUV, OL KALVIKOL LaTpol £XOuV TIAEOV TN
AUVATOTNTA VA ETILAEYOUV EEATOMLKEUPEVEG BEPATIEUTIKEG TIPOCEVYIOELG, e OTOXO TN BeATicdoon TNG amoTeAEoHATIKOTNTAG TS Bepameiag Kat
TOV TIEPLOPLOPO TWV AVETILOUUNTWY EVEPYELLV.

Qo1600, 0TNV KALWVIKH TIPAEN, TO TIOC00TO TWV ACOEVMV TIOU TEAKA deV ATTIOKOMICOUV TO AVAUEVOHEVO ODENOG aTto TIG EEEOLIKEUPEVEG Bepa-
Tieleq apapevel ulnAS. To yeyovog auTo dev amodideTal ATIOKAELOTIKA O€ ETILOTNUOVLKOUG 1 TEXVOAOYLKOUG TIEPLOPLOHOUC, aAAd oxeTieTal
o€ ONPAVTIKO Babuod pe TV a&lotioTia Kat TNV eppnveia TV anoteAeopdTV. H TTOAUTTAOKOTNTA TV SESOPEVIV TIOU TIAPAYOVTOL ATTOLTEL
TIPOOEKTLKY) A&LoAGYNOoN artd TOUG E13LKOUG TOU EPYACTNEILOU KAL, OTN CUVEXELD, 0PBI EPUNVELQ KOL CUCXETLON TWV EUPNUATWV PE TG SLaBE-
OLEG BEPATIEUTIKES ETILAOYEG ATTIO TOUG KAWVIKOUG LATPOUG.

Qg amnoTtéAeopa, CNUAVTIKO PEPOG TNG TTANPOGDOPIAG TIOU TIAPAYETAL OTO EPYACTHPLO EVOEXETAL VA PNV AELOTIOLELTAL ETIAPKG I VA TIAPAPEVEL
avekpeTaAAeuTo. MapdAAnAa, ot LadopPOTIOHTELG OTOV TPOTIO TIAPOUGCIACNG TWV ATIOTEAECHATWV PETAEU TWV EPYACTNPILWY, OE CUVOUACHO
pe T ouvexn eEEAEN TV BEPATIEUTIKMOV ETILAOYCV KOL TWV OXETIKWV KATEUBUVTAPLLOV 03NYLLV, KABLOTOUV OKOUN TILo oUvOeTn Th AfWn Be-
PATIEUTIKMV aTtopACcEWV yLa TOUG aobeveig.

270 TTAaioL0 auTo, N SLACPAALON TNG CUVETIELOC KAL TNG AVATIAPAYWYLIUOTNTAG TWV ATIOTEAEOUATWY aTtoTEAEL oNpAvTKA TIPOKANGN. To xdopa
HETAEY TV dEBOEVMV TIOU TIPOKUTITOUV aTtd TNV AAANAOUXLON KAl TNG A€LoTtoinong Toug otnVv KAWVIKK TipdEn e€akoAoubei va aroteAel Evav
aré toug BactkoUg TIEPLOPLOTIKOUG TIAPAYOVTEG YLa TNV KABOALKN KAl LOOTN edappoyr TNG LOTPLKAG akpLBelag.

H edappoyn evog Zuotrpatog Alayxeipong Mowdtntag (ZAM) kat n Slamioteuon Twv SOKMV TIoU SlevepyouvTal oe €va epyaoTriplo Mopla-
KNG ALOyVWOTIKNG ATtoTeAOUV OUCLOOTIKEG SLABIKAGLEG yLa TN SLaoPAALON TNG TIOLOTNTAG KAL TNG AELOTILOTIOG TV TIOPEXOHEVIV UTTNPECLV.
H diartioteuon meptAapBavet Tnv a&loAdynon Tou GUVOAOU TWV EPYACTNPLOKOV SPACTNPLOTATWY, artd Tn AnYn Kat tn dlaxeiplon twv dety-
HATV €0G TNV avAAuoh, TNV a&LoAdynon Kat TNV €KS0ON TwV ATIOTEAECUATOV.

