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Omnotlec amoyelC aKOVGTOVV GE QLT TNV
Topovcioctn Oa Elvol ATOKAEIGTIKA TOV
OLLIAN TN KO

* OEV EKTTPOCHOTOVV KU
* OEV OECUEVOLV GE KOO TEPITTMON

tov EOviko 1 tov Evponaikd Opyavieuo
Oopudkwv 1 omotoonmote GAA0 Opyoviouo



Eupwtraiki XdapTa yia Ta AIKAQIWUATO

TwV AoBevwyv

« AIKAIQOMA THZ AZOAAEIAZ

« OAoi o1 avBpwTTol £Xouv dIKaiwpa va gival
ATTAAAQyHEVOI ATTO NMia TTOU OPEIAETAI OTN
PTWXN AEITOUPYIO TWV UTTNPECIWYV UYEIQG, O€
AaVOAOUEVEC IATPIKEC TTPACEIC KAl OQAAPATA.
OAol o1 avBpwrTrol £xouv dikaiwua
TPOCBaoNG o€ UTTNPETIEC Kal BEPATTEIEC TTOU
va 0laTNPOUV UWNAEC TTPOOIaYPAPEC OTOV
TOMEQ TNC aoPAAEgIaC.



* Q¢ "aopaAcia Twv aoBevwv" voeital n
TTPOCTACIO TWV ACOEVWYV ATTO TTEPITTA
TTpoBAAUATA 1) EVOEXOUEVEC BAGBEC TTOU
oXETICOVTAl JE TNV UYEIOVOMIKN
TEPIBaAAWN.

 H ao@aAeia Twv aocBevwyv atToTeAEI
(NTAUA TTOU AVNOUXEI 1I01aiTEPA TNV
EupwTtraikn ‘Evwaon.



[Tp6oB¢eT01 opiopoi atrd EE

o «AveTIOUUNTO TTEPIOTATIKO»: GUUPBAV TTOU TTPOLEVEi BAGBN OTOV
aoBevn.

*  «BAGBn»: n diarapayr TNG cUOTAONG N TWV AEITOUPYIWY TOU OCWHATOG
Kai/r) kaBe BAaBepr) CUVETTEIA TNG.

*  «NOINWGEEIG TUVOEOUEVEG LE TNV UYEIOVOUIKN TTEPIBaAYN»: VOOOI )
TTaBOAOYIKG CUUTITWUATA TTOU OQEIAOVTAI OTNV TTAPOUGIa AOINOYOVOU
TTAPAYOVTOG N TWV TTAPAYWYWVY TOU O€ CUVOUACHO PE TNV TTAPAUOVA
O€ UYEIOVOUIKEG EYKATAOTAOEIG N TNV €KOEON O€ UYEIOVOUIKEG
O1adIKATIEC I PPOVTIOEG.

o «Aoc@daAeia TwV aoBevwvy: TO BIKAIWKA TWV aoBevVWY va unv
ugioTavTal avaitia f duvnTikn BAGBN cuvdeOuEVN PE TNV UYEIOVOUIKN
TEPIOAAWN.

*  «A€ikTNG OIO0IKATIWV»: OEIKTNG AVOPEPOUEVOG OTN CUPHOPPWAN ME
OUUTTEQWVNUEVEG OPATTNPIOTNTEG OTTWG N UYIEIVA TWV XEPIWY, N
ETTITA)PNON, Ol TUTTOTTOINMEVEG OIOdIKATIEG AEITOUPYIOG.

*  «AI0pBPWTIKOG OEIKTNG»: OEIKTNG AVAPEPOUEVOS OE OAOUG TOUG
TTOPOUG, OTTWG TTPOCWTTIKO, UTTODOON, ETTITPOTTH).



» Patient safety 65648

Results by year

“ Selected 2011 - 6,239 items



« Patient safety in title 5358

Results by year

< Selected 2011 - 341 items



Aoc@daA&ia acBevwy: TTOOOCTA

* [1pbopaTEC HEAETEC DEIXVOUV OTI O€ £vav OAO
KOl JEYOAUTEPO APIBUO XWpPWYV, dIATTPATTOVTAI
1IATPIKA o@aAuata oto 10% TrEPITTOU TWV
TTEPITITWOEWYV VOONAEIOC OE VOOOKOEIO, EVW

* TTAPAAANAQ TTApATNEOUVTAI AVETTIOUPNTA
TTEQIOTATIKA O€ OAQ TQ ETTITTEQA TNC
UYEIOVOMIKNC TTEPIBOAYNC OTTWC N
TPpWTORABUIa Kal deuTepOoBaduIa TTeEPIOaAYN,
N Boreecia oTo OTTITI, N KOIVWVIKI TTPOVOIQ KAl
N 1I01WTIKA QPOVTIOA, N PPOVTIOO OE ECAIPETIKA
OOBAPEC KAl XPOVIEC QOBDEVEIEC.



* KdaBe xpovo, ekatoppupia aocBeveig otnv EE mrepTouv
O0paTa OQAAUATWY TTOU GUVOEOVTAI UE TNV TTAPOXT)
UYEIOVOMIKNC TTEPIBaAYNC.

* O1 AoIpwceeIg TTou ouvdEovTal PE TNV TTEPIBAAYN Kal

* Ta 0@AApATA 0T OIAYVWON N TN Xopnynaon
QAPUAKWY JTTOPOUV VA TIPOKAAECOUV GOBaPES
BAaBec oTnV uyeia f akoun kKai Bavaro.

* O1 BAaBeg auTeg OeV ETTNPEACOUV OVO TOUG 00OEVEIg
KOl TIC OIKOYEVEIEC TOUG, AAAQ Kal TOUC
ATTACXOAOUHEVOUG OTOV XWPO TNG UYEIOG. 2UVIOTOUV
€TTIONG ONUAVTIKN ETTIBAPUVON YIa Ta CUCTHUOTA
uyeiag. NMoAAEC aTTo TIC BAGBEC AUTEC gival duvaTov va
ATTOPEUXOOUV.



AvOpWITTIVOI TTAPAYOVTES KAl TTPOKANCN

BAaBwv oTouc aocOeveic

 EKOUOIEC EVEPYEIEG
* Baoikoi TUtToI AaBwv:

* [lapaBidoeic (ouvnBeIg, aiTioAoynUEVEC,
QATTEPIOKETTTEC KOl KAKOBOUAEQ)

* AGON (AGBN TTOU BacifovTal OTOUC KAVOVEC KAl
N yvwon)

* AKOUOIEG EVEPYEIEC

* [Navoeig (AaBn deCIOTTWY, AVETTAPKEIEC UVAUNG)

* OANoOnuaTa (AaBn de€loTATWY, AVETTAPKNG
TTPOOOXN)



‘Epeuva Tng EupwTraikng ETITPOTTAG

O 1pOTTOC TTOU OI EUupWwTTaiol TTOAITEC
avTIAaupavovTal Ta BEuaTta aocPAAEIag TwWY acOevwy
KOl TTOI0TNTAC UTTNPECIWYV UYEIaC TTapoucialovTtal o€
TPOCYATN £pEUvVa TNG EupwTtralikng Emitpotc. Ta
OTOIXEIQ TNG EPEUVAC NAPTUPOUV UETACU AAAWV:

A) H TTAciopn®ia Twv €pwTNBEVTWY ava@EPOUV OTI
0l IDI10I I} Eva JMEAOC TNG OIKOYEVEIAC TOUG EXEI TNV
EMUTTEIPIA HIOC TOUAQXIOTOV QPVNTIKNG EUTTEIPIAC OTIC
UTTNPECIEC UYEIQC.

B) 2xe00V TO £va TPITO TWV EPWTNBEVTWY O€
yvwpilouv TToia apyn €ival utreuBuvn yia Tnv
AOPAAEIO TWV A0BEVWY OTN XWPEO TOUC.



‘Epeuva Tng EvpwTtraikng EITPpo1TAG (2)

« ') H mAsiopneia Twv epwTNBEVTWY avEPEPE OTI Ol
VOOOKOWMEIOKEG MOAUVOEIC I OI A\QVOAOUEVES 1
KaBuoTEPNUEVEC DIAYVWOEIC €ival ApKETA TTIBavO va
OuuBoUV OTav TOUG TTAPEXOVTAI IATPIKEG UTTNPECTIEG.
A) To 17% Twv aocBevwyv 10U €iXav UTTOBANOBEI o€
XEIPOUPYIKN €TTEURAON eV gixav dOWOEI YPATITH
ouyKaTABeoN.

E) To 73% 1wV £pWTNBEVTWYV ava@EPOUV OTI N
TNAEOPOON €ival n KUpIa TTAYN TTANPOPOPNONG TOUC O€
OEpaTa vyeiac.

