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NepiAnyn

ITOXO0G

Mpwtapxtkog okomdg autrg tng dtatptBig eival n oclykplon TN
QITOTEAECUATIKOTNTAG KOt TNG aoPAAELag SU0 EYKEKPLUEVWV VIO TNV
QVTLIHETWTTLON TNG HEQ avTl- ayyELOYEVETIKWY PAPUAKWY ,0MWE AUTEC
HeTadppalovral Kupiwg HE TN ouxvoTnTa EpAaviong pREEWVY TOU HEAGYXPOU
gruBnAiou, Tnv av§non g omtikng ofUTNTAg Kot TN S16PBWaN AVATOUIKWY
avwHoALWY Onwg n peiwon tou VYPoUG TG AoKOAANGNG Kal N HEiwaon Tou
Umo- ko evdo- apdiBAnotpoeldikol uypol. Asutepelovteg otoxol Ba eival n
npoomndaBela avixvevong véwv Blodeiktwy mou npodtabétouv otnv epdavion
pnéng tou peldyypou emBnAiov.

MeBodoAoyia

Acbeveig ave tov 60 1OV IOV TAGKOVY GO VEOUYYEINKT] ATOKOAANGT) TOVL
neAdyypov embniiov ota mhaicw Hakuakng Ex@oiiong g Qypac Kniidag Oa
tomofetnBolv 6 6VO 16OTOGES OUADES, e PAOT TOV AVTI-AYYEIOYEVETIKO
napayovta mov Ba toug yopnynbei. Ztov mAnBuouod 1 Ba yopnynbei to eapuaxo
ranibizumab o€ popen evéobaroeidikng Eveong, o avtibeon pe tov tAnboopd
2 mov Ba Aafer Tov avti-ayyeloyevetikd mapdyovta aflibercept eniong oe popor
EVOODUAOELSIKTC EVEONG.

Ot acBeveig Bo akorovdcOVY CUYKEKPIUEVO BEPUTEVTIKO TPOTOKOAAO
avaAoya pe To eappako mov Ha toug yopnynOei:

» [TAnBvopuoc 1 (Ranibizumab): 3 umviaieg
eVOODAAOEIOIKES EVEGELS MG OG0T POPTIONG KOl OTN
ocuvvéyxewn Ba vropfaiiovial og pnviaia
napaxorovdnon kat Bepaneio according to need (PRN
protocol) (62).




» [TAnBvouoc 2 (Aflibercept): 3 unviaieg
EVOODUAOEIDIKES EVEGELS MG DOGT) POPTIGNG KA1 GTN
ocuvéyewn Ba vropariovtal 6e mapakorovOnoT kGOe
dvo univeg kat Oepaneia according to need (PRN
protocol) (62).

H pnviaio tapakorovdnon tov acbevov o anoteieital amd HETPNOT OTTIKNG
o&vmrag, fubookomikd Ereyyo kat e&étaon OCT
Ta tehikd anoteréopate mov Ba agoroynBolv Ba eivar Ta e€ng:
1. H ovyvomta epeavions piéng perdyypov embniiov
2. AMAoy€S 0TIV GpYIKT) OTTTIKY) oEuTn T
3. Ot ahhayég otV avatopia Tov apEPANGTPoEdov
TPV KAl PETA TO TEAOG NG Bepameiog
» ehdttoon tov Byoug s AME,
» Meiwon £voo 1) vTo-apPIPANGTPOEIdIKOD
vypov (IRF,SRF)
4. O apBuoc tov evésewv mov Ba yopnynBoiv ce kabe
TANBLGHO KaTd PHEGO OpO.
5. Avaivon mopaydvimv Kivdivov yio epeavion pnéng
T0L peAdyypov embnAiov kal aviyvevon mbavov
VEOV BLOJEIKTOV TOV GLUPAAAOVY GTNV ETNTOGCT) TNG

EMMTAOKNG
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Purpose

Primary goal of this study is the comparison of the efficacy and safety of two
anti-VEGF drugs (aflibercept and ranibizumab), as they translate?? with the
frequency of occurrence of retinal pigment epithelial (RPE) tears, the increase
in visual acuity and anatomical changes such as the height reduction of
pigment epithelial detachment (PED). Secondary aim of our study will be the
identification of new biomarkers who might predispose the occurrence of RPE
tears.

Methods

Treatment naive patients over 60 years old suffering from neovascular PED
due to AMD will be divided in two groups based on the anti-Vegf drug that
they will receive. Group A will receive intravitreal injections of ranibizumab in
comparison with group B in which will receive intravitreal injections of
aflibercept. Patients are going to follow a strict treatment protocol based on
the drug they are receiving:

» Group A: 3 monthly injections as a loading dose followed by
monthly visits and treatment according to need based on
the PRN protocol

» Group B: 3 monthly injections as a loading dose followed by
visits and treatment according to need (PRN protocol)

Monthly visits will include measuring of visual acuity, fundoscopy and OCT
examination.
Main outcome measures:

1) Frequency of RPE tears occurrence

2) Changes in visual acuity

3) Anatomical changes of the retina

4) Mean number of injections that will be administered in each subgroup



5) Evaluation of possible RPE tears risk factors and identification of new
biomarkers who contribute in the increase of RPE tears.