Ta odp€An g dradkaoiag authg elvat TIoAAATAG. EvioyUetal n eumioTooUvn TwV aoBeVMV KAl TwV KAWVIKWV LOTPWV OTA EPYOOTNPLAKA
ATIOTEAECHATA, TIPOAYETAL N CUVEXAG BEATICOON TWV TIAPEXOUEVEV UTINPECLMOV KAl EVICXUETAL N AELOTILOTIA TGV SLAYVWOTIKWV SLASIKACLHOV.

Mpwtiotwg, 6pwWG, N darioteucn cUPPRAAAEL OTNV TIPOANWN KAL TN PELON TWV ACTOXLOV KAl TwV oGaAPdTwy, evioxUovtag Thv achaiela
TWV A0BEVMOV KAl TNV 0pBH aglottoinan TV aroTeAEOPATWV 0Th AN KAWVIKGOV aTtodAoewV.
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QUALITY ASSURANCE IN MOLECULAR AND GENOMIC ANALYSES

EVI POULIOU

Biologist - PhD NKUA School of Medicine

Quality Assurance Manager of Hematopathology Dept G.H.A “EVAGGELISMOS”
Assessor E.SYD.

The rapid advancement of Next-Generation Sequencing (NGS) technologies has facilitated their widespread adoption across an increasing
number of laboratories, substantially contributing to the evolution of diagnostic strategies and therapeutic decision-making. The molecular
and genomic data generated through these technologies enable clinicians to implement personalized therapeutic strategies tailored to
the individual characteristics of each patient, with the ultimate aim of improving treatment efficacy and achieving better disease control.

Nevertheless, in clinical practice, a considerable proportion of patients fail to achieve the anticipated clinical benefits from targeted or spe-
cialized therapeutic interventions. This discrepancy cannot be attributed solely to scientific or technological limitations but is also closely
associated with the analytical validity, reliability, and clinical interpretation of laboratory results. The complexity and multidimensional
nature of NGS-derived data necessitate rigorous evaluation by qualified laboratory professionals, followed by their accurate interpretation
and integration into the clinical context by treating physicians. The correlation of molecular findings with the patient's clinical character-
istics, as well as with available therapeutic options and current clinical guidelines, is essential for ensuring their effective translation into
clinical practice.

Consequently, a substantial proportion of the information generated through molecular diagnostics may remain underutilized, limiting its
potential clinical value. Furthermore, variability in result reporting practices among laboratories, together with the continuous development
of therapeutic agents and the ongoing revision of clinical guidelines, further complicates the interpretation of molecular findings and the
formulation of evidence-based therapeutic decisions.

Within this framework, ensuring the consistency, reproducibility, and reliability of laboratory results represents a major challenge. The gap
between the generation of high-dimensional sequencing data and their effective integration into clinical practice remains a critical barrier
to the broader, equitable, and systematic implementation of precision medicine.

The establishment and implementation of a Quality Management System (QMS), together with the accreditation of laboratory tests per-
formed in a Molecular Diagnostics Laboratory, constitute fundamental prerequisites for ensuring the quality, technical competence, and
reliability of laboratory services. Accreditation involves the systematic assessment of laboratory processes across the entire testing path-
way, encompassing pre-analytical, analytical, and post-analytical activities, from sample reception and handling to data analysis, result
interpretation, and reporting. This comprehensive approach supports the standardization of procedures and promotes compliance with
established quality requirements and applicable accreditation standards.

The benefits of implementing a QMS and obtaining laboratory accreditation are multifaceted. These measures strengthen the confidence
of patients and healthcare professionals in laboratory-generated results, foster a culture of continuous quality improvement, and enhance
the overall reliability of diagnostic procedures. Most importantly, they contribute to the prevention, detection, and reduction of errors
throughout the testing process, thereby promoting patient safety and supporting the appropriate integration of laboratory findings into
clinical decision-making.