2T) To 50% TwvVv £pwTNBEVTWYV aATTAVTNOAV OTI
aloBdavovral TTw¢ UTTdpxel TlavoTnNTa VA UTTOOTOUV
K&TTola BAGRN atrd TN VOOOKOMEIAKK pPOoVTIda oTn Xwpd

TOUCG.



2x€010 TG EE yvia Tnv ac@daAsia acBevwy

AHMOZLIA YTEIA

Exrumrion popor G kil I 3 [ 5 6

AcpdlAcio TwV aoBeEVWV

TeAEUTOiO EVHEPWIOT

Commissioner Dalli delivers speech on "Personalised
Medicine: New Perspectives for Patienis in Europe", O
Brussels, Belgium, 18 September 2012 J ZXEEIU

Anpomel8nes 19 ZemepBpiog 2012

Back to general list

Nepiooorena Ta kavoTopa oxedia wou Tpodyouy TV uyesia pmopolv va AdBouv ypnuaroboTnon amd To
mpdypappa TR EE via TRV UyEia, Tou amoTehe To pigo uhomoinang Tne arparnyikic me EE via
Luvapeic TTAnpopopiec TV uysia.

f Aa To 2005, 0 EXTEACOTIRGE Opyaviguo: via Ty Yyeio ko Touc KaravaMoTEC Siaysipiferal Tig
"\l YAIKO WIa ToV “ Baooikd Syvpapa Tpookkndsig yia Tnv uTofoln TpoTdoswy o¥sBiuv K@ TIC EMXOPAYAOEC, vl Tapdklinha
' Timmo . aoEoAsiT@ pE TN Glopyavwon ouveBpity Ka TIC OYECEC PE Touc SiKkmolyouc ¥pnuarodoTiowy
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[MpwTtofouAieg EE

 H EE €xel 0popoAoynoel dIAQOopEC
TTPWTOPBOUAIEC YIO TNV AVTIMETWTTION BEPATWY
OXETIKWYV ME TNV AOPAAEIQ TWV 00BEVWY,
OTTWG METPA YIa TNV TTPOANWN Kal TOV EAEYXO
TWV AOINWECEWY TTOU OUVOEOVTAI UE TNV
uyelovouikn TTepiBaAywn. H Emmitpot otnpilel
TIC TTPOOTTABEIEC TWV XWPWV TNS EE Kal
TTPOWOEI TNV avTaAAayn BEATIOTWY TTPAKTIKWY
OXETIKWYV ME TNV ACPAAEIQ TWV A0BEVWYV KAl
TNV TTOIOTNTA TNC UYEIOVOUIKNG TTEPIBaAWNC.



AvemiOuunta cupBapaTa

ExTipyaral o11 To 8-12% TWwv acBevwy TTou voonAguovTail
0€ VOOOKOouEia oTnv EupwTrn ival Bupara
QVETTIOUUNTWY CUUPBAPATWY KATA TN OIAPKEIA TNG
VOO NAEgiag Toug, TTou o@eilovTal EIOIKOTEPA OTA £ENC:

* AOINWEEIC TTOU CUVOEOVTAI JE TNV UYEIOVOUIKI)
TEPIBAAWN (10 25% TTEPITTOU TWV AVETTIOUUNTWYV
OUMBauaTWV)

* E0QAAUEVN GAPUAKEUTIKA aywyn

* XEIPOUPYIKA O@AAUATA

e EAATTWHATIKEC IOTPIKEC OUOKEUEC

e JIAYVWOTIKA opAApara

* AOPAVEIQ JETA ATTO EPYACTNPIOKEC AVAAUCEIC.



AvVeTIOUUNTA CUMBAMATO (CUVEXEIQ)

* H BAAGBN 1TOU TTPOKOAEITAI OTOUC a0Beveic Ba
UTTOPOUCE VA ATTOPEUXOE], aAAQ Ta KPATN UEAN
EPAPMOLOUV TTOAU OIAPOPETIKEC OTPATNYIKEC.

* H 2uvOnkn opilel 011 N EE ogeilel va BonBa Ta
KPATN MEAN TG va ouvTOVICOUV TIC TTPOOTTAOEIEC
TOUC VIO TNV TTpoCTacia TnG dnuoaoiac vyeiag. H
EmiTpoTrr) ytropei va dIEUKOAUVEI TNV PETACU
TOUG avTaAAayrn BEATIOTWY TTPOKTIKWY Kal EXEI
AaBel yETPa yia TN BEATIWON TNS ACPAAEIAC TWV
aoBevwyv oTnv EupwTtrn.



http://ec.europa.eu/health/patient_safety/poli

cy/index_el.htm

* Nopka spyaieia

e LUGTOGT TOov Xupfoviiov oysTikG pE TNV ogpdisie  ToOv  acbsvov,
guuTEpL opfovonsvne ™NE TPOoiNWNC KOl TOU SASYYOU TGV LOLUMIE@Y TOU
guvdiovrTol uE TNV vysiovoulkl mepifuiwm (2009) — Pdost mpéTusnc TG
Emrpomic

e Avokoivoorn T EmTpomnic oysTikG pE TNV ocpdisia ToOV  acbsvov,
gunTspu opfovousvns TN TPoinwis KOl TOU SASYYOU TGOV LOINMIE®Y TOU
GUVASOVTOL UE TNV vys1ovouky epiboiwn (2008)

* Opdda epyaciag yia TNV a6QAield TOV a6evey Kal TV
TowoTNTA TS mepibarymce

v opado spryocicc tnc Emrpomic 7o ™V aopaisia TV acbsvov kKol v

mowoTnTe TS mepifoiwne GJ coppstEyovy skmpocomo Tov 27 KpaToy LEhov ™S
EE. tov yopov EZEXZ, &isbvov opyovicuodv ot opyovicudv tne EE. H opddo
gpyociog coppdidst oty avdanTedn TG SLPOTUIKAS aTlEviog Yo TV CoQaAsio TV
agfeviy Ko THY TowdTnTe. TS mepifoiymc.



Avakoivwaon Tn¢ ETTpoTTic

oo o EMITPOMH TON EYPQMAIKQN KOINOTHTQON

Bpuééihee, 15.12.2008
COM(2008) 836 Tehikod

ANAKOINQXH THX EOITPOITHE XTO EYPQIIAIKO KOINOBOYAIO KAI TO
LYMBOYAIO

GYETIKA NE TNV 06Qdield TOV aclevav, copmepriopfovopivie e Tpoinyng Kot Tov
ELEYYOV TOV AOIUOCE®V TOV GLVOLOVTOL IE TNV DYEI0VO LIKY TEPiBaiym

{COM(2008) 837 tehikd}
{SEC(2008) 3004}
{SEC(2008) 3005}



2UHUTTEPACHATO

Ta avemOuunta cupBAPATA OTOV TOUEA TNG UYEIOVOMIKNG
TEPIBaAYNG PTTOPOUY dUVNTIKA va TTANGOUV KaBe aoBevn Kal
OIKOYEVEIQ KAl QVTITTIPOCWTTEUOUV gofapn TTifapuvan yia TV
uyeia otnv EE. ETiTA£0V, N avaykn yia CUYKEVTPWON TNG
EUTTEIPOYVWHOOUVNG KAl YIO OTTOTEAECUATIKA XPron Twv
TTEPIOPIOUEVWY OIABECIUWY TTOPWY ONUAIVEN OTI N ACPAAEIQ
TWV 000eVWYV OTTOTEAET EvaV TOPEQ OTOV OTTOIO N EUPWTTAIKNA
ouvepyaaia PTropei va TpocBeael 101aiTEPN agia OTIG EVEPYEIEG
TwV Kpatwv peAdwv. H EmTpoT £xel NdN avaAapel
HEUOVWHEVEG TTPWTORBOUAIEG KATA TO TTAPEABOV, OTTWG N
AVTIMETWTTION OPICUEVWY TITUXWYV TNG ACOPAAEING TWV aoBevwv
OTNV KOIVOTIKN VOU0oBeaia ) n evioxuon TnNg £pEUVAG Kal TNG
OUVEPYOOIiag OXETIKA JE TNV ACPAAEIQ TWV AOOEVWYV JE
KOIVOTIKA guyxpnuarodoTtouueva £pya. Xpelalovtal OUwC
TTEPICOOTEPEG TIPOOTTABEIEG YIa VO EGOOPAAIOTEI OTI O
ETMUEPOUG QUTEG Epyaaieg Ba ouvexiaTouv kal Ba
EVOWUATWOOUV O€ HIa GUVEKTIKN YEVIKA OTPATNYIKA YIA TNV
AO0PAAEIa TWV A0BeVWY, TOOO O€ KOIVOTIKO ETTITTEO0 OO0 KAl
OTO ETTITIEO0 TWV KPATWV MEAWV.



