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MPOZ: Tnv AvamAnpwrpia AIOIKATPIA

OEMA:« 'Eykpion Sie§aywyrg peEAETNS TTOPATHPNONG ».
ZXET: To amd 16-12-2013 eyypago tou Alvtr) Tng Ne@pohoyikig KAvikrig

Zag BEToupe UTTOWN TO TrapaTmdaviy OXETIKO £YYPAQO Kal 0as KGVOUHE yvwatd 6T 10
E.Z. pe v apiBp.25/18-12-2013 (8.15) amdgaor) tou kai agou £AaBe umdyn
ouppwvn yvwpun g Emotnuovikig Emrporrig ‘Epeuvag, eykpiver T diefaywyr g
HEAETNG Traparripnong, Tou uTreBARBN TTpog £ykpion oto EmoTtnuoviké ZupBolAio amd
Tov Alvtn) Tng Negpohoyikrig KAvikiig KaBnynti k. Ziapémoulo Kwvivo,

H peAém €xer TiTho: «Eykpion peAETng utrepnxokapdioypagIikis EKTIUNONG BIAOTOAIKAS
AeIToupYiag apioTEPNG KOIANIGG PE VEOTEPES UTTEPNXOKAPSIOYPAPIKEG TEXVIKEG, EKTILNONG
deikTwov aprnpiaknig okAnpiag  Kal TG ToieTNTag whig Ot GTONa WPE ApTNPIaKH
UTTIEPTQOT), OE QOBEVEIG PE XPOVIa VEQPIKI vOoO0 Ot 6Aa Ta oTadia TNG vOoOoU, HETH TNV
evapén e€wveppikig kaBapong kai ot aoBeveig Pe PETAPOOXEUOH vE@POU», kai Ba
diegaxBei omv KapdioAoyikr}, o Negpoloyikri KAwvikfj, oto Epsuvnukéd larpeio
Aptnplakrig Yrépraong kan otn Movdda Metapooxeuoswy utrd TV euBlvn Kail ETTOTTEia
Tou Afvtry TG NegpoAoyikiig KAvikrc.

ZuvrovioTég Tng peAETNG eival o KaBnynmig KapdioAoyiag k. Adumpog MixdAng, n
Emikoupn KaBnyrtpia Kapdiohoyiag tou lMavemarnuiou lwavvivwy ka. Karepiva K.
Ndka o kaBnynmg Negpoloyiag Tou lMavemornuiou lwavvivwy kog Kwvortavrivog
Ziapotoulog kai o EmpeAnTrig A" Neppohoyiag ko KaAaitZidng Privag.

H peAétn agopd Tnv umrepnxokapdioypa@ikr| ekTipnan kai T HEAETN TNG OKANPIAag Twv
QYYEIWV atopwy ave Twv 18 ETWV 01 OTTOI0I TTPOTEPXOVTAI OTO VOOOKOMEIO HE IGTOPIKG
QPTNPIAKAS UTIEPTAONG Kal QOBEVUIV WE Xpovia VEQPIKR vooo ot OAa Ta oTadia Tng
VOOOU Kai PETA TNV VEQPPIKI) HETAPOOXEUOT) Xwpig evBeigelg oTepaviaiag véoou,

H peAgETn yiveran oto wAaiolo eKTrovnong SIdakTopikwv SiaTpIRwy.

E&evaornkav kai eykpivovrai:

1. To MNpwT6K0AAO TNG MEAETNS TTaPATIiPNONC.
2. To Eviutro Evnuépwong kai ZuykardBeong AoBevoulc,

To Emotnuovikd ZupBouAio amodéxeran Tn oxemkr| ypam diafeBaiwon Tou Kupiou
EpeuvnTr 611 10X0U0UV TQ TTAPAKATW:



2. To kévrpo BiaBétel Tov apiBuo exeivo Twv aoBevwv amd Toug omoioug Ba emAEyoUV ol
KardAAnAol yia cuppeEToxXf oTn PEAETN OTO XpOovIKG BidoTnua TTou TTPORAETTETAN QMO 1)
HEAETN.

3.To kévipo D1aBETEl TNV UNIKOTEXVIKA UTTOBON TToU TTPOBAETTETAI OTO TTPWTOKOAAO TNG
HEAETNG WOTE va Tapexel TN duvardtnra Sie§aywyr Kal oAOKARPWONG TNG HEAETNC
EVTOG TOU TTPORBAETTOHEVOU XpOVOou.

H peAérn Ba dievepynBel xwpig kapia oikovopikr emBdpuvon Tou Noookopgiou.

To wg dvw TpwidkoMo eival TTAPEG kai KAAUTITEl TOUG Kavoveg nBIKAG Kal
deovroloyiag.

To Emotnuoviké ZupBoUAio Tou Noookopeiou pag amogacilel yia v dievépyeia
KAIVIKWV HEAETWV AapBavovrag utréyn Tig IoxUouoes apxég diakipuéng Tou EAcivk kai
g Opbng Khvikig mpaktikig (GCP) kai n olvBeor| Tou kKaAUTTEl TIG ATQITAOEIS TS
OpBA¢g KAIVIKNG TTRAKTIKIG.

Emiong 1o Epeuvnrikd mpwTokoAAo Ba TpETEl va mpayparomoin®ei clp@uva Pe Ta
6oa opilovrar oTOV Kavoviopd BIEVEPYEIQS EPEUVNTIKWY TTPWTOKOAAWY  Tou
Noookopeiou pag.