Ultimately, these quality assurance mechanisms are essential for ensuring that the clinical potential of molecular diagnostics is translated
into reliable, clinically meaningful, and actionable information that supports optimal patient management.
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AMAITHZEIZ MOIOTHTAZ A TO NGS DRY LAB

MANATQTHZ N. KANEAAOIOYAOZ
BloAoyoc PhD, EuSpLM
MNaveriotnuoko Epyaotrplo BloAoyikrg Xnuetag, Mevikd Noookopeio ABnvov "Aaiko"

Ewoaywyn: H aAAnAouyion emopevng yevidg (Next-Generation Sequencing, NGS) edpappdetal oAoéva Kal TEPLOGOTEPO OTNV KAWLKK IR~
€N, pe epappoyEg TIou ekTeivovTal amo T SLAYVWon KANPOVOULKMV VOOHUATWY £WG TOV HOPLOKO XOPAKTNELOMS veoTIAAoLwV. H cuvoAkn)
dladikaoia NGS meptAapBavel TO0O TLG EPYACTNPLOKES dPACTNPELOTNTEG ToU "uypol” epyaatnpiou (wet lab), dtwg N amopdvwon Kat Ttoco-
TIKOTTOINON VOUKAETKGWV 0EEWV, N TipoeToacia BYBALOONK®OY Kat N aAAnAoUxLon, 600 Kal TLG 3pacTNPLOTNTEG Tou “Enpou” epyactnpiou (dry
lab), ot omtoleg adopouv TNV emeEepyaoia TV AKATEPYATTWV SESOUEVMOV HECW BLOTIANPODOPIKAG PONG AvAAUCNG, TTIOU TIEPIAQUBAVEL TNV
eubuypdappLon TiPog aAAnAouyia avadpopda Kat Tov evToTiopd Bdoewy Kat TtapaAAaywv. H TtoAurtAokotnTta tng dtadikaciag, n omoia cuv-
dUACeL EpYAOTNPLAKOUC XELPLOPOUG KAL EKTETAMEVN UTIOAOYLOTIKA avAAuaon, KaBLoTtd avaykaia th SlachAALon TnG TIoLoTNTAC € OAOKANEN TN
dladpopr Tng e€€taong, uttokeipevo oe dlartioteuon katd ISO 15189 ry ISO/IEC 17025.

ZKOTOG: YKOTIOG TNG TIAPOUCAC ELONYNONG €ival N TIAPOUGCaon TwV BACLKMV ATIALTHOEWV TIOLOTNTAG KAl SLATHOTEUONG VLA TIG EEETACELG
NGS, pe éudaon otig dpactnplotnTeg Tou dry lab, cupdwva pe to ipdtutio EAOT EN ISO 15189:2022 kat tnv kateuBuvtrpla odnyia EA-4/24
G::2025, n ottoia uttooTnpileL TNV EVOPHOVIOUEVN AELOAGYNON epyaoTnpicV TIou epappolouv texvikeg NGS.

