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Eloaywyn otnv MNowotnta Yrinpeowwv Yyeiogc-
Mowotnta dedouevwy Yyeiac- AopaAela
AcBevwv — Alebvn Mpotuna kau Motomnoinon

Elonyntpla AyyeAkn Katoarmn, Yoy, Aldaktwp

Aebvric EmBewpntpla Alamiotevonc Yrninpeowwyv Yyeiag, ZupBouloc MOY Eupwrng- IMp.

MNowotntag kat AodpaAelag AcBevwv
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EI2HTHTPIA
KAT2ATMH ATTEAIKH, MSc, BSc Nursing

AIEONHZ EMIOEQPHTPIA AIAMIZTEY2HZ YITHPE2IQN YTIEIA2-
2YMBOYAOZ ZYZT. MOIOTHTAZ YTEIAZ- AZDAAEIAY A>OENQN

AeBvn ¢ EmBewpntpla Alamioteuong unnpeotlwy uyeiag o Slebveig popeig

Temos International Certified Assessor aré to 2011/ Emirates Accreditation Body, Dubai arno to 2022

13+ xpovia S1eBvoucg eumnelpiog we emBewpntpLa/ eknoudevtpla/ cupBoulog os BpaliAia, Kiva, Ipav, Toupkia, O\utriveg, HAE (Ntouprmau),
Ouyyapia, Oukpavia, Kumpo, AABavia, Kpoatia, Poupavia, MoAdaBia, EAAaSa

WHO Europe, office for Quality and Patient Safety ano loUvio 2021, utootrpién eOvikwv otpatnyltkwv Poupavia, MoAdaBia
16putpLa Ko Mev. Avtpla tou EvpwpecoyelakoU lvotitoutou Mowotntag kot Aodaleiag otig Yrninpeoieg Yyeiag, Avedis Donabedian
ZUuBoulog Expertise France- Epyo Avadlopyavwong EOAY ané Mawo 2022

T. AicuBUvTpLa Alaniotevoewv tou EABetikov Dopéa Mictonoinong Swiss Approval International — YrieuBuvn Topéa Yyeiag yla 5 €tn
T. AlevBuvtpLa Mpoypappaticpol kat Avantuéng tng A.E.M.Y. AE. yia 7 £tn €w¢ Ko to 2012

T. Anpooiog YrtaAAnAog NeZYN Itepedag EANadag- Yrioupyeio Yyeiag yia 4 £tn

Yrioynodra Atbaktwp MNaveniotnpiov Osocoaliag, T. MAnpodopkig

MSc Opyavwon ko Aoiknon Ynnpeowwv Yyeiag, eldik. MAnpodopikn ¢ Yyeiag— BSc EKMA TpuRpo NoonAguTtikig

Exmaideuon and tov Apepikaviko Opyaviopod ACFE wg Fraud Examiner

Exnaidevon Green Belt Value Based Healthcare (The Decision Institute, Netherlands)

Mwotornoinon IRCA emikedpaAng emBewpntpla kat ekmatdeutng yta ISO 9001: 2015, EN 15224 (MS in healthcare), 1ISO 37001 (Systems
Management Antibribery Management Systems)
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Aebvnc Epmelpla oe EmBewpnoeic Ataodpaiionc Mowotntoag otov Topea Yyelog
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Anoqto?\éq Poupavia- MoAdafBia WHO Europe
Quality of Care office, 2021- 2024
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[TEPIEXOMENA

ENOTHTA 1

» ‘Evvolec Mowotnta — EmiBewpnon — AtaodAaALon t¢ moLdTnTAC Kol EhAPHOYH TOUG OTLC UTINPECLEC LYELOC
» KAk AtakuBepvnon- Appodlotnteg kot poAot otn dtaopalion Notdtntag- Aoun ZAMN

» [poTuna MLOTOMOINCNG KAl SLamioTEVONC TNE MOLOTNTAG OTOV XWPO TN YYElag

» Tuotnua AltaodaAiong Mowotntog- Kataypadovtag Tumononpéves Stadikaoieg

ENOTHTA 2

» H évvola ¢ aodalelog Twv acBevwy, n dlaxeiplon Twv KvdUVWV Kat n oVEEaor Toug He TN Sltacd AALon TTOLOTNTAC OTOUC OPYOVLOMOUC TOU
kKAadou vyeiag

» NpoAnyn kot kataypadry OPoARATWY KoL AVETIOUUNTWY CUMBAVTWY

» Juotnuata Ataodpaiiong tng Mowodtntoag twv Yrnnpeowv Yyeiag - KAk AtakuBepvnon

ENOTHTA 3

Mpotuna Tumornoinong mMANPodopLaC KAl ETILKOVWVIOG WE TTOPAUETPOL AoPAAELOC aoOeVWV

ENOTHTA 4

AelKTeC




ENOTHTA 1

Evvolec I'IOLomta EmBewpnon — Ataodpaiion tng moLotntoc Kot ehappoyn Toug
OTIC UTINPECLEC LYELQC

KAwikn AtakuBepvnon- Appodlotntec kot poot otn dtaopaAion Mowotntag- Aopn
2 ATl




Beauty lies in the
eyes ohihe
benholder.

TLonpaivel mowotnta?
Plato

meetville.com

O BaBuoc otov omoto eva cUVOAO ATIO ETLKTNTEC
LSLOTNTEC MANPOL CUYKEKPLLLEVEC TIPOSLaYPAPEC QA
KoL tpooOOKLEC (TOU armodEKTN TNC UTINPECLAC N ToU

npolovtoc)

QuotePixel ,con

Quality is more
important than
quantity. One

“Quality means home run is much
doing it right

better than two

: doubles.
when no one is

looking”




Oplopoc tnc Nowotntac (1)

YUudwva pe to Ilvotitouto latpikng twv HIMA,

N TOLOTNTA OPLIETOL WG: (2 Nanonat AcadEw OF HEDCI

«O BaBuoc Kata ToV OTIOLO OL UTTNPECLEC LYELOC YLa TLIOALTEC KOl
nAnBuopolc avéavouv tnv mBavotnta enitevénc emBupunTwWV
QTMTOTEAEOUATWY UYELOC KOl
£lVOLL CUVETIELC UE TNV TEKUNPLWHUEVN YVWON KoL TTPOKTLKN»




OpLopog tng Mowotntag (l11)
EYPQIMAIKO2 OPI2MO2 EN 15224

H dpovtida Ba npemel va sivad:

: ﬁzﬁgﬁzq Ot 7 NuAwvec tnc Mototntac cuuewva ue tov Donabedian 1988
e AMOTEAEGUATIKA Donabedian Model
* Emapkng
* Emkevipwpévn otov acBevi PROCESS
b ’Ev Kal.pl'] ':J'.'::;:I"i:?l'jl'l
e Aikoun
STRUCTURE
Resources
(MpocBetel ota mapamavw TLG EVVOLEG) oucomE
v KatdAAnAn ¢povtida achigvement

Compaience
dessinpman

v Zuvéxela otn ppovtida
v AltoSoTIKN

v’ Evidence-based, knowledge-based care (ppovtida Boolopévn otnv TekunpLwpévn yvwon)
v Zuppetoxn tou aoBevi otn dppovtida




Avedis Donabedian

“ TeAdika, o HUOTLKO TNG olotnTac eivat n ‘ayann’. Mpenet va
ayarnac tov acGevn oou, TPEMEL VA AYATIAC TO EMTAYYEAUN OOU,
TIPETIEL v ayarac To Oo oou.

AV EXETE MTPAYUNTIKA QYATIN YL LUTO TTOU KAVETE, UTTOPEITE OTN
OUVEXELD VO €epyaoteite mapakodovBwvtac avadpoulka TO
oUOTNUO KOl TIC adUVOUIEC TOU Kal, €V TEAEL, va TO BeATLWOETE.”

Donabedian A. The quality of care—how can it be assessed. JAMA 1988; 260(12):1743-8.




To povtelo tou Donabedian

to apbpo tou TO 1966 pe TiTAO
«Evaluating the quality of medical
care» UTooTnpLEE OTL

n rolotnta afloAoyeital os eninedo
«dounc-dladikaoiac-ekfacngy»

(structure-process-outcome).

The Donabedian model for quality of care

o B T

hysical and Focus on the care Effect of healthcare
organisational delivered to patients on the status of
characteristics where e.g. services, patients and
healthcare occurs diagnostics or populations
treatments




AtaodaAion lMolotntoc
Quality Assurance

MpoomaBeleg mou KataBaAeL Evac Opyaviopoc n otn 6e6NAWUEVN LKAVOTNTA TOU VO TIAPEXEL
UTtNPECieC cUUPWVA HE Ta ATTOOEKTA TTPOTUTIA TTOLOTNTAC KAl LLE VAV TPOTIO ATIOSEKTO OTO XPAOTN

TWV UTINPECLWV QLUTWV

H avamtuén evog 2AMN Baoiletat otic podlaypadec SeBvwv npotunwy

AmtoteAel evvoloAoyko TtAaiolo




KukAoc Atapkouc BeAtiwonc lNMowotntac
PDCA cycle

React based on the results. If it

worked, lock the improvement in
and make it a part of every day
operations. If not, go again and find
another solution.

Plan want you want to improve.
What's the main barrier to
overcome your problem? How can
you eliminate it? What needs to be
done to overcome it?

Observe, and gather the data. Did it
work as expected? Has the problem

. . _
been eliminated: Take action. Conduct the
improvement on a small scale and
see if what you thought would

happens, will indeed happen.




Eupwraiko Mpotumno EN 15224/ 1SO 7101

11 apx€C TNG MOLOTNTAC OTNV UYELOVOULKI TtepiBaAn - peTall auTwy:

KataAAnAn, owoty $ppovtida

AwBsopotnta

Zuvéxela otn ppovtida

ATOTEAECHLOTLKOTNTA

Anodotwotnta

lootnta - Alkaoolvn

Evidence-based, knowledge-based care (¢ppovtida Baciopévn 0TV TEKUNPLWHEVN YVWON)

Patient centered care - ppovtida twv acOsvwv, cupnephapavopévng tng uotkng kot PuxoAoyikng akepaotntag tng nepifaidng
UM HETOXA TOU acBevn otn ppovtida

Aocdaleia aoBeviy

D N NN N Y N N N N

‘Eykaupn ko mpoofaoiyun ppovtida




Equity; all patients with the same kind and degree of need receive the same type of healthcare — irrespective of gender,
sexual, cultural, ethnic, social, linguistic or other background. No discrimination and no priority given no related to health
need are considered a quality characteristic of healthcare system

lodtnta — Awkatoolvn: 0Aot ot aoBevelc pe 1o 6lo €ldog mpoPAnuatog kot Babuo avaykne AapBavouv tov (6o tuTO
UYELOVOULKNC TteplBaAP ne - avetaptntwe dUAou, GUANG, TIOALTIOTIKNC, EBVLKNAC, KOWWVIKNG, YAWOOLKNAC 11 AAANG MpoEAELONC.
H amoAutn wootnta Kot n anouvoia dtakplong kat npotepatotntac dedopévou OtL auth 6V oXeTL(ETAL LE TNV QVAYKN YyLa TNV
uyela, BewpolvTaL XapaKTNPELOTIKO TTOLOTNTOC TOU OUOTHUOTOC UYELOVOULKNG TteplBaAY NG