2.U0TOON TOU 2UUBOUAIOU OXETIKA UE TIC

AOIUWCEEIC

\-’/

YYMBOYAIO Bpuviéiieg, 5 Tovviov 2009
THE EYPQIIAIKHE ENQXHE (OR. en)
10120/09
Alopyovikog @aKelog:
2009/0003 (CNS) LIMITE
SAN 140

NOMOOETIKEY KAT AAAEX ITPAZETY

Qcpa: SYXTAYH TOY ZYMBOYAIOY oyetikd e v 00QdAE10 TOV
acBevaV, CUUTEPIAUUPAVOILEVIC TS TPOANYNC KU1 TOV EAEYYOL TMV
AOIUMEEMV TOL GLVOEOVTUL [IE TV LYEIOVOLUKT] TEPiBuiym




2.U0TO0N TOU 2UMBouAiou

LYZTAXEIX

2YMBOYAIO

ZYXTAZH TOY ZYMBOYAIOY
¢ 9n¢ louviov 2009

GXETIKA pE TV ac@alela ToV acdevev, cupmepilapfavopsvic e TMPOANWIG KAt TOU ENEyXOU TOV
MoipoEeov mov cuvdeovtar pe v vyetovouiki] mepidalyn

(2009/C 151/01)



AoOIJWEEIG TTOU OUVOEOVTAI ME TNV

UYEIOVOMIKN TTEPIBaAWYN

[TpOKEITAI YIA AOINWCEIC Ol OTTOIEC UTTOPEI va
TTPooBAaAouv aoBeveic TTou dExovTal TTEQIBaAWN
n/kai TTEpvouV KATToIo d1aoTNUa o€ idpuua TTAPOXNG
UYEIOVOMIKNG TTEPIBaAYNC (TT.X. O€ KEVTPA NUEPNOIAC
(PPOVTIOOC, VOOOKOMEIOKN TTEPIBAAYN, HaKpOoXpOVIa
PPOVTIOA). 2T0 VOOOKOUEIA, O AOIMWCEEIC AUTEC Eival
YVWOTEC WG 'VOOOKOUEIOKEG AOIMWCEIC' KAl
TTPOoOoBAAAOUV TTEPITTOU 4,1 EKATONMUPIO ACOEVEIG
eTnoiwg otnv EE aucavovrag onuavTika Tig
aoBeveleg, TN BvnoiuoTNTA KAl TO KOOTOG. H
OeparTreia Toug gival ouxva OUOKOAN ETTEION Ol
LMIKPOOPYQAVIOUOI TTOU TIC TTPOKAAOUV £ival AVOEKTIKOI
OTA AVTIBIOTIKA.



AoOIJWEEIG TTOU OUVOEOVTAI ME TNV

UYEIOVOMIKN TTEPIBaAwn (2)

« EcaAlou, AOyw TG augavouevng KIVNTIKOTNTAG
TWV ATOMWYV METAZU OINPOPETIKWYV 1 KAl EVTOG
TWYV i0IWV CUCTNMATWY UYEIOVOMIKAG
TePIfaAYNG, KaBwc kal TNS eAeuBepiac Twv
EupwTtraiwy va avalntouv IaTpo@APUAKEUTIKN
TEPIBAAYN EKTOC TNC XWPAC OIAMOVIG TOUG, Eival
duvaTt N TaxIoTn d1A000 N AVOEKTIKWY
UIKPOOPYAVIOUWY METAEU TWV KPATWYV MEAWV.

 To EupwTtraikd Kevrpo [poAnwnc kal EAEyxou
Noowv (ECDC) TrTapakoAouBei cuveXwe TNV £CEAICN
oTnv Eupw1rn TwWv AOINWECEWY TTOU OUVOEOVTAI JE
TNV UYEIOVOUIKI TTEPIBaAWN.




laTpIKG c@AApaTA

* The European Commission has published in
2006 the results of a Eurobarometer survey on
the perception of medical errors by Europeans.

* Almost 4 in 5 EU citizens (78%) classify medical
errors as an important problem in their country.

+ 38% of respondents rank the issue as very
important and a slightly higher share (40%) sees
the topic as fairly important.

« According to the poll 23% of Europeans say they
or their family has been the victim of a medical
error; 18% say this happened in a hospital, while
11% say they have been prescribed the wrong
medication.



* O OIKTUOKOG TOTTOG eHealth pTTOpEl VO
OUMBAAEI oTN BEATIWON TNC TTOIOTNTAC TNG
UYEIOVOMIKNG TTEQIBAAYNC YEVIKA OAAG Kl
OTNV A0PAAEIa TWV acBevwy €I0IKOTEPQ,
ecao@aAidovrac:

¢ KOAUTEPN EVNUEPWON Kal TTapakoAoubnon/
EAEYXO TNG PONG TTANPOPOPIWV

* KOAUTEPN KATAVONON KAl TTEQIYPAPN TWV
O1a0IKATIWV.




* O JIKTUOKOC TOTTOC eHealth utropei va
OUMPBAAEI OTN JEIWON AVETTIOUPNTWY
OUMBAPATWY, YIa TTOPAdEIYUA, HEOW:

* TNG TTPOCRAOCNC O€ EVNUEPWHEVA
NAEKTPOVIKO JNTPWA UYEIAC

* TNG YNPIAKNG ouvTayoypaepnong

* TTPOEIOOTTOINCEWYV VIO TTAPEVEPYEIEC
PAPUAKWV.



EupwTtraiko AikTuo yia TnV AGQAAEIO TOU

AocOevn (EUNetPa$S)

To EupwTraiké Aiktuo yia Tnv Ac@aAsia Tou AcBevi) (European Union
Network for Patient Safety, EUNetPaS), pia 0paon dlakpaTikng
guvepyaaoiag TTou uttoaTnpiletal atrd TNV EupwTraikn EmiTpoTrr), oTa
mAaiola Tou MNMpoypaupaTtog «Anuooia Yyeia 2007 », ¢ekivnoe TTionua TIG
OpaaTnpidTnNTEG Tou TNV 1n dePpouapiou 2008. I'IpOKslTou yia pia
TTPWTOBOUAIQ, TTOU OTOXEUEI OTNV ONUIOUPYia eVOG evEPYOU BIKTUOU, TO
otroio Ba cupTrepIAapfavel T000 €BVIKoUg QopEig aTTo Ta 27 KPATN ps)\r]
600 kal eupwTraikeg MKO, pe Baoikd okoto va evBappuvel kai va
E\VI%XU(,)'SI TN METACU TOUG oUVEPYAOia, oToV TOMEA TNG ACPAAEIAC TOU
oBevn.

O €BVIKOC popEac TTou ekTTpoowTrEi TNV EAAGDa oTo AiKTUO €ival TO
EpeuvnTiko Kévrpo BioAoyikwv YAikwyv (EKEBYA), evw n
NoonAeuTikn ZxoAn Tou MNavemioTnpiou ABnvwyv exel avaAaBer yia
Aoyapiaopo Tou EUNetPaS tov ouvtoviouo Twv €pyaciwy TTOU a@opouv
oTa BEuara ekTTaideuong

To EUNetPaS 0a dicukoAuvel TV avtaAAayni TTANPo@opIwyY Kal TNV
KaBiEpwan Kolvwy apxwv o€ emritredo E.E., p¢ow NG evowpaTWaONg TNG
YVWOoNG KAl TG EMTTEIPIAC, OAWV TWV KPATWY PHEAWYV KAl TWV ETAIPWYV TNG
E.E. Tautoxpova, Ba digukoAlvel Tnv avatTugn MNMpoypappatwy AGaAEiag
Tou AoOevr) oTa KpATN pa)\r] Kal Ba TTapEXEI UTTOOTAPIEN O€ EKEIVEG TIG
XWPEG, TTOU UTTOAEITTOVTAI O° AUTOV TOV TOMEQ.



NMpwTtoouliec Kpatwv-MeAwv

FPatient Safety home Site map Contact us Accessibility Text size; W

About Patient Safety Report here Safety data Resources Mews

Patient Safety

Practical information, tools and support to improve patient safety in the NHS

We receive confidential reports of patient safety incidents from healthcare staff across England and Wales. Clinicians and
safety experts analyse these reports to identify common risks to patients and opportunities to improve patient safety.

We work with arganisations providing NHS care, colleges and
professional groups to set priorities and develop and disseminate
actionable learning. Resources include:

= Patfient safety alerts, including Rapid Response Reports
= Seven Steps series of patient safety guides
» Regular feedback on the data we collect

= Safety information on specific topics, such as safety of
medicines.