Baowa onpeia: E€etddovtal ol Baoikoi d€oveg Twv amattroewV: MpwTov, 0 KABoPLoPOG TG VOULKNG OVIOTNTAG, TWV POAWV KAl TV EU-
Buvay, Wiwg oTav dpacTnELOTNTEG avaTiBevTal o EEWTEPIKOUG TIAPOXOUG: OTNV TIEPLTITLION AUTH ATIALTOUVTAL TEKUNPLWHEVA KPLTAPLO
erAoyng BAoel KvdUvou, CUPDVIES TIAPOXAG UTINEESLLOV KAl SLAoHAALON TNG ETIAPKELAG TOU TIPOOWTILKOU, EVG TO EPYAOTHPLO TIOPAMEVEL
uTtEUBUVO yLa TNV akPLBr HETAPOPA TwWV ATIOTEAECUATWVY OTNV TEAKN €KBeON. AeUTEPOV, N ETIKUPWON TWV ECWTEPLKA AVATITUYHEVMWV KAL N
€MOANBEUON TWV EUTIOPLKA SLABECWVY POV AvAAUCNG, HE TEKUNPiwon KABe HETABOANG TIPLY attd TN XPrion Thg Kat dnAwon tng apeBatd-
TNTOC PETPNONG OTIOU aUTO elval ePIKTO. Tpitov, N SLacdAALoN TNG EYKUPOTNTOAG TWV ATIOTEAECUATWV PECW E0WTEPLKOU EAEYXOU TIOLOTNTAG,
TIOU KOAUTTTEL, OTIoU epapuodleTal, kat To BlortAnpodoptkd okEAOG pe KaBoplopévoug SelKTeg, 0w To PEdo BABog kKAAUWNG, TO TTOGOOTO
SUTAOTUTICOV AVAYVWOHATWY, N TIEPLEKTIKOTNTA 0 GC, TO TTIOCO0TO EUBUYPAUULONG KAl N eualoOnaola Kat eWBIKOTNTA OTNV Avixveuon To-
POAAQY @V, KOBMG KAl HECW CUPHETOXNG OE TIPOYPAUHATA EEWTEPIKAG AELOAOYNONG TIodTNTAG e ouxvotnTa Bacel avAAuong Kivduvou.
Tétaptov, N dlaxeiplon Twv cuoTNPATWY TIANPOGOPLKNAG, PE KATAAOYO AOYLOUKOU KAl UAOUIKOU, ETIKUPWON TOU E0WTEPLKAG AVATITUENG
AOYLOMLKOU KO ETIOPKI XWPENTIKOTNTA amoOnKeuong deSopEVWV. MMEPTITOV, N eKTiNON KOUVWYV, Ue WBLaitepn EUdaon oTn XPron YEVETIKWV
Baoewv dedopévmwy TIou dev BpiokovTal UTIO Tov EAeyX0 Tou epyaoTtnpiou. TEAOG, 0 cadrg kaboplopdg tou MNediou Alartioteuong, wote va
TiePLyPAdEL pe CaPAVELQ TA ETIPEPOUG TEXVIKA OTADLA KAL TLG TUXOV EEWTEPLKA TIAPEXOPEVES dPAOCTNPLOTNTEG.

Zupmepdopata: H ebappoyr) TEKUNPLWPEVOU CUCTHHUATOC SLAXEIPLong TolotnTag oe oAdkAnen t pory NGS, ocupmeplAdapBavopévou Tou
dry lab, eivat amapaitntn ya tnv aforiotia, TNV vNAACOTNTA KAl TNV 0pBr avadopd twv aroteAeopdtwyv. H ocuotnuatikr edappoyn
TWV OXETIKWV ATIALTAOEWV CUPPBAAAEL TNV gvioxuon TNG EUTILOTOCUVNG OTA ATIOTEAECHATA TWV YEVETIKOV €EETACEWV Kal otV acdain
a&loroinar) Toug oTnNV KAWIKNA TIRAEN.
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QUALITY REQUIREMENTS FOR THE NGS DRY LAB

PANAGIOTIS N. KANELLOPOULOS
Biologist, PhD, EuSpLM
University Laboratory of Biological Chemistry, Laiko General Hospital of Athens

Introduction: Next-Generation Sequencing (NGS) is increasingly being implemented in clinical practice, with applications ranging from
the diagnosis of inherited disorders to the molecular characterization of neoplasms. The overall NGS workflow comprises both wet labo-
ratory activities, such as nucleic acid extraction and quantification, library preparation, and sequencing, as well as dry laboratory activi-
ties, which involve the processing of raw sequencing data through a bioinformatics analysis pipeline, including alignment to a reference
sequence and base calling and variant detection. The complexity of this workflow, which combines laboratory procedures with extensive
computational analysis, makes quality assurance essential throughout the entire examination process, within the framework of accredita-
tion according to ISO 15189 or ISO/IEC 17025.

Objective: The aim of this presentation is to outline the key quality and accreditation requirements for NGS testing, with particular em-
phasis on dry laboratory activities, in accordance with ELOT EN ISO 15189:2022 and the EA-4/24 G:2025 guideline, which supports the
harmonized assessment of laboratories implementing NGS techniques.