Evidence/ knowledge based care; healthcare services (investigations, treatments including prevention, nursing etc.) shall rely
on scientific evidence and/or experience based knowledge/ best practice. Quality in healthcare is dependent of systematic
application of medical knowledge

BAOLOHEVN OTNV TEKUNPLWHEVN YVWON: Ol UTINPECLEC UYELOVOULKNG TeplBaAPne (StayvwoTtikog €Aeyxoc, Oeparmelec
neplAapBavopévng tng mpoAndng, voonAeutikne ppovtidac, K.Am.) Ba npémnet va Baoilovtol og EMIOTNUOVIKA otolxeia n /
Kal oTn yvwon / BEATIOTN paKTikr) tou Baciletal otnv eumnetpia. H molotnta otnv vyeLlovouLKn epiBaA n eéaptatol amno tn
OUOTNUATLKN €PaPUOYT) TNC LATPLKAC YVWONG




Effectiveness; healthcare activities performed enhance the chance of an expected positive outcome (have a positive effect
on the health states of subjects of care) as compared to no or other investigations or treatments. Positives outcomes can be
represented by enhancement of observed conditions

AnoteAeopatikOoTnTa: Ol SPOOCTNPLOTNTEC UYELOVOULKAG TepiBaAPng Ba mpemel va auédvouv tnv mBavotnta €&vog
OVOUEVOUEVOU OeTikoU amoteAéopatoc (Oetikny emibpaon otV KOTAOTAON UYElOC TwWV UTIOKELPMEVWY TieplBaAPng) oe
ouykplon HeE TNV UToPoAn oe Kapia 1 o€ AANEG eVAAAQKTLKEC SLAYVWOTLKEC N BepameuTikeg mapeUPaoels. Ta BetTika
QTOTEAEOUOTO UTTOPOUV VAL AVATIOLPAOTAO0UV UE TNV EVIOYXUON TWV TTAPATNPOUUEVWY CUVONKWV

Efficiency: the best possible relationship between the outcomes achieved and the resources used (room, devices, material
and working time) shall be preferred. Cost effectiveness is considered a quality characteristic of the healthcare system as it
enables the organization to help more patients and thereby enhance the customer satisfaction

Anodotikdtnta: H emitevén tng kaAutepng duvatng oxéong (Adyou) HETall TwV ETUTEUXOEVIWV ATIOTEAECUATWY KOl TWV
XPNOLUOTIOLOUUEVWY TIOPWV  (UALKOTEXVIKOG €EOTALOMOG, avaAwolda, avOpwrivol TopoL Kal Xpovog epyaociag). H
amodotkotnTa Bewpeltal XOpaKTNPLOTIKO TTOLOTNTOC TOU OUOCTHUOTOG UYELOVOULKNAG TteEPlBaAPng, KoBwg eMITPEMEL OTOV
opyaviopo/povada va Bondroel meploocotepou g acbevelc Kat va eVioXUOEL £TOL TNV LKAVOTIOLNGN TOU TLEAATN




Equity; all patients with the same kind and degree of need receive the same type of healthcare — irrespective of gender,
sexual, cultural, ethnic, social, linguistic or other background. No discrimination and no priority given no related to health
need are considered a quality characteristic of healthcare system

lodtnta — Alkatoolvn: 0AoL ol aocBeveic pe 1o 1610 €idog¢ mpoPAnpatoc kot Babuo avaykng AapBavouv tov (6o tuTO
UYELOVOULKNG TtepiBaAP ne - avetaptitwe dUAoU, GUAAG, TIOALTIOTIKNG, €BVLKAC, KOWWVIKACS, YAWOOLKAG 1} AAANG mMpoEAguoncC.
H amoAutn wodtnta Kot n anovcia dtdkplong kat potepatotntag dedopévou OtL auth SV OXETI(ETAL LE TNV QVAYKN YLa TNV
uyeia, BewpolvtaLl XapaKTNELOTLKO TTOLOTNTAC TOU CUCTHUOTOG UYELOVOULKNAG TtepiBaAY ng

Evidence/ knowledge based care; healthcare services (investigations, treatments including prevention, nursing etc.) shall rely
on scientific evidence and/or experience based knowledge/ best practice. Quality in healthcare is dependent of systematic
application of medical knowledge

BOOLOHEVN OTNV TEKUNPLWHEVN YVWON: OL UTINPECLEC UYeElOVOULKNG TeplBaAPng (StayvwoTtikog €Aeyxocg, Beparmeieg
neplhapfavopévng tg mpoAnync, voonAeutikng ppovtidag, K.Am.) Ba mpénel va Baci{ovtal O€ EMIOTNHUOVIKA oToLXEla 1) /
Kal otn yvwon / BEATLoTN mMpaKkTkA mou Baciletol otnVv eumelpia. H moldtnta otnv uyelovopLkn epiBaA n e€apratal amnod tn
ouoTNUATLKA epapuoyr TNG LATPLKAG YVWONG




Patient-centered care including physical, mental and social integrity (ICF); healthcare services shall be provided with respect
to the patient’s values, preferences and personal situation, performed with the patient’s informed consent maintaining
his/her physical and mental integrity. These aspects are also often called “personalized care”. When defining health need, the
components of health fro the International Classification for Functioning, Disability and Health (ICF) from WHO, should be
used for categorization and specification of quality requirements. Health need based on ICF can be specified by the patient
and/or by the professional actors interacting with the patients in clinical processes.

Dpovtida pe enikevipo tov aacOevr), cUPMEPAAUBOAVOUEVNG TNG CWHATIKAG, YUXLKAG KOl KOWWVLKAG TOU OLKEPOLOTNTOG
(ICF): oL unnpeoiec vyelovoulkng meplBaAPne mpémMel va mopEXOVIAL O OXEON HE TIC OleC, TIC TPOTLUNOELS KAL TNV
TMIPOOWTILKN KOTAoTaon tou aoBevolg Ol OMOIlEC MPayUaTomoloUvVTalL UE TN OUVELONTH ouvaiveon tou, SLatnpwvtoc TN
CWHATLKNA Kal Puxki Tou akepototnta. AUTEG oL MTUXEG ovopadlovtal cuxva wg "eCatoukevpevn dpovtida". Katd tov
KaBopLOO TNG avayKng Yo TNV UYELQ, TOL CUCTATLKA oToLXEla TNC LyeLlag armo tov International Classification for Functioning,
Disability and Health (ICF) amo tov MOY, mpémnel va XpnolUOTMOLoOUVTOL VIO TNV KATnyoplomoinon Kol Tov KoBoplopo twv
anartoewv mototntag. H avaykn uvyelag Baocel tou ICF pmnopel va mpoodloplotel amd tov acBevh f / Kol amo Toug
enayyeApoaties popeic mou aAAnAemidpouyv Le Toug aoBevei¢ oTo TMAAIOLO TWV KALVIKWV SLEPYACLWV.




Patient involvement; the patient is informed, consulted and whenever possible actively participating in all decisions and
healthcare activities made an performed on him/her. Patient engagement is considered a synonym to patient involvement
ZUMMUETOXN TWV aoOevwv: 0 acOeviC EVNUEPWVETAL, TOU TAPEXETAL OUMPBOUAEUTIKN UTtoOTAPLEN Ko, OTou gival Sduvatov,
OUUMETEXEL EVEPYA OE OAEC TLC amoPATELS Kal TIG SpACTNPLOTNTES UYELOVOULKAG TteEplBaA n¢g mou ekteAolvtal o€ auTtov. H
gUMAOKNA TwV acBevwv Bewpeital cUVWVU O TNC CUUUETOX NS TwV aoBevwy.

Patient safety; risks associated with healthcare services shall be identified, under control and all avoidable harm to the
patient prevented. Performance of clinical processes resulting in no harm and unneeded healthcare activities (with
additional risks and time consuming for patients) is considered a quality characteristic of clinical processes.

Acodalela acBevoug: oL kivbuvol tou cuvdEovTaL LE TG UTINPECLEG UYELOVOULKAG TIEPLBaAY NG mpEmeL va evtomi{ovTal, va
eAéyxovtal kal €miong, va amodevyetal kabe evdexouevn PBAAPN mou pmopel va emnpedoel tov acbevry. H emituxng
arnodoon Twv KAVIkwy dtadikaoltwyv ou dev mpokaAoUv BAABN kal n anoduyn MEPLTTWY TTOUPEUPBACEWY TNG UYELOVOULKAG
neplBaAdng (xwplc mpodoBeToug KvdUvoug kol xpovoBopeg dladlkaoieg yia Toug aoBeveic) Bewpolvtal XapaKTNPLOTIKO
TOLOTNTAG TWV KAWVIKWV SLadLKaoLwy.

Timeliness/accessibility:healthcare services shall be provided in due time. The sequence of activities in service provision
shall depend on the optimized effectiveness, patient’s assessed need, acuteness and severity of the disease irrespective of

social status etc.

2TOV OWOoTO XPOvo Kat mpooBaoipotnta: Ol UTNPEecieC UYELOVOULKAG TteplBaAd NG mapExovtal o€ AUECO XPpOvo. H oelpa
TwV 6paCTNPLOTATWY CTNV TTAPOXI UTINPECLWYV £EQAPTATOL OO TN BEATIOTOMOLNMEVN ATIOTEAECUATIKOTNTA, TNV EKTLUWEVN
avaykn Tou acBevouc, Tnv ofuTnTA KoL TN coBapotnTa TNG VOoOU aveEApTNTA OO TNV KOWVWVIKH KATAOTAON KATT.




EUROPEAN STATISTICS
CODE OF PRACTICE

For itee Nmblona! Stanistical Amiforiies

[Mowotnta Aedopevwy (Evpwrmaikog Kwdikag T
[MpakTIKNG 2Tatiotikwy Avadopwyv 2017)

Awaotaoeilg Nowdtntog Aedopévwv

XapoKTNPELOTLKO OpLopuadg

Eykupotnta Ta dedopeva Bewpouvtat akplpn n Eykupa eav PETPOUV/ AMOTUTIWVOUV QLUTO TIOU
glyav oKoTO VO AMOTUTIWOO0UV, EAXLOTOMOLWVTAC Ta opAApaTA i} TN oUYXUON OTLG
LETPNOELC

Aflomotia Aebopéva mou Snuloupyouvtal He Baon T ocuvemn €dappoyr) TUTTOTIOLNMEVWY

NP WTOKOAAWV KoL StadlkaoLwyv

Akpipela YUAAEyovTal Oedopeva pE €TOPKN) AETITOUEPELD WOTE VO OVTLKOTOMTPL{ouV PE
akpiBela Ta YapaKktnpLloTtikad tTng opadac/ povadac avadopag

MAnpotnta Aebopéva TToOU AVTUTPOOWITEVOUV TO TIANPEC OUVOAO TWV SLOCTACEWVY OTLC OTIOLEC
avadpépovtal




[TpakTIKN G 2TatioTikwy Avadpopwyv 2017)

EUROPEAN STATISTICS
CODE OF PRACTICE

[Tootnta Asdopevwy (Eupwtalkog Kwod ko Eerrrrre-

Awaotaoel Mowdtnrog AsSopevwy

XapoKTNPELOTLKO OpLopog
EvaioOnoia To MOCOOTO TWV TMEPUTTWOEWY TIOU EVTOTILOTNKAV OTtO TO cUCTNUA
Enkopotnta Aebopgva o ival evnpEpWUEVA, SNLLOUPYOUVTAL XWPIC LEYAAN
kaBuotépnon kal eival Sltabgotpa otav xpetaletal
Akepaldtnra Ta dedopéva €xouv akepaloTNTA OTAV TAL CUCTAMATO TIOU XpNnoLUomoLlouvTal ylo
™ Snuoupyla Touc MpootatelovTol Ao okOTmipn pepoAnyia  xetpaywynon
EpmiotevTikOTNTA EUMLOTEVUTIKOTNTA OoNUoivel OTL Tat atopa £xouv StafePatwBel OTL T TPOOWTILKA

Tou¢ otolxela dev Ba amokaAudBoUv akatdAAnAa kot OotL ta Sedopéva og EVTUTIN
Kol NAEKTPOVIKA popdn avTipetwriilovtal pe To KatdAAnAa emtineda acpaAeLag.