To Emornuoviké ZupPoUhio Tou Noookopciou pag amogaoilel yia Tnv dievépyeia
KAIVIKGV PEAETWV AapBdavovrag utroyn TG IoxUouaeg apxég diakrpugng Tou EAaivki kai
g OpBng KAvikig mpakTikig (GCP) kai n oOvBeor) Tou kaAUTTEl TIG amaIThoeI§ TS
OpBNRG KAIVIKNG TTPAKTIKIG.

To Epeuvnrikd mpwrokoMo Ba mpémer va mpayuaromoinBei clpgwva pe 1a doa
opifovrar omnv apiBy. AYI3(a) oik. 18910/19-2-2013 (PEK 390/1B/21-2-2013)
Ymroupyikr) amégaon.

Z1nv ouvedpiaon Tou Emornuovikou ZupBouhiou éAaBav pépoc:

Mp6edpog: MaAdpou-MrTan BaaiAikiy KaBnyrirpia MaBoAoyikrig Avaropiag

MEéAn:  MamavikoAGou  Obuoccéag  Atig  Maieutikig-Tuvaikohoyiag  EZY,
Kahoyepdmrouhog Xpriotog AvatrAnpwrrig KaBnyntrig O@BaApoloyiag, AiGung Mewpyiog
Emikoupog Kabnynmig lNaBoAoyiag, BapBoAopdrog Mewpylog ME BioAdywy, Alefiou
MixarA TE larpikwv Epyaornpiwv kai Zrika MNoAdvra TE NoonAguTIKAG.

H MPOEAPOZ TOY ENIZT NIKOY ZYMBOYAIOY
/

MaAdpou-MriTton BaoiAikn
Kadnynrpia MaboAoyikrig Avaropiag



A TRANSLATION IN ENGLISH FOLLOWS.

GREEK REPUBLIC
MINISTRY OF HEALTH
6" DISTRICT HEALTH COUNCIL, PELOPONNESE, IONIAN ISLANDS, EPIRUS & WESTERN GREECE
UNIVERSITY GENERAL HOSPITAL OF IOANNINA
SCIENTIFIC COUNCIL
INFO: AIK. TSOLIKA
TEL: 2651099519
loannina, 18-12-2013
Protocol Number: 964
TO: The Associate Director
SUBJECT: Approval to conduct an observational study
RE: The document signed by the Director of the Nephrologic Clinic signed at 16-12-2013

You should take into consideration the above mentioned document. Also we inform you that
the Scientific Council decided (number of decision 25/18-12-2013), after having taken into
account the consent of the Scientific Research Committee, to approve the conduction of an
observational study, a proposal submitted to the Scientific Council by prof. Konstantinos
Siamopoulos, Director of Nephrologic Clinic.

The study title is: “Study of ultrasonographic evaluation of diastolic left ventricular function with
novel ultrasonographic techniques, evaluation of markers of arterial stiffness, cardiovascular
events and quality of life in patients with arterial hypertension, chronic kidney disease, end
stage renal disease, patients at renal replacement therapy and kidney transplant recipients” and
the study will be conducted in the Cardiologic and the Nephrologic Depts, the Hypertention
outpatient clinic and the Renal Transplant Unit, both under the direct supervision of the
Nephrologic Dept.

Coordinators of the study will be Cardiology Professor, Prof. Lampros Michalis, Cardiology
Associate Professor, Ms Katerina K. Naka, Nephrology Professor, Prof. Konstantinos
Siamopoulos and Mr. Rigas Kalaintzidis, Consultant.

This study concerns the ultrasonographic evaluation and the arterial stiffness of patients, age
greater than 18 years, that visit the Hospital with a history of hypetension, chronic kidney
disease and post renal transplantation, with or without coronary artery disease.

The above mentioned study is conducted as part of PhD studies.



Tested and approved:

1. Protocol of the observational study
2. Patient information and consent form

The scientific council accepts the written statement of the principal investigator that the
following are true:

1. The investigator and his co-investigators have the degree of specialization, the
experience and the capability to conduct this study

2. The Hospital has the appropriate number of patients, from whom the investigators will
choose these patients fit to participate in the study, in compliance with the time
schedule of the study.

3. The Hospital has all the needed materials mentioned in the study protocol, in order to
support the conduction of the study in the predicted time schedule.

The study will be conducted without any financial support from the Hospital.
The above mentioned protocol is thorough and in accordance with Ethical Committee’s rules.

The Scientific Council decides on the conduction of clinical studies taking into consideration the
current principles of the Good Clinical Practice (GCP) declaration of Helsinki and that its
composition meets the requirements of GCP.

The Research Protocol must be conducted in accordance to what is stated in the Ministeral
Decision with number AYF3(a) otk. 18910/19-2-2013 (DEK390/tB/21-2-2013).

The conversation for the subject in the Scientific Committee was attended by:

President: Malamou-Mitsi Vassiliki, Professor of Pathology, Members: Papanikolaou Odysseas,
Consultant Obstetrician-Gynaecologist, Kalogeropoulos Christos, Associate Professor of
Ophthalmology, Liamis Georgios, Assistant Professor of Internal Medicine, Vartholomatos
Georgios, BSc Biology, Alexiou Michael, Medical Laboratories technician, Zika Giolanta, RN.

The President of the Scientific Council,
Malamou-Mitsi Vassiliki

Professor of Pathology



