EONIKO KAI KAITOATETPIAKO ITANEIIIZTHMIO AOGHNON
TMHMA JATPIKHZ

IMPQTOKOAAO EPEYNHTIKHE AMAQMATIKHE EPTAZIAY

Tithog: Zvvévaopdc texvitig vonuoosivng kar Endocuff™ Vision oy
aviyvevon) 0pBo-KoOMKAV VEOTAACNATOV 6E TPUYRATIKS YPOVO
KOMOVOGKOTN OGNS

Y roumoeioc Siddxkropac:

- leodvwng Zracwvog

TouBovAsVTIKNA EMTPOTH

- Tedpyog Kapapoavding
- ®sodocdémoviog Pcodoorog
- Blayoywvvaxog lodvvng

Iepiknyn perémg

O xapkivog tov mayfog eviépov (KIIE) amotehel ofpepa Tov cLYVOTEPO KAPKIVO KAl TN
deh1epn arrio Bavarov and kapkivo oty Evpdmm pe >400.000 véeg nepurtdosig kon >200.000
Bavatovg emoine. H xohovookdmmom arotelrei Ty e€étaom exhoyng yur v apoinym KIIE,
emrpémovtag Ty coaipeon Tpédpopmv aArodoEOV/BAafdv YVooTéc og adevodpata.

To mocootd aviyvevong adevopdrov (ITAA) arotelel Evav and Tovg MO oNpavTIKOVG SEIKTES
oM Tag TG KoAovookdmmong. [epinov Y4 twv adevopdtov propei va xabody ot Sidpxeia
MG KOAOVOOKOTN oG 0KOUO KAl ard TOVS o EUTELPOVS EVOooKOmoue. To yeyovdg avtd exet
oLoYETIOTEL Pe avEnpévo kivduvo eppdviong eviuiduecov kapkivov Sniadn petald tov
SWCTNUATOV ETMTHPNONG TOV 0.oHEVONC.

Zmv mpoorndBew. PBertiwong tov [MTAA  €youv dokipaotel Srdpopeg TPAKTIKEG OTWC 1
EVIQTIKOTOIMON TNG TPOETOAGING TOV EVTEPOV, 1) Sretiipnomn Bpaditepov puBpds andovpons
TOV KOAOVOOKOTIOV, 1| aAAayn Béomg tov acBevoic xatd T dudpkew g amdoLPonS Kat

XOPNYNON QUPHAK®OV HE CTACHOAVTIKY dpdom.

Zmv npoondBea Peitioong tov [TAA 1o tekevtaio ypdvia £0VV CUVTEAECTEL OUOVTIKES
teyvoroyikée eferifer. Ta ovuyypova evdooxoma SabETovv €VPLYOVIOVE QAKOVE Kat
CUCTANOTA YMPLOKTG YP@OROEVSOoKOTONG. YAAPYOUV EMONG GLOKEVESG MOV £papudlovat
®¢ TPOEKTACT) OTO GKPO TOV EVBOGKOMOV. M Tétowe cvokevt| sivan To Endocuff™ Vision.
H xpfion tov ée1 ©¢ oxomd va amokoAdyer 6oo 10 dvvatd PEYOAVTEPN EMWPAEAVEIL TOL
Brevvoydvou emruyydvovtag TV KOTAoTUoT] TOV TTUXMY, UE CTOTEAECHA VI AVUSEIKVOOVTOL






TOAOTOBES OV PMOPEL Vo S1opiryouv TIg TPOsoxfic Tov evdookomov. H ypfiom mg texvntic
vonuoouvvng amotelel Ty mo Kawotdpo e£EMEN oy ev80OKOTMON KUl GTNV QVIXVELGT
TOAVTOSMV GE TPAYUATIKO YPOVO KOAOVOCKOTNOTG.

