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Eldn stent ylo oTEVWOELC TOU
olcopayou
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TexVIKA Yo paKkTnPLoTIkA SLoBEoIUwWY

Product

Alimaxx-ES
Choostent
Evolution
HILZO
Hanarostent
Niti-S:
single-layered
Niti-S:
double-layered
SX-ELLA-HV

SX-ELLA-BD
Ultraflex

Wallflex

stents olcodayou

Manufacturer

Merit Medical
M.I. Tech
Cook

BCM

M.I. Tech

Taewoong
Medical
Taewoong
Medical
Ella-CS
Ella-CS
Boston
Scientific
Boston
Scientific

Placement

oTW
OTW
oTW
TTS/0TW
TTS/0TW
TTS/0TW

oTW

oTW
oTWw
oTW

oW

Material

Nitinol
Nitinol
Nitinol
Nitinol
Nitinol
Nitinol

Nitinol

Nitinol
Biodegradable
Nitinol

Nitinol

Diameter
stent body
(mm)
12/14/16 /18 /22
18/20/22 /24
18/20

20/22
18/20/22 /24
16/18/20/22 /24

16/18/20/22 /24

18/20
18/20/23 /25
18/23

18/23

Length (cm)

7/10/12

6/17

8/10/12
10/12/15

6/12
6/8/10/12/14/15

6/8/10/12/14/15

8.5/11/13.5/15
6/8/10
10/12/15

10/12/15

775 through-the-scope, OTW over-the-wire, mm millimeter, cm centimeter, FC fully covered, PC partially covered, UC uncovered

20otnpa toroB<tnone (MapaAAnAa pe evéookormnio, OTW, TTS)

Cover

FC
FC
FC/PC
FC/PC
FC
FC/PC

FC+ UC

FC
uc
PC

FC/PC



OL00OYLKEC OTEVWOELC

* KaAonOeic



KaAonBelc otevwoelc olcopayou
AladopeTikn atttoAoyia Ta TeEAsuTOLA XpOVvLaL

*[OlN
*KOLUOTLKEC

OUGLEG ,
-AKO Meta

eMTX EVOOOKOTILKEG
ENEUPACELC
(Barrett)
EMR/ESD/RFA




Stent oe kaAonBelc otevwoelc (avBeKkTKN
kaAonOnc otevwon-RBES)

e AVOTOMLKOC TIEPLOPLOUOC TOU auUAoU amo avamtuén wwodoug
OUVOETIKOU LOTOU XWPLE TNV mapouacia AEYLOVAC

-Aduvapia avaktnong
TOU gVpou¢ ota 14mm

-2€ 5 ouvedpieg

-2€ peocodiaotipata 2
BSopadwv

Aduvapia dtatpnong
LKOLVOTTOLNTLKOU EVPOUG
14mm yia 4 eBSoNASEC

Kochman ML et al, GIE 2005




OepamevuTikoc alyoplOpoc o kaAhonbn otevwon

T 7’ L4

Benign esophageal stricture

v
Dilation (Savary or balloon) up to 16-18 mm (up to approximately 5 sessions)

Dilation combined with intralesional 4- quadrant triamcinolone Incisional therapy for Schatzki rings and
acetate injection (max. of 3 sessions and only prov "85 (maximum of 3 sessions)
strictures)

v

(Temporary) Stent placement (fully covered self=expandable stent) or biodegradable stent

v
Self bougienage for proximal strictures

l

Surgery

Van Boeckel P & Siersiema P, Current Treatm Options Gastro 2015




ALOLOTOAEC ME KNPLOL VS UITOAOVL

Review Article

Endoscopic Dilation with Bougies versus Balloon
Dilation in Esophageal Benign Strictures: Systematic
Review and Meta-Analysis

5RCTs (461 ac0), fu 12 mo

v Kapia Stadopd petaft twv pedodwv (Odeon
CUMMTWHATWVY, UTTOTPOTTH, atpoppayia, diatpnon)

v AL TOAR) HE MITAAOVL ALlYOTEPOC MOVOC HETA
enéuPaocn (RD 0,27 95%IC -0,42 to -0,07, p=0,007)

latagan Josino et al, Gastroenterol Res & Practice 2018




AL0OTOAEC Vs stent

The role of endoscopic dilation and stents
in refractory benign esophageal strictures:
a retrospective analysis