Resources Report here

Transfer of Patient Safety function to the NHS Commissioning Board
Special Health Authority

http://www.nrls.npsa.nhs.uk/

" Custom Search

Popular links

Transfer of Patient Safety function
Patient safety alerts

Root cause analysis training
Patient safety incident data

Wiew patient safety videos

Report a patient safety incident
Subscribe to RSE feeds

Mews and press releases

What's new
Safer Surgery Week 2012

Transfer of Patient Safety function
Patient safety incident data

Meuraxial Update Mewsletter March 2012
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Serious Incident Reporting Process

Incident raisad
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Serious Incident Reporting Process (2)

i Resubmit i
Investigation to the RLS

; Update
team t?ng:pjii? 3 other bodies
F furthar 'glfith furt_her
Complete information is debillizliil
inddent R :
investigation
(RCAJSEA) J,
Complete Analysed
action plars for national :
Iearnir!g and i
action (Mational)
! learning
Complete 3 '
leszons leamed ¢ n{ﬁi??g:grﬁg

organisatiors

Closa

Dissemination of lessons leamed

Abbreviations:
IDT: Incidert Decision Tree RLS: Reporting & Leaming Systemn RCA: Root Cause Analysis
P51: Patient Safety Incident SEA: Significant Evert Audit S$I:  Seriows Incident

For adult safeguarding process / dinical governance flow chart see Appendix A




Grade 0

Table 1: Grading of serious incidents

Action required

Notification only - it is unclear if a serious incident has occurred.

The provider organisation must update the PCT/SHA with further information within three working days
of a grade 0 incdent being notified.

If within three working days it is found not to be a serious incident, it can be downgraded with the
agreement of the accountable SHA/PCT.

If a serious incident has occurred it will be regraded as a grade 1 or 2

Action required

Commissioning PCTs will monitor
the case and report findings,
recommendations and associated
action plans to the SHA.

SHA will monitor progress on a
quarterly basis with PCT unless
earlier discussion is required or
the serious incident is regraded.

Comprehensive Investigation
Root Cause Analysis (RCA)
required (level 2 Investigation)

See Appendix C

Monitoring required
Local monitoring

* The PCT and/or SHA will
close the incident when it is
satisfied the investigation,
recommendations and action
plan are satisfactory, and local
monitoring arrangements
are in place and working
efficiently.

» Publish incident details within
Annual Reports

Timescales: Up to 45 working
days/9 weeks from the date
the incident is notified to the
PCT/SHA.

Examples of cases

Mental Health — deaths in the
community®

HCAI outbreaks
Avoidable/unexplained death

Mental health — attempted
suicides as inpatients*®

» Ambulance services missing
target for arrival resulting in
death/severe harm to patient

» Data loss and information
security (DH Criteria level 2, see
Information Resource)

» Grade 3 pressure ulcer develops

* Poor discharge planning causes
harm to patient

S5ee Information Resource Tool



Table 1: Grading of serious incidents (2)

Action required

Case will be monitored by the
SHA/PCT/LA in conjunction with

the provider organisation.

The SHA will review findings,
recommendations and associated
action plans.

For Never Events, the
commissioning PCT will be
obliged to monitor overall
numbers and actions and report
these in its annual reporting
arrangements

Comprehensive Investigation
(RCA level 2 investigation)
(as above) or Independent
Investigation (RCA level 3
Investigation)*

See Appendix C

Monitoring required
SHA /PCT monitoring

* Incdents leading to an
independent investigation or
inquiry or those considered
high risk will continue to be
monitored by the SHA/PCT or
Local Authority until evidence
is provided that each action
point has been implemented.
Incidents involving adult or
child abuse are referred to local
safeguarding arrangements

» Publish quarterly reports

Timescales: For Independent
Investigations allow up to

26 weeks/6 months for
completion of investigation.
Extensions can be granted on an
individual case-by-case basis by
the SHA/PCT.

Examples of cases

* Maternal deaths

# Inpatient suicides (including
following absconsion)*

» Child protection

» Data loss and information
security (DH Criteria level 3-5)

» MNever Events

» Accusation of physical
misconduct or harm is made

» Homicides following recent
contact with mental health
services*®

See Information Resource Tool

* Mental Health incidents should
refer to DH guidance:

Independent investigation of
adverse events in mental health
services™



KatapéTpnon Twv caApATWY /
AVETTIOUUNTWY CUMBOMATWYV
Measuring errors and adverse events in

healthcare — kaBopilel kal avaAuel 8

MEBODOUC VIO TNV KATAUETPNON TWV
OQ@AANATWY KAl TWV AVETTIOUUNTWY
oUMBauaTwy

Detecting and reporting medical errors (BMJ)
— €0TIACEI OTOV POAO TWV TTPOTPETITIKWY
TTaPAYOVTWY
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Measuring Errors and Adverse Events in Health Care
Eric J. Thomas, MD, MPH, Laura A. Petersen, MD, MPH

In this paper, we identify 8 methods used to measure errors
and adverse events in health care and discuss their strengths
and weaknesses. We focus on the reliability and validity of
each, as well as the ability to detect latent errors (or system
errors) versus active errors and adverse events. We propose a
general framework to help health care providers, researchers,
and administrators choose the most appropriate methods to
meet their patient safety measurement goals.

KEY WORDS: medical error; adverse events; patient safety;
measurement.
J GEN INTERN MED 2003;18:61-67.

esearchers and quality improvement professionals in

the United States,! Great Britain,? and elsewhere are
mobilizing to reduce errors and adverse events in health
care. But which measurement methods should be used to
demonstrate reductions in error and adverse event rates,
and what are their strengths and weaknesses? Recent
articles about errors and adverse events,”™ have only

used methods for measuring errors and adverse events
in health care. We believe that measurement methods
we do not discuss, or ones developed in the future, can
be placed into our conceptual model. Hopefully, the
model will assist researchers and quality improvement
professionals in understanding the strengths and weak-
nesses of various measurement methods and in choos-
ing the appropriate measurement method(s) for their
goals.

DEFINITIONS

In this paper, we use the phrase errors and adverse
everis to encompass a number of commonly used terms. We
use the word error to include terms such as mistakes, close
calls, near misses, active errors, and latent errors. The term
adverse events includes terms that usually imply patient
harm, such as medical injury and iatrogenic injury. We
believe the phrase errors and adverse events is useful for
this paper because errors, as defined by Reason,'? do not



2UCTHMATO OVO@OPAC OCPAANATWYV

Errors witnessed or committed by health care provid-
ers may be reported via structured data collection systems.
Numerous reporting systems exist in health care and other
industries® and their use was strongly endorsed by the
Institute of Medicine report.® Reporting systems, including
surveys of providers®® and structured interviews, are a way
to involve providers in research and quality improvement
projects.®!

Analysis of error reports may provide rich details about
Iatent errors that lead to active errors and adverse events.
But error reporting systems alone cannot reliably measure
incidence and prevalence rates of errors and adverse events
because numerous factors may affect whether errors and
adverse events are reported. Providers may not report
errors because they are too busy, afraid of lawsuits, or
worried about their reputation. High reporting rates may
indicate an organizational culture committed to identifying
and reducing errors and adverse events rather than a truly
high rmate.?? Despite these limitations, error reporting
systems can identify errors and adverse events not found
by other means, such as chart reviews,®? and can thereby
be used in efforis to improve patient safety.?* 7>



2UMUTTEPAOCHATA OTTO T ONMOCisuoH

For example, ongoing incident reporting, autopsies, mor-
bidity and mortality conferences, and malpractice claims
file analysis could be used to identifly latent errors and
some active errors and adverse events. These methods
would not be used to calculate rates, but rather to direct
subsequent projects that would use chart review, direct
observation, or prospective clinical surveillance to mea-
sure explicitly defined errors and adverse events. Combin-
ing dilfferent measurement methods has been used

successhully by hospital epidemiologists to detect nosoco-
mial infections.””
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« Adverse events in health care appear to be
responsible for 44,000 to 98,000 accidental
deaths and over one million excess injuries each
year.

« Estimates of the prevalence of adverse events
per hospital admission range from 2.9 to 16.6%.

* While medical errors have not been as
extensively studied in the outpatient setting, it is
estimated that 3—35% of outpatients experience
an adverse drug event and

 that 13% of all adverse events identified during
hospitalizations occur during outpatient care



2UUTTEPACHATA ATTO T dnuooisuon

Errors and adverse events can be detected in many
ways. Spontaneous reporting—the traditional
cornerstone of error and adverse event detection—can
provide some useful information, but identifies only the
tip of the safety iceberg.