KAwvikn AtakuBepvnon: Oplopog

Baoiletol 0Tt0 ouvepPyaTKO HOVTEAO Ololknong OTEAEXWV TWV OLOWKNTIKWY Kol
KALVLIKWV UTTNPECLWV.

BaolKO XOPAKTNPLOTLKO TNG KAWLKAC SlakuBEpvnong amoteAel N KOUAToUpaA Kol N
deopevon vy T OCUMPWVNUEVA ETMEdA  UTNPECWWV KOl TIOLOTNTOC TNC

napeyxopevng dpovtidoc.
Clinical Governance, Health Service Executive (2012)

KAwikny dtakuBEpvnon eival To mAaiolo HECwW TOU OMOLOU OL OMASEC TWV ETOYYEAUATLWY UYELOVOULKNAG
dpoviidbac kabiotavroal UMEVOBUVEG yla TNV KAWVIKA OTTOTEAECHUOTIKOTNTA, TIC OMOLTOUMEVEC (TtpOoC
edappoyn) diepyaoieg dtaopaAiong tng molotntog, TG AoPAAELAC KOL TNV LKOVOTTIOLNoN Twv acOevwv

OTLC TIAPEXOUEVEG UTINPEDieC ppovtidac.




The more | know, the less | sleep:
Global perspectives on clinical governance

KPMG

cutting through complexity

The more | know, ‘ .-.

the less | sleep

Global perspectives
on clinical governance

kpmg.com/healthcare

KPMG INTERNATIONAL

The more | know, the less | sleep: Global perspectives on clinical governance (2013)

T =



KAk AtakuBepvnon:
Avarmtuen ALodkooLwv

2TOV TOMEQ TNC vyeiag, StaBEtoupe, Suotuxwe, TTOAU Alyotepn surmelpia kat StaBgopec odnyieg yia
TO €MTES0 KOl TOL QVTIKELUEVIKA OTOLXEL PE avadopd OTNV TIOLOTNTA TWV UTINPECLWV O oxeon (T.X.
N OlOYyVWOTIKA Kol OEpameUTIK QMOTEAECUATIKOTNTA, OOPAAELD ACOEVWY, TNV EUTELPLO TWV
€EUTINPETOVU LEVWV TOU CUCTIMATOC KOl TNV EYKUPOTNTA TwV S€S0UEVWVY).

Antodelkvuetal twe oto 20% Tou Xpovou Sievépyelacg mapsupaocswv/ Stadkaolwv tpokaAouvroi
odalpota | aoTtoxieg, To anoteAsoporta ivat petaBAnta/ pn eAsyxopeva Kot oL acBeveic cuxva
udioctavral BAaBn sfoutiog autwv TwV _aotoXlwv. Xwpig emionun mopoakoAovudOnon Ttwv
QTOTEAECOUATWY, AUTA N Kotdotaon kabiotatal dyvwotn/ avumopktn ite avektn ‘by default’.

Ou opyaviopot uPnAng alomiotiog LELWVOUV CNUAVTLKG TV ribavotnta opAaApatod N
OLOTOXLOG OE TLEPLOCOTEPO OO TO 99,5% TWV UTINPECLWV.

The more | know, the less | sleep: Global perspectives on clinical governance (2013)




Erilodbalela

“It is not enough to do your best;
you must know what to do,
and then do your best™

W. Edwards Deming
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AnuLoupywvtac eva 2uotnua AlaoPaAlonc
[TototnTac

CHANGE MANAGEMENT

PROCESS AND
PRODUCTION CONTROL
» Design Change Management

« Customer Requirements { « QMS Change Management
« Supplier Quality / « Risk Review
« Identification / Traceability f

N
QUALITY Y
MANAGEMENT
SYSTEM

PRODUCT { MANAGEMENT
SURVEILLANCE ' RESPONSIBILITY

« Complaint Handling : ' « Management Review

DESIGN CONTROL

= Risk Management
« Inputs / Outputs
« Verification / Validation

CORRECTIVE AND
PREVENTIVE ACTION

~ « Eliminate Noncomformities
« QMS Improvement
» Verify Effectiveness

« Risk Mon#toring « Inspection Readiness
« Vigilance « Internal Audit

ESOURCES
» Personnel Competency
« Infrasteucture
« Work Environment




Tekunplwpevo 2.A.M.

N MoMiTIKA FI0|6TnTagl
AnpooigupEveg
2KOTTOG dnAwaozeig/
Strategic Business Plan
\ OAITIKR )
Eyxeipidio Ti; Kavoviopoi
MoiéTnTrag \
f AlaSixaoieg \ ) TutroTroinuEva
NMwg; workflows /
Mari; TPWTOKOAAQ
L Odnyieg epyaciag \
\ Apyeia

{ / Apxeia/Popueg

Atrodeidn dedopEvwy/
\

AVOPOPES




TL elval EmBewpnon Mowotntac/
ErtiBewpnon;

OPI2MO2

Eival pia cuotnuatikn, aveéaptnTn Kol TEKUNPLWHEVN dtadlkacia yia tnv
gUPECN EAEYKTIKWV TEKUNPLWV KL YLOL TNV QVILKELMEVLKN aéloAoynon tou
BaBuol cuppopPwonc oe oxeon HE €va Tpotumo (oUvoAo mMPOoTUTIWV)
noLotTntac.

(ISO 9000:2005 clause 3.9.1)
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> KOTtoC AtevepyeLlac EmiBewpnonc

v MpoodLoplopdc cUPHOPDWONC TOU CUOCTAMOTOC TOLOTNTAC ME OUYKEKPLUEVEC
QTTOLTA OELG

v [1pooSLoPpLOUOC TNC ATTOTEAECHATLKOTNTOC TOU EHAPHOCHEVOU CUOTAHOTOC
v’ Ekkivnon BeAtiwoswv oto cvoTnua
v 20VKpLON KOONHUEPLVAC TIPOKTIKAC LE TN Stadikaoia Kal Ta IpdTuTo

v Tlapox OVTIKELLEVIKWY EVOeifewv OTL TO oUOTNUO OUUMOPPWVETOL HE TO
npotuTto (6nA. e Tov oKOTIO TtLoToTolNoNG) PACEL KABOPLOUEVWVY KpLTNP LWV




TuToL emBewpnong

Ty

o AlaASIKOOLWV
[Nwg;
* [Ipolovtwv : :
, KaBetn emiBewpnon
* JUOTNUATWV , ,
Opllovtia emBewpnon

Embewpnon e€étaong -

Amo Towov; £PyaOTNPLOKT EMOEWPTION

Eocwtepikn emBewpnon
E€wtepikn emBewpnon
EmBewpnon mpounbevtwv -
SEVTEPOV UEPOUG
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'EAgyxOC OLOOLKAOLOG

AELOAOYNON TOU TIEPLEXOUEVOU KOl TNC QIOTEAECUOTIKOTNTOC OUYKEKPLULEVWV
SLadLkaoLwy Kol 5pacTNPLOTHTWY EPYACLOC:

v'Ta va emPePBALWOETE TIC TAPAUETPOUC TNE Sladikaoiag Kat va BEATLWOETE TV
LkovotnTa tnC dtadkaoiog

vTa va Staodpallotel n vAomoinon Twv XOPOAKTNPLOTIKWY TNG SLtadlkaoilog
noLotntac.

vTi va Swaodadiotel n PeAtiwon ¢ Stodikaoiog
e\EYYOU KATA TN SLAPKELA TNC TTOPOXN G UTINPECLWV

"It's safe to come out - the auditors have gone.”



'EAeyxoL ipolovIwy

Alepelvnon tTNC CUMMOPDWONC TWV TIPOLOVIWV LE CUYKEKPLLLEVA XOP OKTNPLOTIKAL:

v' T vo. eriteuyOet mpooBetn oudétepn afloAdynon Tou eMESOU OLOTNTAC TOU
NPOLOVTOC

v T tnv npooBetn SwoPfeBaiwon OTL MANPOUVTOL OUYKEKPLUEVEC QTTOLTHOELG
nmoLotNTag

v'TL0L TOV EVTOTILOMO EUKOLPLWV BEATIWONG

v' T va tpoodLopLloTel TO eMineSo MoLdTNTAC TWV HOVAOWY TPV Ao TNV TEAKN
emiBewpnon kot SoKLUN

v TLa voL TTPOOSLOPLOETE TNV KAVOTNTA TNE AELToupyiac Tou eAéyxou

v Lol vaL TpOoSLOPLOTEL N XPNOLHOTNTA TWV EPOPUOTOUEVWY TIOLOTLKWV EAEYXWV




AlakpLon TWV EMBEWPNOEWV CUCTNHATWY
avVAAOYWC TOU MEPOUC TIOU ETBEWPEL

» EmiBswpnon Npwtouv Mépouc
(Eowtepkec EmBewpnioelg) — O opyaviopog emBewpel To 61ko tou ZAl
oUWV LE TIPOTUTIOL TTIOLOTNTOLG

» EmBswpnon Agutepou MéEpoug
(EAeyxol mpounBeuvtwyv) — O meAATnC EAEYXEL TO CUCTNUO TTOLOTNTOC TOU
npounbeutn

» EmiBewpnon Tpitov Mépoug
E€¢wtepikol EAeyxol/emiBewpnrioclc motonolnong amno aveéaptnto dopea yLo
niotorntoinon tou 2AlM




AleBvelc kal EBvikol Qopeic yia
tnv lNowotnta otnV Yyela
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Tumorolnon- Alarmiotevon-
[Tlotomolnon