N=1046 acO® ' AwactoAes m

KAWLKN 70,9% 35%
ETLTUYLO

Mepiodog 3,7 mo 2,3 mo
eAeLBepn (95%Cl 2,7-5)  (95%Cl 1,5-3)

duodayioag

v'H eAeVBepn Suodayiog mepicEcs EXEL YPAMUIKA
avénon ne to xpovo (avénon katd 12 puépecg ava
evbéookormkn Tx)

v OL SLOLOTOAEG MELWVOUV TOV apLlOUO Kat GuxveTnTa
nopeUBACEWV

v'H auttohoyia propei va mpoPAEPEL TO AMOTEAEOHA TG
ev6ooKoTIKAG Oepareiog

Lu et al, BMG Gastroenterology 2019



Clinical outcomes of self-expandable stent placement
for benign esophageal diseases: A pooled analysis of the
literature

Emo E van Halsema, Jeanin E van Hooft

World | Gastromntest Endosc 2015 February 16; 7(2): 135-153

8 npoontikeéCG peAEtec (232 acH)

FCSEMS( | BD (n=77) | SEPS Overall
n=85) (n=70)

KAwvikn 14,1% 32,9% 27,1% 24,2%
EMITUY L

MetavaoTteu- 24,6%
on

EmutAokEg 31%

MoAU xapnAd mocootd emituyiog

AwadopeTiKiG attioAoyiog avOeKTIKN oTéEvwon??




Clinical outcomes following stent placement in
refractory benign esophageal stricture: a systematic
review and meta-analysis

Fuccio Lorenzo et al. Stent placement in refractory benign esophageal stricture ... Endoscopy 2016; 48: 141-148

KAwikn anoteAeopatikotnta 40%

Nocootd petavacteuong 29%

Publication % Publicatiol” .
Reference  year Odds (95%CL) Weight Reference  year Odds (95%CL) Weight
Song 2000 - 0.92(0.42,202) 594 Song 2000 - 0.14(0.04,046)  4.56
léfepic‘l1 gg% e ;-% E(l)-ég. ;46-;)7) 3-‘113 Repici 2004 S B 0.07 (0.01, 0.54) 2.44
vrar o . .60, 6. 3 Evrard 2004 | —l—— 2.00 (0.60, 6.64) 4.58
Karbowsky 2007 —— 0.56(0.19,1.66)  4.77 Karbowsky 2007 —@—  075(0.26,216)  5.12
Dua 2008 —- 0.46 (0.23,0.91) 6.34 Dua 2008 —m 0.27 (0.12,058)  6.32
xamn 2008 0.06 (0.01, 0.44) 2.46
im 2009 = 0.34(0.18,064) 6.9
Repic 2010 Reference (95%CL) Weight 0.11(0.02,045)  3.74
Bakken 2010 - ___ | Hll— 1.17 (0.39, 3.47) 4.00
el e e Song 2000 . —-213(092,491) 7.2 g 0790036173  6.27
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*18 peAetec (444 acO) B8 2012 — = um0mos 1
—-

'SEMS/SEPS/BD lena 2012 0.05 (0.00, 0.86) 1.68

put 2013 0.14(0.05,035)  6.54
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HETAED TOUC srall (I-squared = 55.3 %, P= 0.001) . 4 0.26(0.18,039)  100.00
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AveTIOU LNTEC EVEPYELEC OTTO TN XPNoN
stent oe kaAonBn otevwon

Table 2. Overview of adverse events related with esophageal stent placement for different indications

Indication
Malignant dysphagia®® Benign dysphagia®’ Es
n=1017 n=232
Serious adverse event (%)
Major bleeding 8.0 3.0
Aspiration pneumonia 5.0 1.3
Perforation 2.0 1.3
Adverse events (%)
Retrosternal pain 30.0 4.3
Reflux symptoms 7.0 §
Recurrgnt dysphagia 31.0
11.0
gvergrowth 14.0
Food obstruction 7.0 2.2

n number of patients, % percentage; ° retrospective cohort analysis; “* systematic review and pooled meta-analysis



Aodpalela adaipeonc stent
Adoalpeon —moTe??