Key Points: The presentation examines the principal areas of these requirements. First, it addresses the definition of the legal entity, roles,
and responsibilities, particularly when activities are outsourced to external providers. In such cases, documented risk-based selection
criteria, service agreements, and assurance of personnel competence are required, while the laboratory remains responsible for the accu-
rate transfer of results into the final report. Second, it covers the validation of internally developed analytical pipelines and the verification
of commercially available workflows, including documentation of every modification before implementation and the declaration of mea-
surement uncertainty whenever feasible. Third, it discusses ensuring the validity of results through internal quality control, which, where
applicable, also encompasses the bioinformatics component by monitoring predefined quality indicators such as mean depth of coverage,
duplicate read percentage, GC content, alignment rate, and the sensitivity and specificity of variant detection, as well as participation in
external quality assessment (EQA) programmes at a frequency determined by risk analysis. Fourth, it considers the management of infor-
mation technology systems, including software and hardware inventories, validation of internally developed software, and adequate data
storage capacity. Fifth, it emphasizes risk assessment, with particular attention to the use of genetic databases that are not under the lab-
oratory's direct control. Finally, it highlights the clear definition of the Scope of Accreditation, ensuring that individual technical stages and
any externally provided activities are explicitly described.

Conclusions: The implementation of a documented quality management system across the entire NGS workflow, including the dry labo-
ratory component, is essential for ensuring the reliability, traceability, and accurate reporting of results. The systematic implementation of
these requirements strengthens confidence in genetic testing results and supports their safe and effective use in clinical practice.
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AIAXEIPIXH MPOZQMIKQN AEAOMENQN 2TO KAINIKO EPTAXTHPIO

EIPHNH A. AEIMONH
Ap. Blohoyiag
Accreditation Manager, Affidea Greece

H dlayeiplon TpoowTikmV SES0PEVEV OTO KALVIKO EPYACTAPLO ATIOTEAEL CUVIOTMOA TNG TIOLOTNTAG, TNG EMAYYEAMATIKAG deovToAoyiag Kat
NG aodAAELQG TWV AoOeVA@V. Ta EPYACTNELAKA ATIOTEAEGHATA, TO KALVLIKO LOTOPLKO KAl OL YEVETIKEG TIANPOPOPIEG OUVIOTOUV dedopEVA LOL-
aitepng evalobnoiag, Twv otoiwy N eTte€epyaoia amaltel TEKPNPLWUEVN VOULUOTNTA Kat KATAANAeg eyyunoels. H Yndlomoinon, n dlacuv-
de0n TMANPOPOPLAKDY CUCTNHATWV KAl N a&lottoinon uttnpeotov védoug (cloud) dleupUvouy TIG BUVATOTNTEG TNG EPYAOTNPLAKNAG LATPIKAG,
au€avovtag TV TIOAUTIAOKOTNTA TNG SLAKUBEPVNONG TWV SEGOPEVWV.

YKoTdG TNG €L0NYNONG €lvat N Ttapouaciaon pLag OAOKANPWUEVNG TIPOCEYYLONG TIPOOTACIAG SESOUEVWY 08 OAOKANPO ToV KUKAO WG TOUG,
arod TN cUAAOYN KAl KATaxwELon €wg T daBiBacn, apxeloBetnon kat achaAn diaypadn. To Aaiolo cuvdgel Tov Mevikd Kavoviopo Mpo-
otaoiag Aedopévwv Mpoowrtikou Xapaktrpa (RKIM.A.MX) e TG amatioelg ePTIOTEUTIKOTNTAG Kat Slaxeiplong Anpodopiodv tou ISO
15189:2022.

AvoAUoVTaL OL APXEG TOU TIEPLOPLOOU TOU OKOTIOU, TNG EAAXLOTOTIOINONG, TNG AKPIBELAG, TOU TIEPLOPLOOU TNG ATIOONKEUONG KAt TNG Aoyo-
dooiag. AteukptviCetal n avaykn TIPOcdLOPLOPoU TNG KATAAANANG VoukAg BAong kat Tng epappootéag ipoltioOeong emefepyaciag dedo-
HEVWV UyELag, Xwplg TNV AKPLTN avaywyn TG ouykatdBeong o kaBoAwr AUon. MNapouctadovtat n xaptoypddnon Twv powv tAnpodopiag,
n arooadrvion Twv POAwY UTIEUBUVOU Kal EKTEAOUVTOG TNV ETIEEEPYATIa KAl N SLOXEPLON TWV SIKALWUATWY TWV UTIOKELEVV.