EOvIk6 ZuoTnpa Ymodopwyv MoidtnTtag
(EZYM) tTou €ival 0 apuodiog opyaviouog

A1. Baoikég £vvoIeg: n Aiebvrig / Eupwraikdc/  RurlliCREs Mporutra yiatn
. EBvikog - Aigbvn (ISO IEC) . .
moToToinoN Kai To —) Opyaviopss ) Egpﬂmg cgrl\l ka1 ETS) AgITOUpYia TNG TUTTOTTOINONG KAl TNG
UTTOCTNPIKTIKG CUCTNHA Tumromroinang - S . METPOAOYIOg OTN XWpPa Kal atroTeAEiTal aTrd
TTOU XPNCIPOTIOIOUVTAI OTTo: 3 OUO auToTeAE |’g
3 AEITOUPYIKEG Povadeg: Tov EAANVIKG
q T O o ” s
Sl 3 Opyaviopo Tutromoinong (EAOT) kai To
YToBOoNEG TTOIOTNTAG . =] . .
g
AOp\((’:(wcrpog 3 E)\)\I’]VIKO IvoTiTtouTo
e - MeTporoyiac (EIM) kai
yia va BIGTTIUTEL’IEI TOUG: g
axpifra perpriosuy Opyaviapoi EBviké ZUoTnua Alatrioteuong (EZYA)
: AgloAdynong 1 A 0
I e > PO Tou eival apuo6dI0G opyavioudg yia TNV
®opeig MaToTOiNGNG / U)\O'ITOIF]OT],

EpyaoThpia SoKIpwyv , ’ ,
) €QapPUOYN Kail dIaXEipIon TOU CUCTAUATOG
Yia vVd TTIOTOTTOIoOUV.

r—— = — ¥ _ _ ___ SlatrioTeEVONG TNG XWPAG CUPPWVA HE TIG

TTPORAEYEIG TOU

Kavoviouou (EK) 765/2008. Xopnyzei,

QVAVEWVEI, AQVOKAAEI 1] aVAOTEAAEI TA
TNOTOTTOINTIKA

MIZTONOIHEH . ]

e e e __ dIOTTIOTEUONG TTPOG TOUG POPEIG
TNOTOTTOINONG KAl TO EPYAOTAPIA OOKIUWYV
Kal SIOKPIBWOEWV.

| .
I meslpncgg
TICTOTTOINUEVEG
. . . BdoEl CUYKEKPIPEVWV
aKpiBela HETPAOEWV : TPOTUTILV
I
|

TTOU XPNOIHOTTOIoUV:

https://www.sev.org.gr/Uploads/Documents/52951/SR_certification_final.pdf




Eloaywyn

T
* Miotomoinon PuBplotikd peoo dlachAaaong
* Alattiotevon — dladIKaoLlWYV TtoloTNTAg, POAWV/
« ASloAOYAOELC/ ETIBEWPHOELC UTTELOLVOTTWYV Kal BeATiwWoN TNG
TpiTOL p€pouc - aArtodoonCg OTNV UYELOVOULKI)
TtepiBaAdn

Motomoinon 2 Aladikaoia TEKUNPLWHEVNC AUTO-avAAUCoNC Kal EEWTEPLKNC A&loAOYNoNG Ttou
XPNOLlHOTIoLETAL ATtO TOUC OPYAVIOHOUC UYELOVOULKNG TIEPLBAAYNG yla va ekTiunBei pe akpifela
TO £TTiTEDO TNC ATIOOOC N TTOLOTNTAC OE OXEON HE KABLEPWHEVA TTPOTUTIA, TI(POKEIPEVOU €V
ouvexela va epappoocouv pebodoug dlapkoug BeAtiwonc.

Awantictevon =2 H smionun avayvwplon amo evav appodio ¢popea, o otoioc ovopalstat
opyaviopocg diarmiotevonc (accreditation body), 0TL Evag opyaviopog eivatl LKAvOC va TtapeXeL
OUYKEKPLIUEVEC UTINPECILEC N ASLTOUpPYIEC.




MeAETN 2uvOEOOU EMXELPNOEWV KOl
Bropnyaviwy, 2020

H ritotonoinon eéediooetal mAEov Ko € EMEVOUTIKO KAl KATAVXAWTLKO KPLTNPLO: VLA TOUG EMEVOUTES, KpLTAPLA
neptBaAdovtikwy, KOWVWVIKWV Kat xpnotn¢ dtaxeipionc (Environmental, Social, and Governance - ESG) nai(ouv 6Ao kau rtio
ONUAVTIKO POAO OTIC EMTEVOUTIKEG AITOPAOELC, EVW YLO TOUG KATAVAAWTEG N « UMELTUVN» ETALPLKN CUUTTEPLPOPQ (TT.X. YlA
Véuata aopaleiac, meptBaAlovrika, etaiptkne dtakuBEpvnonc, avtiueTwnionc (NTNUATwWV dtapBopdc, KOWWVIKNC
OUVELOQOPAC K.d.) BplOKETOL OAOEVA KOl TIEPLOCOTEPO OTO EMIKEVTPO TWV EMIAOYWV TOUG.

H avayvwpiowuotnta kot aétoroinon tng rmioTonoinong Kot ToU UNMOCTNPLKTIKOU TNG CUCTHUATOC MAPAUEVEL XatUnAn otn
énuooia dtoiknon.

Eb1kOTEPQ, KATA THV MAPAYWYH TOU VOUOUETIKOU EPYOU N Evvola tn¢ diamiotevon¢ (Kot kat’ emektaon n rmtotonoinon)
ouxva rapaldeinetal kat Sev avapepeTal o€ Slataéelc oTIC omoie¢ Ba umopouUoe va eixe evtayxvei, aAdote bev
XPNOUOMOLEITAL OWOTA (TT.X. YIVETOL QVOPOPA OE «AVOYVWPLOUEVOUC POPEICY) KAl HAAOTE MOPAKAUTTTETAL &N ULOUPYWVTOC
«napaAAnAa cuotiuara» BeBaiwaonc enapkeLlac ektog dtamiotevong. Me autov tov tporo unoBaduiletat n molétnTa KAt n
aocpaldsia twv Epywv / npoiovtwv / untnpectwv / QUOIKWV ITPOCWITWV KOl UTTOVOUEUETAL TO (6510 TO CUCTNUO TG
dlantiotevuong. Akoua, dnutoupyeitatl Eva moAUNAOKo VOUOTETLKO Kol ETTLXELPNUATIKO TEPLBaAAov, dSuoyxepaivovTac th
Aeltovpyia Twv nYELPNOEWV Kol ettBapuvovtac t dnuoota dloiknon n omolio OTEPEITAL TWV MTAEOVEKTNUATWV éLOTILOTIOG
JTOU TPOOQPEPEL n dtartiotevon.

https://www.sev.org.gr/Uploads/Documents/52951/SR_certification_final.pdf




AleBvn eupewc OLOOEDOLEVO TIPOTUTIA TOU
SO

A4. Ta mio dnuo@IAR 310V TTPOTUTTA CUCTNHATWY dlaxEipiong TTayKoopiwg (2018)

MpdéTutro MoTotroIinTIKA o€ 10XV
ISO 9001:2015 - 2uoTtiuara Alaxeipiong MNoidtntag 878.664

ISO 14001:2015 - ZuoTApata MepiBalAovTiKAG Alaxeipiong 307.059

ISO IEC 27001:2013 - Alaxeipion Tng Ao@aAeiag Twv [NAnpogopiwv 31.910

ISO 22000:2018 - 2uoTthuaTta Alaxeipiong TN AcpaAsgiag Tpo@ipwy 32.120

ISO 45001:2018 - ZuoTthua Alaxeipiong Yyeiag & Aog@dAeiag Epyaoiag 11.952

ISO 13485:2016 - ZuoTthparta Alaxeipiong Moidtntag — larpotexvoAoyika MNpoidvta 19.472

ISO 50001:2018 - ZuoTthuarta Evepyelakng Alaxeipiong 18.059

lnyn: ISO SURVEY 2018

https://www.sev.org.gr/Uploads/Documents/52951/SR_certification_final.pdf




Mopadelypata mpotunwy tou odnyouv o€ AN n motononTkou
rmoLotnTac Kal oxetillovtal e TIC utnpeolec Yyetlac

MwTtonowntikd MNepypadn

ISO 9001

Eiva to 1o Stadedopévo kat avayvwplopevo SteBvéc Mpotumo ya tn dtaxeiplon tng mototntog. Abopa os
OAEG TLC KaTnyopies Twv Opyaviopwy, aveédptnTa ano To £(60¢, To HEYEBOC KAl TNV TTOPEXOUEVN UTnpEaia.
To MNPOTUTIO ATTOTUTIWVEL TIC ATTALTAOELG YO TOV CUCTNHATLKO €AEYX0 TwV Aetoupylwyv evog Opyaviopou,
wote va eéaoPaAlleTal n LKAVOTIOLNGCN TWV AVOYKWY KOL TWV OMAITACEWY TWV TTEAATWV

EN 15224

Anotelel to Eupwmnaikd mAaiolo mpodiaypadwyv ya tnv avamtuén kot tv ePpopuoyr) OUOCTNUATWV
Slaxeilplong moloTNTOC OTIG UTINPECLEC UYELAC TIPOKELEVOU VA OVTATIOKPIVOVTOL UE EMAPKELA OTLC ELOLKEG
QVAYKEC KoL TIC LOlaitepeEC OUVONKEC TWV UTINPECLWV UYELOVOULKAG Pppovtidag (voookoueia, KAWLIKEG,
e€WTEPLKA LATPELA, SLAYVWOTIKA KEVTPA) KoL TwV €EELOIKEUUEVWY HOVAOWVY OMWC KEVTIPA EEWOWHUATIKIG —
avarnapaywyLkne vyelag (povadec IVF), oS ovtlatplka KEVTPA, KEVTPA OMOKOTAOTACNC-armoeparneiog K.a.

ISO 37001

To tpotumo ISO 37001:2016, ekd6Bnke tov OktwPplo tou 2016 Kat KaAAepyel KALpa katd tn¢ dwpodokiag
EVTOC TOU OPYAVIOUOU, LE OKOTIO TNV EVIOYXUON TNG EMmLotoouvng kol tng Stadavelag, Staodpalilovtag
TOUTOXPOVA TN YEVIKA BEATIWON TNG PONG EPYACLWV EVOC OpYyaAVIOHOU.

To mtpoTUTo KaBOoPIlEL TIC AMALTOELG KAl TIOPEXEL kaBodrynon yla tnv avamntuén cuotnuatog dtaxeiplong,
oxebLaopévo wote va BonBad tov EKACTOTE OpyaVvIoHO va TiPoAapPBAveL, va avixVeUEL Kal va XeLpiletal
eVOEXOUEVEC TIEPMTWOELG Swpodokiag Kol va oUUHOpPWVETAL LE TOUC VOUOUG KaTd TG Swpodokiag Kal ev
vevel tn¢ Stadbopac.