ATiouola  OUYKPLTIKWV
LEAETWV yLa
SladpopEeTIKA
TPOCEYYLON

[evika oPOLUoVN
FCSEMS/SEPS 6-8 wks
Méexpt 12 wks

Kivbuvog¢  avamtuéng
UTTEPTTIAQLOTLKOU
Lotov/eykAwBLopou
stent

*214 ao0, 329 adaipsoslc stent
*ErtunAokéc 10,6%

*JoBapeg emnAokég 2,1%
*PCSEMS napayovtag KtvdUVou yLa EMIUTAOKEG

‘EAAewdn cuoxEtiong
v'Me XpOvo tapapovig Tou stent
v'Me eykAwBLopo tou stent

Van Halsema A et al ,GIE 2013
Spaander M et al , Endoscopy 2016



Stent in stent technique

. TonoBétnon FCSEMS Adaipeon kol Twv 2
TIOU UMEPKAAUTTEL TO stents peta 10-14
PCSEMS MEPEG —EAAXLOTEG
ETUNTAOKEC

ESGE suggests that FCSEMSs be preferred over PCSEMSs for the treatment of
refractory benign esophageal stricture, because of their lack of embedment
and ease of removability (weak recommendation, low quality evidence).

]
ESGE recommends the stent-in-stent technique to remove PCSEMSs that are

b v g v (B eomer i, ow Ay o
dence). ’




Esophageal stenting for benign and malignant disease:
European Society of Gastrointestinal Endoscopy (ESGE)

Clinical Guideline

ESGE

Manon C. W. Spaander’, Todd H. Baron?, Peter D. Siersema’, Lorenzo Fuccio®, Brigitte Schumacher®, Angels Escorsell®,
Juan-Carlos Garcia-Pagan®, Jean-Marc Dumonceau’, Massimo Conio®, Antonella de Ceglie”, Janusz Skowronek'®,
Marianne Nordsmark'’, Thomas Seufferlein’?, André Van Gossum'?, Cesare Hassan'®, Alessandro Repici'=,

Marco }J. Bruno'

Authors

ESGE recommends against the use of SEMSs as first-line therapy for the man-
agement of benign esophageal strictures because of the potential for adverse
events, the availability of alternative therapies, and costs (strong recommen-
dation, low quality evidence).

I
ESGE does not recommend permanent stent placement for refractory benign
esophageal stricture; stents should usually be removed at a maximum of 3
months (strong recommendation, weak quality evidence).



Evoookoriikn Bepamneia o kaAonOeLg oTEVWOELC
olcodpayou—cuvoAlkn Bswpnon & mpoBAnuatiopol

Ataotolec (pmaAovi/knpla) eival n Baotkn
neBobog aviueTwmnong

MpooBeta peoa (tpLapotvolovn/diatoun) ®

Av UTtOTpOTI MPOCWPELVH TotoBEtnon stent
(FCSEMS, BD)

AocddeLa OYETIKA UE TNV aLTLOAoyia TNC
OTEVWONG Kol TN $UOLKNA LoTopia TNG

Mropet v AndBoUV tpopUAOKTIKA HETPA
?? (polyglycolic acid peta amo ESD)

Homs MV et al, Endoscopy 2004

Vermeulen B et al, Curr Treat Options Gastro 2018
Siersema P, Gastroenterology 2018




OL00OYLKEC OTEVWOELC

* KakonOeic



H B€on tnc evbonpooBeonc oe KakoNBeLC
OTEVWOELC TOU oloodayou

Evbeielc

* Aveyyxeipnto Ca otcodpayouv/KOz2

e Jupiyywo (Ca nvevpova, pecoBwpakiou,
LeTaoTATIKO Ca)

* [ieon &K TWV €W

2TOXOC

*AlaTipnon pos ottionc-kan Bpédn
*BeAtiwon mowotntac {wnc

Homs MV et al, Lancet 2004




H evbompoBeon evavtt aAAwv peBodwv oe
KOLKONOELC OTEVWOELC TOU 0Lo0dAYOU

+* ALOlOTOAEC
< OepULKEC LEBOSOL

2 Stent 53 RCTs (3684 ac0)
ssEvéoauAwn BpaxuBeparneia aveyxeipnto Ca ogcopayou

SEMS aodalnig, amoteAeopatiky HEO0dog, apeon ywa tnv avakoUvdpion amod tn
duodayia o€ oxéon pe aAAeg pe@odoug

EvaAlakTika n evd. BpaxuBepaneia propei va npoodépel emMAEOV 0TO MPOCGSOKLULO
emBiwong pe kaAn mowotnta {wng

Av KaAUTtepn MPOoyvwon v BpoaxuBepaneia KaAAUTEPA LOKPOXPOVLA ATTOTEAECHOTA

Juvdbuvaopol PBpoxuBepanciag pe SEMS i AKO pewwvouv tov oplBuo twv
ENAVeENEUBACEWV