Oheg o1 Tapandve Texvoroyieg, &Exmpiotd, £xovv doKipactel o8 PEAETEG TOL ATOSEIKVOOLY
nwg Bedtdvouy 10 ITAA edg éva Babpd. Tlapapéver 10 epd™Ha av 0 cuvdvaouds dvo
TEVOLOYIDV urtopei va BeiTioTonmomioet 10 anotéieopna. O oTOX0G TG CUYKEKPIHEVTC HEAETNG
eivar va Siepsuviioer edv 1 cvvdvaoTiky gprion tov Endocuff™ Vision éxer enintoon omv
enidoom TOV CLCTHNATOS TEYVITHS VONHOGUVNG GV AVIXVELCT) TOAVTGIOV Kal ASEVOUATOY.
ITpokertar yua TPOOTTIKY, TUYXOTOMUEV UEAET oV omoia acBeveic Ba vroPdiiovian ot
KoAovook6men vrofonBovuevn pe T XPion GUOTANATOS TEXVNTIC VONROoTUVNG pe T x@pig
™V mpoothixn tov Endocuff™ Vision.
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Abstract

Colonoscopy screening with the removal of adenomas is the gold standard
strategy to reduce colorectal cancer (CRC) incidence. Nevertheless it remains an
imperfect tool as nearly 25% of adenomas can be missed during colonoscopic
inspection even by experienced endoscopists[1]. Missed lesions is one of the primary
reasons for post colonoscopy colorectal cancer (PCCRC) and is associated with a
significant variability in Adenoma Detection Rate (ADR) which is the most important

quality indicator for colonoscopy [2]-[4].



Measures to improve ADR include optimising bowel preparation, slower
withdrawal time, use of antispasmodics, improved training, and position change [5]-
[7]. The introduction of optical imaging innovations and technological developments
such as electronic chromoendoscopy, wide-angle colonoscopies and retrograde
viewing devices has improved mucosal visualisation [8].

Digital image analysis using artificial intelligence (Al) is the latest approach to
polyp detection. The addition of real-time Computer-Aided Polyp Detection (CAD) to
colonoscopy resulted in a 14% absolute increase in ADR in a randomised, multicentre
study, demonstrating its efficacy in improving the detection of colorectal neoplasia at
screening and diagnostic colonoscopy[9]. However, it must be taken into account that
the image presented to any Al corresponds precisely to the image of the endoscopist.
It is, therefore, dependent on the degree of the mucosal exposure. Lesions that are
out of the standard field of view cannot be recognized.

Auxiliary devices attached to the tip of the colonoscope aim to expose a larger
amount of the colonic mucosa by flattening the folds and reveal lesions hidden in the
blind spots. A randomised multicentre study demonstrated an improvement in ADR
when using the Endocuff™ Vision with additional advantages gained by obtaining
scope tip stability and a safer operational platform[10].

All the above approaches separately are proven to improve ADR, yet it needs
to be investigated whether the combination of two or more approaches offers an
additional advantage

Computer-aided diagnosis (CAD) potentially promises the reduction in
colonoscopy performance variation. Polyp recognition is the main factor currently
addressed by CAD. However, polyp detection does not only depend on polyp
recognition as it is also affected by the degree of exposure of the mucosa [11]. Lesions
located in the proximal side of the folds or narrower colonic segments can be missed
even by experienced endoscopists. Thus, the actual effect of CAD on detection of
colorectal neoplasia is still unclear.

With the aid of Endocuff™ Vision, we aim to improve access in the large bowel
by flattening colonic folds and manipulating them away from the field of forward view.
We hypothesise that the addition of Endocuff™ Vision to CAD could potentially
improve neoplasia detection by providing better fold retraction, a wider field of view
and better scope tip stabilisation when compared to CAD alone. We also hypothesise



that Endocuff™ Vision may have a positive effect on scope insertion time, caecal or

terminal ileal intubation, and patient comfort and satisfaction.

This clinical randomised prospective tandem study will be conducted in

subjects referred and scheduled for screening, surveillance or diagnostic colonoscopy

through the symptomatic service, and will compare CAD colonoscopy with CAD &
Endocuff-Assisted Colonoscopy (CAD&E).
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