Mopadelypata mpotunwy tou odnyouv o€ AN n motononTkou
rmoLotnTac Kal oxetillovtal e TIC utnpeolec Yyetlac

MwTtonowntikd MNepypadn

ISO 22000-
HACCP

Food Safety
Management
Systems

To ISO 22000 eival €va mpotumo mou avantuxdnke amnod to Atebvy Opyaviopo TuTtonoinong e aVTLKEEVO
Vv aocdpalela tpodipwv. Kivbuvog yla tnv acdaiela Twv tpodipwv pmopel va mpokAnBel og omolodnmote
otadlo N TpodLkng aAuoidac kal yia To Adyo auto ival amapaitnto va epapUoleTal CUCTNUATLKOC Kol
eMAPKNC €AeyxoC. To MpOTUTIO KABOPIlEL TIC ATMALTAOELG YO TNV avamtuén Kal epapuoyrn EVOC OUOTHUATOC
Slaxeiplong aopdaielog tpodipwv

OHSAS
18001/ISO
45001

Artotelel To MAEOV avayvVwpPLOUEVO SLEBVWC MPOTUTIO Yl TNV TILOTOTIONGN TOU ZUoTAHATOC Alaxeiplong
Yyetag kat Aopalelag otnv epyaocia evo¢ Opyaviopou. MeptlapBavel tn Staxeipton Twv KwdUvwy, TG
uyelag Kol TNG aoPAAELAC TWV ETIXELPN ULATIKWY TOU §paoTtnplotATwy (MpoAnyn Twv atuxnUATwyY, HElwon
TWV KWWO UVWV Kal StaodaAion tng evetiag Twv EpYalOUEVWV).

ISO/IEC 27001

To I1SO 27001:2013 (IT Information Management System) eivat €va SteBveg mpotumo ya tn dtaxeiplon tng
aodaAelac twv Anpodoplwv. To MPOTUTIO AU TO ameuBbuvetal og 6Aoug toug Opyaviopouc. Asdopévou OtTL
n edappoyn tou GDPR dgv miotomoleltal, n miotonoinon cupudwva pe to npotuto ISO 27001:2013 mapeExet
Ko avegdptntn Kot eEeLOLKEVUEVN afloAdynon yla To av €Xouv €bappooTeL Ta KATAAANAQ HETPA YO TNV
npootaocia twv dedopévwy oag cuudwva pe to GDPR




Mopadelypata mpotunwy tou odnyouv o€ AN n motononTkou
rmoLotnTac Kal oxetillovtal e TIC utnpeolec Yyetlac

MwTtonowntikd MNepypadn

To ISO 13485 ameuBuvetal oe €TAlPElEC TTOU EUMAEKOVTOL OE OMOLOSNATOTE OTASIO TNG TMAPAYWYNC
LOTPOTEXVOAOYLKWY TIPOIOVTIWY OAAA KOL O€E ETOLPELEC TOU TIAPEXOUV OXETLW(OMEVEG UTINPEOIEG.
JUYKEKPLUEVA, TIEPNALPAVEL ATTALTAOELG TTIOU OXETL{OVTOL LUE TIC TTAPAKATW OLEPYAOLEC:

- 2XeSLALOUOC Kol avaTTUén

- Napaywyn kat EAeyxol

- AltoBrikeuon kot dtavoun

- Eykatdotaon Kol TEXVIKN umooTtnpn

- 2Xe61a0UOC KoL UAOTIOLNON OXETI{OUEVWV UTINPECLWV

ISO 13485




AteBvn rpotuma ISO & EN yia Tic umtnpeotec
UVELAC KL TNAE-UYELOC

ISO 9001

EN 15224

ISO 7101

ISO 27001
ISO/IEC 27005
ISO/IEC 27002
ISO/IEC 27017
EN ISO 27799
ISO 22301
ISO/TS 13131

ISO 13485

Adopa TG apxEg Staxeiplong moldtnTag, ouUmepAaBoVOUEVNC TNC EGTIOCNC OTOV TTEAGTN, TWV TPOCEYYioewv ¢ Stadlkaoiog Kat
NG aVAYKNG yLa ouvexn BeAtiwon.

Adopd otnv ed ap oy ocuotiuatog Slaxelplong moLoTnNTag, YLa 0pYOVLOUOUG ITOPOXA G UYELOVOULKN G TteplBaAng.

Eival to mpwto SLeBvEG mpdtumo cuvaiveong yla t Slaxeiplon TN moldtnTag Tt UYELOVOULKAG tepiBaing.
Erkevipwvetal otnv aodpaAela Twv MAnp odop wv

KateuBuvtipla odnyia ya tv acd dheta twv mAnpodoplwv & t Ataxeipton kS Uvwv oo dAeLog TAnpodopLwy.

KwbLkag mpaktikng yla eAéyxoug aod dAelag mAnpodopLwv

Texvikég aod oAeiag - Kwdikag mpaktikng yia eAéyxoug aod dhelog mAnpodoplwv Baoel ISO/IEC 27002 yio utinpeoieg cloud
MAnpodoptkn vyelog - Alaxeiplon aod dhelag AnpodopLwv otnv vysia pe xprion tou 1ISO/IEC 27002

EMkevpwvetal o€ TeEKUNP WwHEvVa cuothuota Slaxeiplong kal Blwotpdtnrag.

Adopa tnv NMAnpodopikn Yyelag, Tic Yiinpeoieg TnAeuyeiag kot Odnyieg Molotikol IxeSlaopol

Adopad TLG AMATAOELG TWV LOTPOTEXVOAOYLKWV TIPOIOVTWY KO LATPLKWY OUOKEU WV




Alartiotevon kat [Motomolnon MolotnTtac oTLC
Yninpeotec Opovtidac Yyetlac (1)

Q¢ Awantiotevon (accreditation) opiletol n enionun (og emayyeALaTiko Kot €BVIkO emimedo) BeBaiwon amd pia Apxn
otL €va 16pupa 1 evac Opyaviopog eKTTANPWVEL TIC tpoUmoBéoelg/ kpttrpla autnc tTng Apxng kot eivat oe B€on va

XOPNYEL TTLOTOTIOLNTLKA TTOLOTNTOLC.

H Motonoinon moidtntag (certification) avadépetal otn Sdwadikaoia péow tng omoiag pia ovrotnta (l6puua,

Opyaviopog, popeac, dSoun) BeBatwvetal OTL EKMANPWVEL TIG ATTOLTHOELG EVOG IpoTUTou tototntac (r.y. 1SO).

Jtnv EAAGSa, olvpdwva pe to N.4468/2017 WOpubnke TtO EBVIKO ZUotnua Awamiotevon (E.ZY.A.), NMOIA,
N KEPOOOKOTILKOU XOPOKTHPA HUE OKOTIO TNV UAomoinon, epappoyn kot Staxeipon tou EBviKOU ZuoTAHOTOC
Awarmtioteuonc, SLoBETEL SLOKNTIKA KOl OLKOVOULKA OUTOTEAELO KOl ETOMTEVETOL Ao Tov Yrmoupyo Olkovopiog Ko
Avantuénc. To E.ZY.A. €xeL oploBsl wg o EBvikog Opyaviopog Awamiotevong tng EAAGSOC cUpdpwva Kol PE TIC
anattioelg tou ApBpou 4 tou Kavoviopou (EK) apB. 765/2008 omou kaBes kpAtog HEAOC opllel €vav Kol LOVO €BVIKO

opyaviouo dlamnioteuong.




Alartiotevon kat [Motomolnon MolotnTtac oTLC
Yninpeotec Opovtidac Yyeloac (I1)

[la TN Xoprynon mMLoTomoLnTIKoU yivetal emtonou afloAoynon tou uroPrdlov dopéa amnod opada aflodoyntwv Kot
EVOEXOUEVWC EUTELPOYVWUOVWY, TA HEAN TNG ormolag Olabétouv oe PAbo¢ yvwon TOUu aAVTLOTOLXOU TEXVLKOU

QVTIKELUEVOU, KABWC Ko eUTeLpial oTNV aéloAdynon cuotnuatwy StaodaAiong Tng moLoTnTac.

Yrdpxet mAnBwpa popéwv motonoinong nowotntac — dtebvwv kat torukwv(r.x. TUV HELLAS (TUV NORD), SWISS
APPROVAL, TUV AUSTRIA, TUV RHEINLAND, EKAMTY, EQA Hellas) ot omoiot odpeilovv va Stamiotevoviol wWote va

TIPEXOUV TILOTOTIOLNON OTO EKACTOTE TIPOTUTIO.

Tol TILOTOMOLNTLIKA TTOLOTNTAC €XOUV TPLET OlApKela WoXLVoC. Mpokewévou ywr tn dlatripnon tng WoXUoC TOUG

arnatteital n Slevepyela eTAOLWV EMBEWPHOEWV.
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AnuLoupywvtac eva 2uotnua AlaoPaAlonc
[TototnTac

CHANGE MANAGEMENT

PROCESS AND
PRODUCTION CONTROL
» Design Change Management

« Customer Requirements { « QMS Change Management
« Supplier Quality / « Risk Review
« Identification / Traceability f

N
QUALITY Y
MANAGEMENT
SYSTEM

PRODUCT { MANAGEMENT
SURVEILLANCE ' RESPONSIBILITY

« Complaint Handling : ' « Management Review

DESIGN CONTROL

= Risk Management
« Inputs / Outputs
« Verification / Validation

CORRECTIVE AND
PREVENTIVE ACTION

~ « Eliminate Noncomformities
« QMS Improvement
» Verify Effectiveness

« Risk Mon#toring « Inspection Readiness
« Vigilance « Internal Audit

ESOURCES
» Personnel Competency
« Infrasteucture
« Work Environment




Tekunplwpevo 2.A.M.
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Strategic Business Plan
\ OAITIKR )
Eyxeipidio Ti; Kavoviopoi
MoiéTnTrag \
f AlaSixaoieg \ ) TutroTroinuEva
NMwg; workflows /
Mari; TPWTOKOAAQ
L Odnyieg epyaciag \
\ Apyeia

{ / Apxeia/Popueg

Atrodeidn dedopEvwy/
\

AVOPOPES




Continuity of care

OUTPUT

Health State Health State

The clinical process — a description of conceptual components (from EN ISO 13940:2016)




Basis for process management

Laws and regulations Knowled ge base Ethics and
basic values

) —
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o

: 20

Operative process management } o

o

Rules Standardised care plans/ ] Ethical guidelines -

E guidelines and protocols c
) o &
£ EE
() o 3
4 2 8
= Clinical process c ®
© © c
E = Care plans, E o
[ Health conditions, ] activity management, clinical c =
8 Clinical documentation documentation o) g
C b it
© o)
c €€
i - g ) A T

Operative process support N Re)

Co ordination of =

Make hum?n Make material resources across 'E

resources available resources available organisation 4 o

o=

[0}

e , -

Basis for process support - /
[ Human resources Material resources l Organisational I
\. [—] : ' /

The clinical process - an overview of mteractions with other types of processes (from EN 1SO 13940:2016 - modified)




OPI2MO2

Ta Standard Operating Procedures (SOP) eival pio ogpa dtadikaoiwv
TIOU TIPETIEL VAL aKoAou BouvTtal yLot TV OAOKANPWON £pyacilwy ol udpwva
ILE TOUC KOVOVLOUOUC TOU opyaviopoU.

Méoa o€ auTteg Tic dladikaoiec kabopilovtal
TO TPOTUTAL AELTOUPYLOLG TOU OPYOLVLGHOU.