While manual review methods have helped to advance
our understanding of adverse events, these methods are
too impractical for routine use outside of the context of
large, well-funded research projects, with the exception
of direct observation for identification of medication error
rates. Information technology, in contrast, has the
potential to make adverse event detection possible in
cligical é:are. Costs and person hours can be significantly
reduced.



ORIGINAL ARTICLE

Active surveillance using electronic triggers to detect
adverse events in hospitalized patients

M K Szekendi, C Sullivan, A Bobb, J Feinglass, D Rooney, C Barnard, G A Noskin
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Background: Adverse events (AEs) occur with alarming frequency in health care and can have a
significant impact on both patients and caregivers. There is a pressing need o understand better the
frequency, nature, and eficlogy of AEs, but currently available methodologies to ideniify AEs have
significant limitafions. We hypothesized that it would be possible to design a method to conduct real time
active surveillance and conducted a pilot study to identify adverse events and medical errors.

Methods: Records were selected based on 21 electronically obtained triggers, including abnormal
laboratory values and high risk and anfidote medications. Triggers were chosen based on their expected
potential fo signal AEs occurring during hospital admissions. Each AE was rated for preventability and
severity and categorized by type of event. Reviews were performed by an inferdisciplinary patient safety
team.

Results: Over a 3 month period 327 medical records were reviewed; at least one AE or medical error was
identified in 243 (74%). There were 163 preventable AEs (events in which there was a medical error that
resulted in patient harm) and 138 medical errors that did not lead to patient harm. Interventions o prevent
or ameliorate harm were made following review of the medical records of 47 patients.

Conclusions: This methodology of adtive surveillance allows for the idenfification and assessment of
adverse events among hospitalized patients. It provides a unique opporiunity to review events at or near
the fime of their occurrence and to intervene and prevent harm.



MapadeiypaTa ATTEUKTAIWY CUHBAMATWY

* [lapapovr) ¢EVou AVTIKEIMEVOU O a0BEVI) NETA XEIPOUPYIKN
eTEUPaon

* AavBaopuévn @APPAKEUTIKI aywyn

« AavBaouévn JETAYYION

* [ltwon aocbevoucg atro 1o KpePRaTI

« Eyxeipion og AGBog onueio Tou CWPATOG

» Eyxeipion og AdBo¢ aocBevn

* AavBaouévn XEIPOUPYIKN ETTEUPAON

* O@dvarog/ocofapn avikavoTnTta atro AavBaouEvn Xprion MNXaviuaTog

« AlgyXeIpnTIKOG 1 peTeyXEIPNTIKOG BavaTog oe ASA Class | (American
Society of Anesthesiologists (ASA) Physical Status classification)

* [lapadoaon veoyvou o AaBog atouo

« O@dvarog/cofapn avikavoTnTa PNTEPAG TTOU OXETICETAI UE TOV TOKETO
O€ EYKUPOOUVN MIKPOU KIVOUVOU

« Odvarog/cofapn avikavoTnTa aTro UTTOYAUKAIJia
'EAKNn otadiwv 3 | 4 TTOU ATTOKTABNKAV KATA TN VOOnAEia
« Odvarog/cofapn avikavoTnTa ATTO EyKaUua



AAANO aveTTIOUuNTO CUMBAMOTO

* YTTapxouVv TTOAAEC QITiEC yIa
QVETTIOUUNTA CUNPBAUATA EKTOC ATTO TIC
VOOOKOMEIOKEC AOIUWCEIC:

* EAATTWHPOATIKEC OUOKEUEC

* E0QAAPEVN PAPUOAKEUTIKI Aywyn
* MOAUOMEVO aipa

* KOl GAAQ.



BeATiwon TNG ao@AAEINS PAPHAKWYV

upnAou Kivbuvou

* Ymdpyxouv TToOAAG @apuaka Ta oTroia BewpouvTtal upnAou KIvOUVouU, €iTE YIATI JTTOPEI
Va TTPOKOAECOUV ONUAVTIKA TTPORARUATA — TTAPEVEPYEIEC

- IVOTPOTTA KOl ayYEIOdPACTIKA

- IVOOUAIvVN

- NTTapivn

gite DI6TI XpeidlovTal 10IKA IGAUCN Kal TPOTTO XOPrRyNoNg (TT.X. CUPTTUKVWUEVA

Ol0AUUATO NAEKTPOAUTWV, OPICUEVA AVTIBIOTIKA), €ITE YIATI UTTOPEI VA CUYXEOVTAI [E
AAAa AGYyw TOU TTAPOMPOIOU OVOUATOC ) TNG OXEOOV idla¢ CUOKEUATIaC.

H AioTa Twv @appakwy gival ueyAaAn, aAA& 1o HEYAAUTEPO EVOIAQPEPOV EOTIAOTNKE OTIC
€€NG 5 KATNyopieg:

- IVOOUAIvN,

- OTTIOEI0N KAl VOPKWTIKA,

- OUMTTUKVWHEVA dlaAupata (autrouAeg) KCI i owoedpou,

- evOOQAEBIa avTITINKTIKA (NTTapivn) Kal

- d1oAUpaTa NaCl mavw atré 0,9%.

O1 yéBodol TrpooTaciac atrd AdBn oxeTICOPEVA JE QUTA TA pAPUAKa gival N GUAALN
TOUC O€ EEXWPIOTO XWPO aTTd Ta UTTOAOITTA, N XPHON TOUuG JOVO aTTd EUTTEIPO
TTPOCWTTIKO, N EVANEPWON TOU TTPOCWTITIKOU VIO TOUG KIVOUVOUG KAl Ol COPEIC IOTPIKES
oonyieg KABe Popa, XWPIG ETTIKIVOUVEG KOl QOAPEIG CUVTUNOEIG.



OpI1op6S TS PAPHAKOETTAYPUTTVNONG

« QapuakoetTaypuTrVvNon £Xel OpIoTEN aTTO
Tov [NOY w¢ n emoTAun Kai ol
OpACTNPIOTNTEC TTOU OXETICOVTAl UE TNV
avixveuan, acioAoynaon, katavonon Kai
TTPOANWN AVETTIOUPNTWY EVEPYEIWV N VIO
OTTOI00NTTOTE AAAO TTPOLBANUA PE
(POPUOAKEUTIKO TTPOIOV.



Nouik6 TAaiocio QapuAKOETTAYPUTTVNONG

O O OO

o

0]

Eudralex Vol 9A and GVP Modules

Kavoviopég 726/2004 (tpotrotroindnke 22/9/2010)

Kavoviouég 1235/2010 (*2010 vopoOeoia @apuakoeTTayputTVRONG")
Odnyia 2001/83/EC - AYI3(a) 82161

(rpotroTroInOnke 24/8/2012 OEK B’ 2734)

Odnyia 2010/84/EU (dnpooieluTnke AekéuBpio 2010)

Kavoviouég 1901/2006 &1902/2006 (Moaudiatpik XpRon)

EudralLex Vol 10:
o ENTR/CT3 revised
0 ENTR/CTA4 revised

Awutroupyik Arégaon AYI3/89292 (evapupdvion pe Tnv Odnyia
2001/20/EC)

N. 2472/1997 & TPOTTOTTOINCEIG (TTPOCTACIN TTPOCWITIKWYV OEOUEVWV)
N. 3418/2005 (Kwdikag laTtpikRg deovroAoyiag)




‘Eva @apuakeuTIKO TTPOIOV eyKpiveTal PE Baan OT
OTIG OUYKEKPIPEVEG EVOEIGEIG, TN XPOVIKN OTIYUN TNG
£YKPIONG, O AOYOG OPEAOG/KIVOUVO YIa TOV
TTANBUouO-0TOXO (target population) exer kpiBei OTI
gival OETIKOG.

*OAQI o1 aAnBivoi ) duvNTIKOI KivOUVOI OEV EXOUV
eVTOTTIOTEI OTaV £XEl {NTNOEI N apXIKN £yKpIon.

*MTtropei va utrdpyouv utrooUvoAa Tou TTAnBucpou
TWV a0Bevwy yia TOUg OTTOIOUG O KivOUVOoG Eival
MEYAAUTEPOC ATTO TOV TTANBUCPO-OTOXO.

*Katd Tig TEAEUTAIEG OEKAETIEG TTOAAG GNUAVTIKA
¢NTAMATA APUAKOETTAYPUTTVNONG £XOUV
EVTOTTIOTEI JEOA ATTO AuBopuNnTEC avagpopec AE.