21O ETIYELPNOLOKO eTTiTTEDO, Epdaon divetal oTnv Pocfaacn BAceL ApUOBLOTATWY, TNV LOXUPH AUBeVTIKOTIONON, TV KATAYPAdr EVEPYELWY,
TNV Kputttoypddnon Kat thv acdalr} koworoinon anoteAeopdtwy. H aloAdynon ouvepyatoyv, ol CUPBATIKESG £yYUNOELS, Ta avTtiypada
aopaAeiag Kat oL SOKLIEG ATIOKATACTACNG UTTOOTNPICOUV TNV EUTILOTEUTIKOTNTA, TNV AKEPALOTNTA KAl Th dlaBeoiuotnta. H pootacia én
artod ToV OXeALAOHO KAl £E OPLOWOU, N EKTIINGN AVTLIKTUTIOU OTIOU ATTALTELTAL KAL N OPYAVWUEVN AVTLUETMOTILON TIOPARLACEWY EVTACOOVTAL 0T
dlayeiplon dLakvdUvVeUONG.

E€etadovtal emiong ot poUToBEoelg deutepoyevoug alomoinong dESOPEVMV VLA EPEUVA, EKTIAIGEUON KAl QVATITUEN aAyopiBuwy, pe cadn
ALAKPLON aveVUpoTIoinong Kat WYeUSWVUHOTIOINONG. ZUPTIEQPACUATIKA, N OTIOTEAECUATIKY TIPOOTACIO EOUEVEV ATIALTEL SLETILOTNHOVLIKH
ouvepyaoia, ekmaideuon kat emaAnBeUolpoug eAEyxXoUG. H evowpdtwon tng oto oluotnpa roldtntag dlaodalidel 6Tt n kKAwiKr aglomoinon
NG TAnpodopiag uttneetel Tov aoOevr), SLATNPEMVTAG TNV EPTILOTOCUVN KAL TOV GEBACHO TNG LOLWTIKOTNTAG TOU.
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PERSONAL DATA MANAGEMENT IN THE CLINICAL LABORATORY

IRINI D. LEIMONI

PhD in Biology
Accreditation Manager, Affidea Greece

Personal data management in the clinical laboratory is an integral component of quality, professional ethics and patient safety. Laboratory
results, clinical histories and genetic information constitute highly sensitive data, the processing of which requires a documented lawful
basis and appropriate safeguards. Digitalisation, the interoperability of information systems and the use of cloud services expand the ca-
pabilities of laboratory medicine while increasing the complexity of data governance.

This presentation aims to outline a comprehensive approach to data protection throughout the data lifecycle, from collection and recording
to transmission, archiving and secure deletion. The framework links the General Data Protection Regulation (GDPR) to the confidentiality
and information management requirements of ISO 15189:2022.

The principles of purpose limitation, data minimisation, accuracy, storage limitation and accountability are examined. The need to identify
the appropriate lawful basis and the applicable condition for processing health data is clarified, without indiscriminately treating consent
as a universal solution. The presentation addresses the mapping of information flows, the clarification of data controller and data processor
roles, and the management of data subject rights.

At the operational level, emphasis is placed on role-based access control, strong authentication, audit trails, encryption and the secure
communication of results. The assessment of external service providers, contractual safeguards, backups and recovery testing support
confidentiality, integrity and availability. Data protection by design and by default, data protection impact assessments were required, and
a structured response to personal data breaches are integrated into risk management.

The conditions governing the secondary use of data for research, education and algorithm development are also examined, with a clear
distinction between anonymisation and pseudonymisation. In conclusion, effective data protection requires interdisciplinary collaboration,
training and verifiable controls. Its integration into the quality management system ensures that the clinical use of information serves pa-
tients while maintaining their trust and respecting their privacy.
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