EGe o

STANDARD

OPERATING

EpaXe @

PROCEDURE
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LTl Elval oNUOWVTLKN N KoTaypadn
TUTTOTIOLNLEVWYV O LOLOLKOLOLWV;

U E€aodaiilouv Thv epapuoyr) BEATLOTWY TTPAKTLKWVY
H tumomoinon g dtadikaoiog akoAouBeital amnod tnv feAtiotomnoinon t¢. H ebappoyn autnc tng
BEATLOTNC TIPALKTLKN G YLVETOL £TOL IPOTUTIO AELTOU pYLOC Ko avadopac.
H avarmntuén tumtonotnpevwy dtadikaolwv dStaodpaAilel otL n opdda avayvwpilel okt cupupwvel oTov Lo
QTTOTEAECHATLKO KOl oItOSOTIKO TPOTIO YL VO EKTEAEDEL LA CUYKEKPLUEVN Epyacia.

U E€aodaAilouv cuvETEL KOl IMOTEAECUATIKOTNTO 0TN Asttoupyio tou Opyavicuou
Alvel Tn SuvatoTNTO OTOV OPYOVIOUO VO AELTOUPYEL oAV Lo KKAOPPUOULOPEVN pnXav.
Awoodpalilel 6tL n opada Ba yvwpilel mavta Tov owoTto SpOLOo TIoU TTPEMEL va akoAouBrosl—kal Ba
akoAouBel mavta avtov Tov Spopo otav eival anapaitnto, pe ZYNEMEIA.

L Zuvelwodépouv otn Stacdhalion tng MNotdtntog
Odnyel oto va oAokAnpwvetal n kaBe dlepyacia e TOV TILO ATTOTEAECHATIKO Kol artoSOTLKO TPOTIO TIOU
odnyet og cuvoAkn BeAtiwon TN MOLOTNTAC TWV EPYOAOLWYV KOl TWV ETILOLWKOUEVWY OTIOTEAECUATWV.




LTl Elval oNUOWVTLKN N KoTaypadn
TUTTOTIOLNLEVWYV O LOLOLKOLOLWV;

L AlcukoAUveTal n adopoiwon oo touc VEouc epyalOUEVOUC KoL N ELOAYWYLKN EKIaidsuon
KaBopilovtag pe cadnvela TI¢ TUTOTIOLNUEVEC SLadLKACIEC 0TOV OpYyavIoUO, SLEUKOAUVETOL N EVTaén VEWV
ePYO{OUEVWV KOl BEATLWVETAL O TPOTIOC LE TOV OTto10 ektatdevovtal To LEAN TNG opAdac.

O Awtnpeitat n yvwon tov Opyaviopou
H emuyepnolokn yvwaon Kol n yvworn Twv AEtoupyLlwv Sev elval TpoowmoeEapTwHEVN aAAA TIALPALEVEL OTOV

Opyaviopo. AKOUN Kol 0TV CUYKEKPLUEVOL AVBPWTIOL ATIOXWPINO0UV, N TEXVOYVWOLA TTIoU £XouV PEPEL OTOV
OPYOLVLOUO TIAPOLUEVEL EVTOC TOU OPYAVIOLOU

L Mewwvovtal oL TopoVONoELC

Kataypadovrag ta fripata mou amattouvtal yla tTnv oAokAnpwon piag dtadikaoiag kot kablotwvtog TV
apeoa SLABECLUN, TO IPOOWTILKO EVOUYPAULIETOL OTN OCWOTA TIPAKTLKN




LTl Elval oNUOWVTLKN N KoTaypadn
TUTTOTIOLNLEVWYV O LOLOLKOLOLWV;

O Nouukn cuppopdwaon
H kataypadn tumomnolnpevwy dtadikactlwy Bonbad tov opyaviopo va KTANPWOEL TLG YEVLKEC VOULKEG KoL
KOLVOVLOTLKEG UTTOXPEWOELC TOU.

L Artapaitntn yia tnv motonoinon tou opyavicuoU ano Stebveic dopeic.




MEGOAOAOTI'IA

KaBopiloupe toug otoxoug yia tn dnpoupyia tng dtadkaoiog

H dadwkaoia mov Oa kataypayoupe
Npoodiopilovpe nooug adopad n dladikaoia adopd tn BeAnotn exdoxn TG
(Oa xpnotuortotnBouyv ot Stadikaoiec amo pLa euputepn ouada yia va SLao@aALoTel

n ouvexeLla tou opyaviouou (continuity of delivery); Av vai, Sa dnutovpynoouue pta
Aerttouepn, Brnua npoc Bnua dtadikaoio mou avtarmrokpivetol oto entinedo

oeélotntwyv kat e€olkelwanc Ue Ta EpyaAcia Kot TIC TEYVOAOyieC mou
xpnouyiorotouvral.)

MpoodLlopilovpe TNV TpExovoa dradikaoia

Kataypdadoupue tn dtadwkaocio (MropoUue va xpnotpormotioouue diapopa
epyaleia, onwc dtaypauuato porc)

EAEyxoupue to £yypado
EKIatd EVOUME TOUC XPNOTEC OTN XPNoN TNC

Edappoloupe tn Stadkaoia kal mapakoAouOoUpe ta anoteAéopata HopUOYNC
™G

EnwkatpomnotoUpe tn Stadikaocia H Swadikacia cuvexwe BeAtiwveTal

[ = 0 D0 e A i R R S R T R B R () M o
1 I
I I
I Title of the process and document number for future reference. I
s e 0 A R 4
Write your goal comprising of
@ GOAL 2-3 sentences.
13 /3 Names and the positions of the
!é EE ﬁ STAKEHOLDERS people involved in the process.
. @s8
\\O | e A Step by step details on how to
<:V?’\<—1(\ PROCESS implement the process. The main
C’l e 5 purpose of writing an SOP.
_ @
Include all the reference material
that a person might require while
reading the SOP. E.g. - If you
NECESSARY have created an SOP for your
DOCUMENTS supply management process, you

must put documents like the run
sheet, list of suppliers, their
contact details, etc.

[ ] An explanation of foreign
terminologies used in the SOP
document




Types of Standard Operating Procedures

Step-by-Step Hierarchical Flowchart
Format Format Format

Stepl

Step 2

Step 3

/. bdtask

&L asemng ntmee [ammeomy

Step 3




KAAE2 TTPAKTIKE2

MAaiowo
Edapuoyng

Anpovupyia
Alotag
AlaSKacLwv

Tuvepyaoia
pe ONOYZ

KAAEZ
MPAKTIKEZ

Awdpaotiko
®Doppar

Zuvexwopevn
BeAtiwon

MNpoodloplopog
TEALKWV XPNOTWV




AC WA OOULV yLa TToLOTNTA OL
ETIOLYVEALOTIEC LYELQC...




2 UYXPOVEC OLAOTAOELC TNC TTOLOTNTAC OTNV
Yyeia

[MoAAEC dopec oL dlaotaoelg TN mowotntac (quality dimensions) tng ¢povtidog

OUYXEOVTOLL LLE TOUC OEIKTEC TOLOTNTOC OV KOLL KATIOLEG UTTOPEL VoL E€XOUV OLTTO POAO.

OL dLaotdoelg tTNE molotntac odpeilouv MPOKUTITOUV PECO OO TNV TIAPOAYOVTLKN
avaAuon Twv epwtnpatoloyiwv mou aéloAoyouv TNV molotnta tne dpoviidac Kal

dev elval LETPAOLUEC.




2TPATNYLKN OlapkouC BeATiwonc
0To0 NOOOKOUELD

v’ Kartavonon BaoLkwy EVVOLWV yLa Tt SLapkr)

BeAtiwon Kol ArOTEAECUATIKOTNTA
BAZIKAZTOIXEIATIATHN ANANTY=H NOAITIKHZ & STPATHIIKHZ

¢ 0

v AVOyvwpLon Twv XopaKTNPLOTIKWY TOU
TEPLBAAAOVTOC KOl TWV CNUAVTILKWY EVEPYELWV
ylo Eval eTtuxNUEVO MAavo BeAtiwong tng
TOLOTNTOLC

\/ ' ' ' Optopuog Opiopog Xaproypadnon xat Avaiuon
E€owkelwon pe epyaleia dlolknong yla tn EBviKGY nowTTac souzuon cavdoTaone
! y 1 MpotepatloTTwy EMTAEKOpEVWY dOpEwY

Staodpalion Stapkou g BeAtiwong e
Govemmeat o5
Comeitee.

[ = ) i L

AwkuBépvnon & MéBodoL & MAnpodopiaka AzIXTEC

OpyOVWTIKN Soun yio MopERPACELS Zuotnuoto & oLoTNTAG

NV moiTnIa BeATiwonc TnC oUCTHHOTO
TOLOTATAC Sloeiponc
dedopdvwv

Handbook for national quality policy and strategy: a practical approach for developing policy and strategy to
improve quality of care © World Health Organization 2018 /= :




ENOTHTA 2

H €vvola tng aocba)\ew(q Twv acBevwy, n 6Laxstptcn TwV KvdUVWV Kol n cuvdeon Toug UE
™ StaodpAaAilon mMOLOTNTOC CTOUC OPYAVIOMOUC Tou KAAOOU uyelag

MpoAnyn kat kataypadpn cPoaApATWY Kol aAveNMLBUUNTWY CUBAVTWY

Mpotuma niotonoinong kot SLamicTevong TNG TOLOTNTAC OTOV XWPOo TNE YyEeLag
Yuotnuata AtoopaAionc tng MNototntag twv Yrnnpeowwyv Yyeiac - KAwikn AltokuBEpvnon




Aodalelo AcBevwv:

O KOLWOC TTAPOVOUOLOTNC TWV TIPOTUTTWYV oTnV Yvela

Qc aodalelao acBevwyv oplletal To MAALCLO TwWV
OPYOVWHEVWYV SpACEWV Kal MapepBAcewy og Evav
OPYOVLOUO TIOLPOXNC UTINPECLWYV LYELQC, TO OTolo
KaAALEpyYEL KOUATOUpa aoPaAeLac, eykaBLOpUEL
Stadlkaoleg, mpwTtokoAAa Asttoupyiac, cupunepLPope,
KoLl To KATAAANAo tepLBaAAov mapoxnC UTTNPECLWY OTO
OTtoLo pEelwvovTol otaBepa oL Kivouvol KaBwc Kat oL
navotntec epdavionc PAapwv, dStaodalilovrog €tol
TOUC emayyeApatiec vyeiac kat touc aoBeveic.
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To Err is Human (IOM, 1999) otic HIMA, n MeA£tn tou
AuvoTtpaAlavoUl opyovLopoU yla TV moLotnTa otnV
uyeLovopLkn tepiBaAn (Wilson et al 1995) kat mopOpOLEC
avopopEC O EUPWTIATKES XWPEC, armokaAuav OtL Eévag
otou¢ 8€éka voonAevopevoug acBeveic udiotatal BAaBn

gfautiag avemOupunTwyv cupBaviwv

Institute of Medicine (US) Committee on Quality of Health Care in America, Kohn, L. T., Corrigan, J. M., & Donaldson,
M. S. (Eds.). (2000). To Err is Human: Building a Safer Health System. National Academies Press (US).