NMpoAnTrTiKA TTpootyyion otn NopoBeoia

O oXedIAONOG PHETPWY PAPPAKOETTAYPUTIVAONG
VIO KAOE ETTIMEPOUC PAPUAKO ATTO TOV KATOXO TNG
A0E1IaC KUKAOPOPIag Ba TTPETTEI va YiVETAI OTO
TTAQICI0 EVOC OUOTAMATOG DIAXEIPIONG TOU KIVOUVOU
KQl 6a TTPETTEI va €ival AvAAOYOC

* TTPOC TOUG TTPOOCOIOPICBEVTEG KAl OUVNTIKOUG
KIVOUVOUCG Kal

* TTPOC TNV AVAYKN YIO TTPOCOETEC TTANPOYOPIES
OXETIKA JE TO PAPUAKO.



EC2 (R2) lNep10dIKN £€KBeoN agioAOYNONG TOU

opéAoug o oxeéon pE Tov Kivouvo (PBRER) (1)

KaTtd Tn XpOVIKA OTIYMA TG EYKPION €VOG
PAPHUAKEUTIKOU TTPOIOVTOG:

o Ta 0edopEvVa TTPOEPXOVTAI ATTO EVA TTEPIOPIOUEVO ApPIOUO
aoBevwy,

« 'Exouv OUAAEXOEi KATW aTTO TIC EAEYXOMEVEC OUVONKEC
TWYV TUXQIOTTOINMEVWY KAIVIKWV JEAETWV.

e O1 utro-opadec TTANBUcPOU uwnAou KivOUVOouU Kal Ol
a00gvEiC uE OUVUTTAPXOUOEC VOOOUG — KAl N Xpnon
AAAWV QAPUAKWY TTOU ATTOKAgiovTal ATTO TIG KAIVIKEG
LMEAETEC,

 Ta 0edoPEVA ATTO HAKPOXPOVIA XpNnon cival
TTEPIOPICUEVAQ.

* O1 a00¢eveic aTIC KAIVIKEG NEAETEC TTAPAKOAOUBOUVTAI
OTEVA VIO TNV EUPAVION AVETTIOUPNTWYV EVEPYEIWV.



EC2 (R2) lNep10dIKN £€KkBeoN agioAOYNONG TOU

opEAoug oe oxeéon pE Tov Kivouvo (PBRER) (2)

* H mTapakoAoubnon Twv acBevwy gival AiyoTePo £vTovn,

* H aywyn xopnyeital o€ éva e0pog aoBevwy (nAIKia,
OUVUTTAPXOUCEC VOOOUG, GANO PAPMOKA, YEVETIKEC
AVWMAAIES), Kal

* Ta ouppavra gival 7000 GTTAVIA YIA VA TTapaTnpnBouv
OTIC KMIVIKEC MEAETEC (TT.X. ooBapn NTTaTikr BAGRN).

AUTOI 01 TTAPAYOVTEG UTTOYPAUMICOUV TNV avayKn yid TN
ouvexn avaAuan Twv TTANPOPOPIWY TNG OXETIKNG
A0QAAEIOG KOl ATTOTEAECHATIKOTNTAG KATA TN OIGPKEIQ
CWNG €VOG PAPHOKEUTIKOU TTPOIOVTOG— TAXEWG, KABWG
ONMAVTIKA EUPNUATA PTTOPEI VO TTIPOKUYOUV — KOl
TTEPIODIKA ETTITPETTOVTAC £TOI TN OUVOAIKI agloAdynon
TWV OEQONEVWYV TTOU CUCCWPEUOVTAI.



Benefit risk management cycle

’ DATA COLLECTION

IMPLEMENT
risk minimisation i
/characterisation monitor effectivenss
and benefit and collect new data

maximisation

BENEFIT RISK
SELECT & PLAN MANAGEMENT
risk characterisation CYCLE IDENTIFY & ANALYSE
/ minimisation and risk quantification
benefit and benefit
maximisation assessment

techniques

EVALUATE

Benefit risk balance
and opportunities 1o
increase and/or
characterise




T1 TTpooTraOei va TTETUXEI N vEa vouoBeoia (1)

MpooTacia Tng Anudaiag Yyeiag Peiwvovtag Ty mpBdapuvon
ATTO TIG AVETTIOUUNTEG EVEPYEIEG KAI BEATIOTOTTOIWVTAG TN
XPNon Twv QAPHAKWY :

— =eKaBapoug poAoug kal avaAnyn eubuvwy / oTabepr Kai
ypnyopn diadikagia amogdoewy otnv EE

— EvepyoTtroinon acBevwy Kal ETTAYYEAUATIWY UYEIQC

— EvowpaTtwon 1mepIodikng agioAdynong TG avaAoyiag
OQEAOG/KIVOUVO Baalioyevn 0TV ETTIOTNUOVIKA gloAOYNon Tou
KIVOUVOU Kal avaAOYIKA JE QUTOV TOV KivOUVO

— Augnuévo oxedlaauo Kal AUENMEVEC TTPOANTITIKEG EVEPYEIEC
(proactivity)

— MeiwpeEvn eTIKAAUWN Kal TTAEOVAO PO 0T AgioAdynon

— AuUgnon Tn¢ dlagpaAveiag Kal TTapoxn KAAUTEPNG TTANPOYOPIag yia
T PAPPOKEUTIKA TTPOIOVTA



T1 TpooTraOei va TTETUXEI N VEA vouoOeoia (2)

[1lpooTacia TnC Anpoaoiac Yyeiag JeiwvovTac Tnv

EMIPApuUVON aTTO TIC AVETTIOUMNTEC EVEPYEIEC KOl

BeATIOTOTTOIWVTAC TN XPNON TWV QAPUAKWV:

— loxupdTepn / TTEPICCOTEPO «BEPENIWPEVN»
aciohoynon otnpi{OoPevn OTA TTIO ACIOTTIOTA dEdOPEVA

— KaAuTepn euTtTEIpOYVWHOOUVN (expertise) oTn oTAPIEN
TN d1adikaoiac AYng atroPacewyv

— [Mapoxn TTAnpogopiac e aocOeVEIC Kal ETTAYYEAUATIEC
uyeiac pe Taxutnta

— Tayeia eAayxloTotroinon Tou KivoUuvou (risk
minimisation)



Oonyia 2010/84

* OI KAVOVEC PAPMAKOETTAYPUTIVNONG Eival
ATTAPAITNTOI VIO TV TTPOCTACIA TNC
ONMUOOIAC UYEIaC, TTPOKEIMEVOU VA
aviXveuovTal, va acloAoyouvTal Kal va
TTPOAQUBAvovTal Ol AVETTIOUUNTEC
EVEPYEIEC TWV PAPHAKWY TTOU dIaTiBevTal
oTnv ayopa 1n¢ ‘Evwoncg, agou To TTARNPEG
TTPOPIA ACPAAEIONG TWV PAPHNAKWYV
YIVETOI YVWOTO HOVO HETA TN O100€0TN
TOUG OTNV ayopd.



AvemiOuuntn Evépyeia 2010/84

['la AOyoucg oca@nVveiag, 0 OPOG «AVETTIOUUNTN
EVEPYEIO» Ba TTPETTEI VA TPOTTOTTOINOEI WOTE VO
KOAUTTTEI Kal TIC €TTIBAABEIC KAl AKOUOIEC
EVEPYEIEC TTOU TTPOKUTITOUV OXI MOVO UCTEPQ ATTO
EVKEKPIMEVN XPNON TOU PAPHUAKOU O€ KAVOVIKEC
OO0OEIC OAAG KOl

atTd TN AAvOaOoUEVN PAPUAKEUTIKN aywyn KaBwg
KOl TN XPNon €KTOC TwV OpwV TS AdEIAC
KUKAO@OpPIag, CUUTTEPIAQUPavOPEVNC TNG

£0@AAUEVNC XPNONG Kal TS KATAXPNONG TOU
PapPUAKOU.



MeIWMEVN ATTOTEAECHATIKOTNTA

* H peiwpeEvN attoTEAECUATIKOTNTA Eival
QVETTIOUUNTN EVEPYEIQ KOl TTPETTEI VA
ONAWVETAI JE KITPIVN KAPTA.



Etreidon 0ev utrapyel @APUOKO
OTTOTEAECHATIKO, XWPIG ETTIKIVOUVOTNTA




> x€010 Alayeipiong Tou Kivdouvou

To oxedio diaxeipiong Kivouvou (ZAK) atroTeAei pia AeTrropepn
TTEPIYPOAPI) TOU OUCTAMATOC dlaxeipiong Tou Kivouvou. O oKOTTog
Tou peBodoAoyikou gpyaleiou gival va

*QvayVvwpEIoEl,

*KATAYPAYEI,

*agloAOYNOEl Kal

*QIAXEIPIOTE (ATTODOTIKA KOI ATTOTEAEOUATIKA)

TOUG KUPIOTEPOUG KIVOUVOUG TTOU UTTOPOUV VA TTAPOUCIaCTOUV
META TNV £YKPION €VOC GAPMOAKEUTIKOU TTPOIOVTOC Kal KATA TNV
KUKAO@Opia ToOU oTnV ayopa.