THE ECONOMICS OF PATIENT SAFETY

2017

THE ECONOMICS OF
PATIENT SAFETY

Strengthening a value-based approach to
reducing patient harm at national level

Luke Slawomirski, Ane Auraaen
and Niek Klazinga

NOY-O0ZA: 2017-2019 -

OL EKTIMAOELC TV “YopEvwy’’ Topwv Topéa Yyeilog Kupoaivovtal amo
gva ouvtnpnTko 10% cwc 34%

Zuyxvoli tunot ZupBaviwv- TpoApdtwy
= AABnN GapUOKEUTLKNG Oy WY NS

= EvO0VOOOKOUELAKEC AoLUwEELC (maAaldog opLlopoc) / Ao LUWEELS OXETWOUEVEC LE TNV
vyelovoulkn ppovtida (HAI)

* [ltwoelg aoBevwyv
= (DAePikn BpouBogupoAn (VTE)
" Aloyvwotikd odpaipata (Eopalpévn n kabBuotepnuévn dtayvwon)

" @AvVOTOG KOTA TN SLAPKELD TTAPEUBACEWV LE TUTILKA XOUNAQ TTOCOOTA BVNoLUOTNTOG

THE ECONOMICS OF PATIENT SAFETY Strengthening a value-based approach to reducing patient harm at national level,

Luke Slawomirski, Ane Auraaen and Niek Klazinga —OECD 2017




Eupwrnaikd dedopéva, delyvouv otabepd OTL TA LATPLKA AABN Kal
ouvadn avemBuunta cuppavra vyeiog epdavidovy enintwon oto 8%

AGCI) d)\E LO( AG@ EV(bV €wc 12% twv voonAewwv (WHO, 2014).

{723\ World Health
Patient Safety — the global context ‘g,_-ﬂ% ¥ Organization

Burden of Unsafe Care

SIILN: .
XX N X

Adverse Events in top ten Adverse Events in HICs Adverse Events in LMICs

1 34 million adverse events occur
each year in hospitals in LMICs

=

* Oneinevery 10

* Adverse events likely one of
patients harmed while

the 10 leading causes of death

i ili : receiving hospital care in HICs
and disability worldwide J | *  Contributes to 2.6 million deaths

annually
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Aodaielo AoBevwy

Patient Safety — the global context wf@ﬂ {M;Jrcér;ﬂlglgﬁlutn

Burden of Unsafe Care

° ™ ® ® ° /
*T™*"H*H™ 1 )
*T41% % E] =
u fe Medication Practi d

* 4 out of 10 patients are harmed * High cost treating effects of *  Harm millions of patients
in primary and ambulatory care patient harm + Costs billions of USD every
seffings *  15% of total hospital expenditure and year

activity direct result of adverse events

*  Up to 83% harm to patients in health

care is avoidable




AodaleLlo AoBevwv:
Aodpalnc Ataxeiplton QappokeUTIKNC AywyNnc

As many as one-in-10 A\

hospitalizations in OECD 14

countries may be caused by a //
medication-related harm and...

OECD Health Working Papers No. 147

One-in-five inpatients experience BN Kathorine de Bionassis,

medication-related harms during of medication safely Laura Esmall,
h talizati Improving medication safety
ospitalization through collective, real-time

learning

Ruth Lopert,

L P
L L
L L
S X

S P

Niek Klazinga

==
Costs from Added length of OVER

avoidable + stay due to mmm USD 54 $

admissions due preventable hospital- i o
to medication- acquired medication- billion
in OECD countries, annually

related harms related harms
OECD Health Working Papers, The Economics of Medication Safety (2022)
Improving medication safety through collective, real-time learning




AodaleLlo AoBevwv:
Aodainc Alaxetpton QappokeuTIKNe Aywync

Figure 1.5. Expenditure on retail pharmaceuticals per capita, 2019 (or nearest year)

= Prescription medicines Over-the-counter medicines Bl Total (no breakdown)
USD PPP
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OECD Health Working Papers, The Economics of Medication Safety (2022)
Improving medication safety through collective, real-time learning




BAGBN AcBevn:
O kivduvoc pe

mn
ONULOVTLKOTEPN

Ertimtwon ()

NOWEELG TTIOU OUVEEOVTAL UE TIG UTINPECLEG UYELOVOULKAG TLEPIBaAYNG
(healthcare acquired infections/ nosocomial infections) emnpealouv kat"
slgtiur])cr] 1 otou¢ 20 aoBeveicg (4,1 ekatoppupla acbeveic oe OAO ToV
KOOMO):

* NOWWEELC TOU OUPOTIOLNTIKOU CUCTHMATOC (27%)

* NOWWEELC TOU KATWTEPOU AVATIVEUCTIKOU cuothuatog (24%)
* XelpoUpPYLKEC AoLpwéels (17%) ko

* Awpatoyevwg petadidopeveg Aotpwéetg (10,5%)

e 39 ek Bavatol amno noAvavOeKTIKOTNTA OTA
avtiBlotika wg to 2050!!!

Global burden of bacterial antimicrobial resistance 1990-2021: a systematic analysis with
forecasts to 2050, Naghavi, Mohsen et al. The Lancet, Sept 2024

Ta SlayvwoTtikd AaBn euBuvovtal yia to 16% tng anotpePiung BAAPBNG Twv
aoBevwyv Kal glval kolva o€ OGAOUC TOUC TOMELC TTAPOXAG UYELOVORLKAG
neplBaAPneg. Ta SayvwoTtikd opAApota Umopouv va epha B avouv
nopoAeiPelg, A\avBaoUEVES, KAOUOTEPNUEVEG 1 KN YVWOTOTO LN UEVEC
SlayvwoeLc.

WHO, World Patient Safety Day, 17-0-2024
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BAGBNn AcBevn

0 Klvduvoc e
T
ONULOVTLKOTEPN
Entimtwon (2/2)

H €kBeon opoonpo tou 2017 tou OOZA oXeTIKA e TG "AamAveg
oTNV Lyela" mapouciaoe avnNoUXNTIKA OTOLXELOL OXETLKA HE TNV
aKATAAANAN — TIANUUEAN dpovTida Kal TN oTatdAn Twv SLaBEoIpwY
MOpwV oTLC Yinpeoieg Yyeiog

H €kBeon tovioe OtL €va onUavtiké Toocootd Twv damavwy yla Thv
uyela "otnv KaAUTEPN TtEpiITTWON, dlatiBeTal avamoTteEAEOUATIKA
KoL OTN XELPOTEPN MEPimTwaon, n d1aBeaor Ttou pmopet va
XOPAKTNPLOTEL WC oTtatAAN". OL EKTLUAOCELS TWV “YXaAUEVWV’ MOpWV
Topéa Yyeiag kupaivovrtal anod Eva ocuvtnpntiko 10% £wg 34%
(otig HNA)

YtnVv npocdatn avtiotolxn €kBeon (The Economics Of Patient
Safety From Analysis To Action © OECD 2020) toviotnke oOtL o€
naykoouto eninedo, n pun acpalnc nepi@aiPn odnyet o€ navw
oo 3 eKatoppupLa Oavatou g KaBe xpovo. OL CUVETELEC TNC
BAAPng otnv vyeia Tou maykooutou MAnBuaopoL uttoAoyiletal os 64
million Disability-Adjusted Life Years — DALYSs.
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Hospital common risk types

Government funding/ policy, Laws & Regulations, Economy, Demographics, Technology, Market Share, Other providers,
Customer needs & expectations, Public awareness, Suppliers, External disasters, External relations, Labor market

Environment risk

Process Risk

Empowerment risk Patient Care & Safety risk Human Resources risk
Purpose, Structure, Leadership, Patient & Family rights  Access & Continuity Care of patients Assessment of Patients Staff capabilities & education
Accountability, Authority, Information & Consent  Availability/ Access Standard of care Adequacy of assessment Qualifications/ registration
Boundary, Compliance, Resource Confidentiality Appropriateness Competence Error (laboratory/ reporting/ Proficiency
allocation, Communication, Rate of Security Timeliness/ delay Safety interpretation) Professional development
change, Performance measurement  Satisfaction/ Continuity Care/ Treatment accident Appropriateness Maintaining a quality workforce

Complaints Over/ under utilization  Prescription accident Patient/ family education Loss of key staff
‘ |ntegrity risk ‘ Privacy Volume/ Capacity Drug administration accident  Clear communication Turnover
Participation Interfaces Efficacy Patient Compliance Recruitment

Fraud, Corruption, Unauthorized Comfort/ Convenience Nosocomial Infection Other Remuneration

use, Unethical practice, Illlegal Clinical trial/ New treatment ~ Documentation/ recording Industrial relations

acts, Reputation, Conflict of Service development Workforce planning

interest

Performance
‘ Legal risk ‘ Productivity
HH . Efficienc,

Regulatory, Compliance Litigation, FaC|I|ty/ Management & Safety rISk Tmeoik

Contractual Equipment Environment Health & Safety Performance Incentives Coverage/ skill mix
Capacity Environment impact Act of God Absence/ Attendance

‘ Financial risk ‘ Availability Conservation Buildings/ Equipment Staff morale
Interruption Fire/ Explosion/ Flooding Occupational safety & health

Cash flow, Budget control, Cash Utilization Supplies Safe systems of work
collection, Bad debts, Payment, Efficiency/ Economy Product/ service failure Medical equipment & Instructions/ training/ supervision
Investment, Insurance, Currency, Combability Economy supplies Security/ Violence
Misappropriation, Value for money Impairment Supplier Food hygiene Stress
‘ IT risk ‘ Loses Stock-out Security Hazardous exposure

| Operator Infectious diseases

System failure, Availability, Technology, Technology Insects

Integrity, Unauthorized access/ use, Contractor

Loss of data, Cost/time overruns, User
needs not met

Information for decision making risk Access, Availability, Accuracy, Timeliness, Completeness, Usability, Utilization Clinical, Operational, Financial, Strategic



Kpltowpo 2uppavta (Critical Incidents)

KaBe avemBuunto kat tautoxpova cofapo cupBav mouv cupPBaivel otav €vag

aoBevnc AapBavel Bsparmeia 0To Voookopeio. AlokpilvovTtol o€
- E€aupetika kpiopa (sentinel events)

- Znuavtika (significant incidents)




Kplowwo cupavto/
Sentinel events

JUUdwva pe TIc dLebveic
KatevBuvtnplec odnylec wc TETOLA

xapaKtnpiZovraL Ta EEﬁC: - 20Bapod odpaAua cbapuaKeurLan aywynq ToU
odnyel oe Bavato ) coBapn napevepysla

- Autoktovia (mapapévovia acBevn)
- AlpoAuon kata ™ SlapKela pLeTayyLone- coBapn

- Awpvidlog Bavarog avtiSpaon oxeTWOUEVN Le aouppatotnTa

- Meilova | LovLUN amwAELa AELTOUPYLKOTNTOG - MetdSoon xpoviac / Bavatnddpou vooou we
- AntwAewa Bpedoug (A mapadoon Bpedoug o OTTOTEAEC Ol LETAYYLONG I LETOLOOXEUONG
AaBog okoyevela) - Epdutevon AavOaopévou sppplou os

- BLaopoc £EWOWHATLKN
- N\dBoc emépBaon/ oe AdBoC AL PA- OPYaVO - Oavarog teAelopnvou Bpedoug
- X/p dpyavo evaropeivay petd and enépfacn - Mntpkog Bavartog (otn Slapkela tng KUNONG N 42

. NUEPEC LETA TOV TOKETO)
- EpBoAopoc agpa




Oplopot (1)

AveruOupunto ocuppBav (significant or adverse events)

JupBav mou mpoéevel [ Suvatal va pokaA£oel BAABN otov acbevry. O 6poc avertBUunTo cupBav avadepetal
Kupilwe og opaipata mou MpokUTITouV armo tn Beparmeia mou AapBavel o aoBevic (xelpoupyLkr), evOopAEPLa
aywyn KAT) ) oxetidovtal Pe LTPOTEXVOAOYLKO £EOMALOUO TTOU XpnoLpomnolonke otov aoBevr). Eva
avermOuunto cupfav mou odeiletal oe opaAlpa ival cuvRBwE Eva avemBuUUNTo cUpBAvV ToU UTopPEL va
nipoAn¢Oel. Aev eival OAa ta avemBUpunta cupPavta anoteAeopata KAToLlov opAAUATOC.