*Ta KpATN MEAN | O KATOXOG TNG ADEIAG KUKAOPOPIAG £XOUV TNV
UTTOXPEWON VO €QapuOlouV UETPA EAAXIOTOTTOINONG TOU
KIVOUVOU.



MEBoOOI eAaXIOTOTTOINONG TOU KIVOUVOU

* [lapoxn TTAnpoopiag
— EmmrpooBeto EKTTAIOEUTIKO YAIKO

* TpOTTOC 01A0E0NC EVOC papuakou (Legal status)

* 'EAgyxoc o€ emitredo papuakeiou n diavoung (Control at
pharmacy level/distribution)

* 'EAgyxo¢ TOU pEYEBOUC TNC cuokeuaaoiag (Pack size)

* EvnuepwTIKO onueiwpa-cuykardBeon (Informed
Consent)

* [lapakoAouBnon aocBevwv
* [poypapua TTEPIOPIOUEVNC TTPOCROONC

* [poypaupa NMpoAnwnc Eykupoouvng (Pregnancy
Prevention Program, PPP)

 Mntpwa aocBevwyv (Patient registries)






AYT3(a) 83657 (PEK 59B)

MEPOZXZ IX
OAPMAKOENATIPYTINH2H
ApBpo 121
«O E.O.0. Aappadvel 6Aa Ta KataAAnAa
UETPA TTPOKEIUEVOU VA evOappuVvOEi N
YVWOTOTTOINON O€ AuTOV, TWV TTIBavwy

QVETTIOUPNTWYV EVEPYEIWV TWV
POAPMNAKWV»




DappoaKoeTTAYPUTTVNON

* MNMnyég dedopévwy PAPUAKOETTAYPUTTIVNONG
— AubBopunTEC AvVaPOPEC
— Ava@opecg atro KAIVIKEC MeAETEC
* [TapeUPATIKEC KAIVIKEC DOKIMEC

e Mn TTapeuPaTIKEC HEAETEC & OpYAVWHPEVA
ouoTAMATA CUAANOYNAC OEDOUEVWIV

— Ava@opec atro Tnv BiBAloypagia




ETR010¢ apiBuég avagopwyv otov EOOD

2500

2000

1000 -

500 -

® T UvOAC AvOQopv
® Avagopéc and KAK
Kirpiveg Kapreg




KiTpivn Kapta

ATTA} OTNV CUUTTARPWOT) TNG

EAQXIOTEC TTANPOPOPIEC:

v’ £VOC TOUTOTTOINOIUOC a0BeVAC,

v Jia n TTEPIOOOTEPEC AVETTIOUUNTEC EVEPYEIEC
v’ £VOC TAUTOTTOINOIMOC ETTAYYEAUATIOC UYEIQC,
v 'Eva n repiccdTeEpa UTTOTTITA PAPUOKO

Kitoivn K&pta e-KK




NMNpoowTtrika Asdopéva

 H KK TTpETTel va ava@Epel OTOIXEIN ETTIKOIVWVIOG
ME TOV aAVA@EPOVTO

O a0oBevnic Bewpeital TAUTOTTOIRCIMOG OTAV
TTAPEXOVTAI OTOIXEIO TTOU ATTOTPETTOUV TN OUYXUON
TOU JE KATTOIoOV AAAOV a0Bevr), OTTWCG:
®uUAo, HAkia, Hugpopnvia yévvnong, apiBudg voonAegiag i
apxeiou aoBevoug, apxIKa i OVOPATETTWVUUO (7)

« HKK kaliotaral avwvuun T000 w¢ TTPOC TOV
avagpEpovTa 600 Kal W TTPOC TOV aoBevr), ANEOWC
KATA TV TTapaAafn 1ng




AIAAIKAZIA ANAOOPAZ AYOOPMHTHZ AE®

AoOevNng ue

EmoTtAuovag Yyeiag
AED

Kitpivn i

Kapta

> 0Bapéc AED
EVTOG 15 nuUEPWYV




> UoTnNMna Pappuakosnaypurnvnons
AvOpwrivwyv dappudakwyv

Natpe, N KitpIvnNn KAaptTa ival Oecpoc.
Baociletal otn cUpdpetoxn cou!

KaBs yvwoTonoinon Jnopsi va sival onpuavTikr!

N .
YFYIMOYPIrEIO YIEIAX
KOINONIKHYE AAAHAENDY HE

SO

NAewxp. Meooveicov 284 284 Messogion Ave
155 o2 XoAdapydg, AGnRva 155 &2 Cholargos, Athens - Greece
T. +30 210 6507200 F. +30 210 6545535 T. +30 2106507200 F. +30 210 6545535
www.eof . gr E. relation@eof.gr www.eof.gr E. relation@eof.gr



BiBAIOypa@IKEC ava@POpPES

[1pIv a1TO OTTOIAdNTTOTE ONUOCIEUCN
-0Tn 010V 1} TOTTIKN BIBAIOYpPYia-
QTOMIKWYV TTEPICTATIKWY TTOU APOPOUV TNV

eKONAWON AVETTIOUPNTNG EVEPYEIOC TTPETTEI VA
TTponyeital n yvwototroinon otov EO® pyéow

LIS
Kitpivng Kapracg




AikTuakni TTUAN EOQP-KiTtpivn KapTa

EmhAoyEe

Avadnmnaon...
' ' e

AvBpurTiva KrnviaTpikd K {1 aTp Tpoqipa- Vi Emonwvia

£ T givan n KiTpIivn Kapra;

Ti ivan n KiTpIvn KdpTa;

H Kitpivn KdpTa sival fva pfao yia mn oulkoyn TANpOQOpIY CHETIKG PE TIC OvETIBOUNTEC SVEDYEISC TV GapH aKwy.

1 eTayysAgaTizc uysiag (aTpol, gappakoTolod, voonAsuTED KATT) Erouy KaBikov va ouptAnpuvouy Ty Kitpivn Kapra kad8: gopd mou umoynddovral 4 &va gdppako
pTropEl v £58 Tpokakion pio avemBOunTn vEpyeld.

Edv cigre smaoyyehpatiac uysiag, mapakahoOys XpnmyoToare &vay amd Tou akdhouBous Tpdmous yia va avagipere mBavic avemBOUnTES svEpYEIEC QaOpUaKEuTIKa
TROTEVTOE ave puiTTIvn S ¥pranc

TUPTTANPWAOTE Kal UToBareTe nASKTpoviKd TN avagopd Extummars Ty Kitpivn KdpTa kar amooTsihare Ty
aQvEMIBOUNTAC svEpyeiag e fax orov EQ@ (210 6549585)

HAEKTPOVIKN H YnoBoAn

unoPBoAn HEOW fax

Avtiypago Tng Kitpn Kaprag umdpys kar ato EBvikS Zuvtayohdyio. EvaihakTikd pmopsite va inTRosTe Ty Kitpivn KdpTta ot &vrutn popen amsuBuvdpsval atoy ECD
(Turpa AvemBopunTwy Evepyaray, Meooysinw 284, 155 62 AGHNA R ota TNA. 213 2040380 ko 213 2040337, Fax 210 6549585).

Ma TeploaaTEpEs TANPOPOPIse TYETIKG PE TR KiTpivn KdpTa ka Ty avagopd avemB0pnTwY SVERYEINY @ apU OKEUTIKEY TRoidvTwy ave pmivng ¥prong, TarnoTs 6.



laTpoTEXVOAOYIKA

" T ; = 0
e www.eof grfweb/guest/proceduremedical c '-'-:"' nrls

Apyxn FUOC AvBpwmmiva KTnviaTpika

e AghTio TUTTOU
o AVOKOWWOEIC ] Aladbikagieg Kol SikaioAoynTikKa
» Avarhiosig
+ Baoikr vouo8zoia
e [ovikéc TANpO@ODIEC . . Hue via
o
o Khvikn fpsuva :
+ YAKOETaypUTVRON ZYNO'H :
) ) OBnyisc po KAk Epeuva 3(12/2008 3:17
MabiKaciec Kl obnyIES MpoivTwy ¥ N uy
O T O L
- . EASETE ammd Thy Tapakard Moo yia va svnuEpuSeiTe yia TiC 51/2008 3-19
Mabikagicc Kal obnyicg Alafikaaicc Tou okohouBolvTal avakoya PE Tov 1IS1I0TATE oac ... "
EmASETE amd TRV Tapakdrw AMora Slagimywy svTOTTLY avakoya
AkaiohoynTIKG Kal EvTUTTa e TO £ioc Tou TpoidvTog (Katnyopiac | ka ETi Napayyehia f In 4/11/2008 2:09
KITPOTEXVOADVIKLIV TTDOIGVTIIV Vitro) KaBwc Km Ta ... 1]

EMKYKAIOE 335231 7-05-2008

Kavikn Epeuva pe larpoTexvohoyikd Mpoidvta 15/5/2008 218
LikaiohoynTIKG KAVIKAG EDEUVAC  ExovTac UTOWn: st '
1.Tig Siardiae Tou GpBpou 3 18iwe Twy Top. 1) ko 10% Ka ...