Q¢ ek TOUTOU, HOVO Ta avemBUpnTa cupBavta nouv pnopel va mpoAndBouv amodidovtal o€ LATPOYEVES
opaipa.

Table1. Adverse events may differ between care settings

Level of care  Adverse event, specific to level of care General drivers of adverse events
independent of level of care

Primary care Adverse drug events/ medication errors;

diagnostic error/delayed diagnosis. .
.. Lack of communication and
Long-term Adverse drug events, pressure injury, falls . . .
information, lack of skills/knowledge,
care
- - : : inadequate organisational culture,
Hospital care Healthcare-associated infections, VTE, - . .
. misaligned incentives.
adverse drug events, pressure injury, wron-

site surgery.
Source: Kingston-Riechers J. et al (2010), Etchells et al (2012), Levinson (2014)




Oplopot (1)

latpoyeveég opaipa

L H amotuyio oAoKARPWONC ToU €T LWKOUEVOU BepameUTLKOU TTAAVOU ) aKOpa Kal edpappoyn AavBaopévou
BeparevutikoU MAAVOU.

U M akoUola tpaén r Lot EVEPYELD TTOU SEV ETIITUYXAVEL TO ETILOLWKOUEVO OITOTEAECHAL.
U NapekkAioeilg amo tn dtadikaoia tne meplBaAPng, oL onoleg evdExetal va mpokaAEéoouv PAAPN 1 OxL.

L H mapdAewn Katd ToV MPOYPOUUATIONO N TNV EKTEAEON pLac Stadilkaoiog mou pmopet va cUPPAAEL o€ Lo
OKOUOLO CUVETIELQ.

ApéleLla

[ Mn tpnon tou avapevopevou enutedou ppovtidac amo tov enayyeApatio vyeiac mouv dpovtilel tov
aoBevn. MNa napadelypa, TPAUUATIOUOC EVOC VEUPOU KOATA TN SLAPKELA XELPOUPYLKNC EMEUBaONC.

1 To EBviko 16pupa yia tnv Aopaleta tTwv AcBevwyv twv HMA opilel tTnv a.odpaAelo Tou a.oBevi wg TNV
aroduyn, TpoAnyPn kot BEATIWON TWV ATUXWV YEYOVOTWVY N CWHOTIKWY BAaBwv mou mpoépxovtal ano
Karmola dtadikaoia 0TI UTtNPEDLEC LYELQAC.

U H aopalela oxetiletal pe Tg aAANAETISO pAOELC OAWV TWV «OUOTATIKWVY» EVOC CUOTILOTOC.




YuoTnuato ovodopac ouppavtwy-
Critical Incidents Reporting Systems (CIRS)

AlamiotwOnke otL to CIRS cupBaAAel otnv avixvevuon adUvVapwV CNUELWV Kol TNV

«UTIOOELEN » TWV amapaitnTwyv aAAaywv TOU CUOTHLOTOC.
To CIRS propet va map€xeL emapkr molotka dedopeva yla ToV EVIOTILOUO KPLoLUWV

oPAALATWY TOU CUOTAMOTOC OE OPYAVIOMOUC UYELOVOULKAC TtepiBaAnc.

Epevvnuika dedopeva deiyvouv otL oL allayec tou cuotipatoc Baocel tou CIRS
LELWVOUV TOV aplOpO TwV MEAAOVIIKWY QVETIIOUUNTWY EVEPYELWWV amo mibava

opaApota.
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H ETiikolvwviol we IPOTUTIO A0PAAELOC
(AvoTpaALavo MPOTUTIO)

ZKOTILpoTNTA

*  Ta oTEAEXN TWV OPYOVIOUWV UTTNPECLWV UYElag odpellouy va
SnuoupyouLv Kal va dLatnpouv cuotripata kot SLadIKaoles yLa
TNV UTTOOTAPLEN TNG ATOTEAECUATIKAG EMKOWWVIAC LETAEL TWV
EMAYYEAHOTIWV UYEiag aAAG Kat PE TOUG a0BEVELS, PPOVTLOTES
KOLL TLG OLKOYEVELEC.

Baowa mpwtokoAAa odeiAouv va SLEMOUV TNV ETUKOWVWVia LETAEY
SLETULOTNOVIKWY OUAS WY KAl KAVIKWY GUVTEAECTWV: KAL LETOEY
O1apOPETIKWV TTAPOXWV UTINPECLWYV UYELQC.

OL enayyeApaTies uyeiag xpNOLUOMOLOUV QUTA T CUCTALATO WOTE
Va. ETUKOLVWVOUV QIOTEAECUOTIKA YLat T Staodahion TG achOoleLag
Tou e€unnpetoUevou/ acBevn.

https://www.safetyandquality.gov.au/standards/nsghs-
standards/communicating-satety-standard#criteria

BOlGLKEC OLPXEC

<

Clinical governance and quality improvement to support
effective communication

Correct identification and procedure matching (patient
identification protocols, WHO surgical safety checklist)

Communication at clinical handover (patient transfer,
intrahospital/ outside the hospital)

Documentation of information

Communication of critical information
New critical diagnostic or test results that require a change to care

Changes in a patient’s physical and psychological condition, including unexpected
deterioration or development of complications (linked to the Recognising and Responding to
Acute Deterioration Standard)

Errors in diagnosis
Missed test results
Predetermined alerts and triggers

Follow-up communication following a review of results.



https://www.safetyandquality.gov.au/standards/nsqhs-standards/communicating-safety-standard
https://www.safetyandquality.gov.au/standards/nsqhs-standards/communicating-safety-standard
https://www.safetyandquality.gov.au/standards/nsqhs-standards/communicating-safety-standard/documentation-information

[TpoTumn Aoyodooia- ypartt EVvNUEPWON

DATAS Report SBAR Report

Use to report patient condition during hand-offs,
1.e., shift-to-ghift, unit-to-unit.

Use to report findings to a physician or other members
of the health care team about a patient’s condition.
Prior to calling the physician, reviow the last 24 hours

of progress notes and always assess the patient.
DiagnosisDiet 1 am calling about: Pationt mance and locution
. The problem | am calling about 1s:
Demopapiics - E'uffu hat the p r.»i‘.'Ah:Fu when it happened,
:Ilmm when if started, how severe it is.
$SCS ST y ™ a a
A VS o IV/lovaive Line/ The mostsecent vital sgne are: BP:_ How To Use SBAR in Nursing
® Pain Level Other Devices Situation ;;-;51 N = ) (m,v;rillmf 3
Assessment ® Sywtemns Review © New Medication Orders ve just asscssed the patsent and | am concerne
== T el about: Shate what you are comcemmad dbowt 1. Make a clear, concse description of the stustion
¢ Resal Stade putioent backgromnd information rlaied 2. Prordde background infarmation about the patien
Telemetry to the situation. [t may include: diagnosés,
& * Rhythm AR ot Gl hun, i Sone iy 3. Give the recelver your assessment of the situation
interventions and other pertinent clinacal
i ink o
N o oo G 4. Sy what you would ke the outcome to be
* DINR Status * Additional Patient/
* Procautiors Fasruly Concerns ot 2 : sm?
Aerts | Rk Ancpoted Changes A Stat it you think thepreblom e
S“':";‘:: 4 Cone State if the patient is unstable or appears to be
* Curvent Treatment Amessment . | | Jeinin
Stalus . D\W‘
- 1f you have a speaific request related to the qm
problem you are reporting: State the request ]
CHRISTIANA CARE Remember to read back all verbal and tekephone
HEALTH SYSTEM Request ngn« Request a read back when reporting
critical test results,




[TpWTOKOAAQ EYKOLLPNC AVAYVWPLONC
OUUTTTWHATWY eMmLdOElvwonc acBevouc

TIMELINE FEATURES AND PREDICTION WORKFLOW
: ~— Demographics .
i @eo . Triage val signs Patients at Early Early Early Improved
et complain . . .
' ) o e R risk: recognition: referral: rescue: patient
Patient Roome . ® " s,eﬂc r:esoﬁulic;n) , RR interva outcomes:
. ‘ P ™ e | e
Monitoring Started @ ‘ Hlf‘""a_\v,ﬂ P NP
g [ e % B3] via sign trends Patients in Changes in Protocolised || Competent || !dentifying,
Assessment : . . . . . i
a T | e hospital physiological || activation staff respond referrl ng and
""" W olwo Pulse Armrival Time exhibit parameters criteria to patient Intervening
L!Eiﬁﬁmim)'m @O Heart Rate Variability physiological identified trigger heed to ea I’|\j will avoid
TSNS e @ Porfusion Index derangements || through EWS || patient allow early preventable
it Tranoformergertund 6-24 hours referral intervention || deaths
Tachycardia positive .
e prior to an
— | Teeherdarenge e adverse event
Prediction g 0 W\/—/w I
' =:: W™ LGBM Model © Tachycardic?
- | ex Classification g:xggﬁgwe?
—_—

R cormeericon EX

Ground Truth

_—
— Esssss———————) | SEESEESESSS—SSSSSSSSSSSSS——S—SSSSSSS——— EEE—

Monitoring Ended 9 @ ..... ]

Trigger Arm Response Arm




YNuovon eapuakwy

OAPMAKA YWHAOY KINAYNOY (HIGH
ALERT MEDICATION- HAM)

 Eivat n katnyopia autl twv ¢GApUAKWY TIOU
XOPNYOUEVA OKOUA KoL 0TNV owoTt 60on unopel
va emldEpouV OOPapPEC ETUMTAOKEG QKOO KOl
Bavarto.

 H afloAoynon kwwduvou n omoia yivetal dleBvwg
KATOTACOEL QUTA TNV Katnyopia ¢appaKkwv o€
Eexwplotn B€on TMOU ATMAUTOUVTIOL CUYKEKPULEVEG
OpACEL KOL OTPATNYIKEG TIPOKELUEVOU  va
e€aodallotel N achaAng xopnynon Toug

OMOIAZONTA ®APMAKA (LOOK ALIKE
SOUND ALIKE DRUGS)

e Eilval n katnyopila auth tTwv Gappakwyv ta omoia
TO OVOHA TOUuGC N N oYn TG CUOKEUACLOG TOU
polalel pe kamolwo Ao ¢adppako kot xprilouv
LdLaitepng mMPoOooxNC otV amobrkeuon Kol Kot

TN Xpron Toug.

HIGH
ALERT Look Alike

DOUBLE Sound Alike
CHECK
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