BpeBnkav 4 amoTehiopara.

uest/medicaldevices



Aladikaoigc Kal dikaloAoynTikd EO®

Emihoyeg

n

laTpoTexvohoyikd

£ Aladikacieg kal dikaloAoynTiKa 4 EmoTpoi

SIKmohoyTIKG KOl EVTUTTT IKTROTEXVOAVIKLOV TILOI0VTWV
EmASETE amd TRy Tapakarw Mora SiafEmpwy svTOTwy avakoya pe 1o sifog Tou mpoidvroc (Karnyopiac | ko Emi Napayyshia A In Vitro) KaBoo ka 1a TE.

larpoteyvohoyikd NMpoidvra Kamyopiag | kal Emi Napoyyehia

« {0z GuvaTdTNTaC TAPOYWYNC 1OTDOTENVOADYIKINY TTDOTGVT Wy

= ATNON SYpOENG OT0 UNTHW0 KOTOOKEUOOTWy Karnyopia |

= ATNON SQYpOQNE OT0 UNTHW0 KaTaokeuaarwy Emi Napayyshio

 Afh0OnR ouPUSREWaNG ¥Id ToUC kaTaokeuaaTic Ei Napayyehia

« ARMION OUPUGQWaNG VIO TOUE KOTOOKEUOOTEC KaTnyopiog |

« Mgoiohoynrikd Eyypagnc oto Mnrtpwo Korooksuaoruy L. Karnyopiag | ko Ewi Napayyehia

= [Nepiknuin Twy ¥ o0 aKTnoIOTIKEY ToU TP oioWTo:
= [Mivakac FSCA
o TUVOINN UTTOYDEWTEWY KOTOOKEU QOTWY KOl 0N oTWy 1070 0T EVoADYIKIY TTooTdvTwy

In Vitro Awnyvooomigd larpoTexvohoyikd MNpoidvta

fiGeia GuvaTdTNTAC TADAYWYAC 1OTDOTENVOADYIKIY TOOTGWT WY
AITNOn syypognic OTo UNTHEo KOTaoKeuaaTwy [n Vitro SiopwwaTikuy
ARAWON oUUPGPEWAnNC VIO TOUE KaTagreuatéc VD

AlkaiohoynTikd spypagnic oro MnTpwo Katookeuaorwy VDS

TéAn




AgUKN KapTa (aoTOYXIOC UAIKOU)

KapTta Avagopac MepioTaTikmv Xpnotwv IatpoTexvoloyikwv Mpoiovrov

ZYET.: ®EK 2197B/2-10-2009, ®EK 2198B/2-10-2009, ®EK 1060B/10-8-2001

Mpocg: (Frowsio emwonwvac kaTaokevaatri oy EAAdda) Koivonoinon:

EONIKOZ OPTANIZMOZ @APMAKQN

Tunua AvemBupnTwy EvepyEimv

Top£ac YAKoenay pUNvnaonc

A. Meooyeiwv 284

T.K. 155.62, XoAapydc - AGHNA

TnA.: 210-6507528

Fax: 210-6549585

Enusieon: H kdorag cupndnpaverar and 1o yorjort kar areoTeAAerar oTov kaTaoxkeuaoTr] Tou faTp. MpoiovTog LUE TOUTOypow] Koviamoinory oroy ECa

A. TToixeio xwpou NpoeAEUTnC TN avapopic ToU NEPIOTATIKOU

] Noookopsio (1 Kévtpo Yyeioe [ Idwemxn Khvierg [ IBwoTikd warpeio (] @apuoksio (1 ahho:

Ovopaoia KEVTpoU ava@popacs

OVOLOTENWMVULD OVIPEDOVTOS:

ImoTnTa:  EnayyeApariac uysioc [ NaI [] oxt

Av NAI, npoofiopioTs: (1 Iatpoc [ ®appoxonowdc [ NoonAsumic [ Texvohdyoc [ aAho:
OO - ApiBuoc: MaAn: T.K.
TASQOWG EMIKOIVEVIOS Fax:

e-mail:




EmiTpotr) PappakoeTaypUTTVNONG

(E.OAP.) EO®

— 9 HEARG €OVIKNA ETTITPOTTN ETTAYYEANATIWYV UYEIAG
YA A1a/31570 (PEK 526/17-8-92, apBpo 4)
* N. 1316/83 (apOpo 6, Trap. 5)
— TakTIkEG ouvedplacelg ava 3 eBOOUHAdEG
— YtmrooTtnpiletal ypaudgateiokd atmd 1o TO/EOP
— Opada gepyaciag
— AloAdynon avagopwyv péocw KK, onuatwy ac@AaAleiag

— AZIOAOYNON TTEPICTATIKWYV E10IKOU £VOIAPEPOVTOG (TT.X.
a1ré KAK)

— AgloAdynon PSUR
— A&loAdynon RMP

— T'vwpodOTNON OXETIKA ME ETTIOTOAEG (TTEPIEXOMEVO /
OTTOOEKTEG), OEATIA TUTTOU

— Evnuépwon atmé / rpog PhVWP




‘EmiTpotri PAPUKOETTAYPUTTVNONG —

AZloAdynong Tou Kivdbuvou PRAC

— EmiTpoTtrn) Katd avaAoyia pe Tn CHMP (EMA)

— AvTiITTpoowTrevovTal OAa Ta evraypéva KM

— TOKTIKEG OCUVEDPIAOCEIC ava pAva

— ACloAGYnon onMATWY ao@AAEiag HETA aTTd
gionynon KM n tou EMA

— AgloAoynon PSUR (worksharing)

— AgloAdynon RMP

— E1oqynon yia KUKAo@opia ETTICTOAWYV (TTEPIEXOMEVO
/OTTOOEKTEG)




EYXAPIZTQ
YiQ TNV TTPOOCOXN COC



* Back up slides



Opiopo6¢ Mn-TrapeBATIKAG

(non-interventional) peAETNG

O opIouAC TNC PN-TTAPEPPRATIKAC HEAETNC TTEPIAAUBAVETAI
o010 GpBpo 1 g Odnyiag 2001/20/EC:

e “un TTapePPaTikr) dokiun": dOKIUN KATA TNV OTToia TO I TA
PAPUOAKO CUVTAYOYPOAPOUVTAl WS ouvNOBWC, CUUPWVA JE
TOUC OPOUC TTOU TTPORAETTOVTAI OTNV AdEIO KUKAOPOPIOC.
H €vTacn Tou aocBevoucg O€ UIO OUYKEKPIMEVN
OEpATTEUTIKI) OTPATNYIKI OEV ATTOPACI(ETAI EK TWV
TTPOTEPWYV ATTO TTPWTOKOAAO DOKIMNAG, OAAG EVTACOETAI
OTNV TPEXOUOA 1ATPIKN TTPAKTIKA, N O atTOpaon
Xoprnynong Tou gapuakou diaxwpileTal capwcs atro TNV
ATTOPACN CUPMETOXNG TOU aoBevoucg oTn OOKIUN. 2TOUC
aoBeveic Oev TIPETTEI VA epapUOleTal TTPOCBETN
dladikaagia diayvwaong i TTapakoAouBnong Kail yia TNV
avaAuon TwWV CUAAEYOUEVWYV OEDOMEVWIV
XPNOIJOTTOIoUVTAl ETTIONUIOAOYIKEC NEBODOI



MNapepBaATIK MEAETN

« EQv 0ev guTTiTITEl OTOV OPICUO TNC UN-
TTAPEUPATIKAC HEAETNC TOTE TTPOKEITAI VIO
TTAPEUPRATIKA MEAETN.

o [0 TTOPAdEIYUA WEAETEC TTOU DIEPEUVOUV
VEEC EVOEICEIC,VEEC 0OOUC Xopnynong n
VEOUC OUVOUAOUOUC, agpou £xel O0OEi
EYKpION O€ Eva TTPoIoV, Ba TTPETTEl va
OewpouvTal TTaPEUPATIKEC