H xprion Aakapmntov nAaotikol cwAnva HoOvn 1 o€ cuvduaono HE GAAOL HECO Kal N
XMO amd piévn tng 6ev ocuviotwvtol w¢ mapnyopkn Ospaneia Adyw uynAol
BaOpou P LWV eMUTAOKWYV Kal uttotpomnng Sucdayiog

Homs MYV et al, Lancet 2004

Steyerberg EW et al, GIE 2005
Dai Y et al, Cochrane Database Syst Rev 2014




RCTs yia stent orocodayou o kakonodn
otevwon (amoteA€éopoto/enUTAOKEC)

Siersema PD et al,
GIE 2001

Sabhawal T et al,
Gut 2003

Conio M et al, AJG
2007

Van Heel NC et al,
GIE 2012

100 acHO

53 acB

101006

125 acB

PC Ultraflex
PC Flamingo
FC-Gianturco Z

PC Flamingo
PC Ultraflex

Polyflex
Ultraflex

Ultraflex
Niti-S
Polyflex

NS

NS

Yrotponn
duodayioag
Ultraflex 52% vs
Niti-S 31%

NS

Metavaoteuon
>Polyflex

Polyflex
QTOTUXNAG
TomoBetnon
(17%)/uetavac
Tevon



ErtutAoKkeC armo tn xpnon stent otcodpayouv os

Kakonln otevwon

AvaSpoLkn) HEAETN TapATAPNONG

20 €tn
MovoKevTpLKN

Serious adverse event (%)
Major bleeding

Aspiration pneumonia
Perforation

Adverse events (%)
Retrosternal pain

Reflux symptoms

Recurrent dysphagia
Cause:
Stent migration

Tissue in-/overgrowth
Food obstruction

Indication

Malignant dysphagia™®
n=1017

8.0
5.0
2.0

7.0

11.0
14.0
7.0

Reijm AN et al, Endoscopy 2018




FCSEMS vs un ermikaAuppevo o kakondn BAaBn
TOU olocodayou

* [poormtiki RTC

FCSEMS
e Caowodayou/KOZ

e 62 006 ErnavenépBaon 0% 27% 0,002

e Avaykn yla
eMAVEMEUPOON Lo
Sduodayio/petakivn Metokivnon 4/32 2/30 0,44
on

* Fubpuv

Anodpadn 1/32 9/30 0,005

Vakil N et al ,AJG 2001




[MANPWC N LEPLKWC ETILKAAULLEVOL SEMS??

Copac stud :
pac study.

[MTOAUKEVTPLKN

RCT

98 acb

Ca olcod/kapb.

BaOuoc

omtObPOENC | [FCSEMS |PCSEMS |p
UTTOTPOTIN 19% 22% p=0,65

FC‘SEMS VS PC‘ OLT[C’)(I)pOL&]C

SEMS SoBapic 38% 47%* P=0,34
ETIUTAOKE

Fu 6 uv “

Didden P et al, Endoscopy 2018




[lolo stent??
SEPS vs PCSEMS o€ kakonOn otevwon olcodayou

Npoontikn,RCT
101 ac6

Polyflex N=47 Ultraflex N=54
Emtituxng tono0étnon 98% vs 100%

4 Table 3. Major Complications*

Polyflex (46) Ultraflex (54)

(9%

<7 days after stent placed

~ Perforation |

4 Polyflex Hemorrhage 2 -
|

r Ultraflex Migration of device

\ ~— >7 days after stent
l ' Tumor overgrowth
Migration of device
Hyperplastic tissue reaction
0 : — I S Food bolus impaction

0 7 30 6 9% 120 150 18 Fistula
Total complications

Days . . o
*3 patients experienced > | complication
—

r2

—

Dysphagia score

[ R S R ™

o

Conio M et al, AJG 2007




Xpnon stent o.ocodpayou wc yebupa
TPOC XELPOUPYELO??

Meta-avaAuvon

9 peAéteg N=180 acO EAC npo XMO
SEPS ( 5/9 pehéteg =41% acb)

Table 3 Standard difference in means and 95% CI for patient outcomes

Outcome Sianda;d’&ﬁrenmeans Standard error 95% CI I? P value
Dysphagia scores -0.81 0.15 -1.1 to -0.51 59.72 0.01
Increase in weight 0.591 0.434 -0.261 to 1.442 86.98 <0.001
Increase in serum albumin 0.35 0.271 -0.181 to 0.881 70.68 0.01

Table 2 Overall odds ratio and 95% CI for patient outcomes

Outcome /E@n rate\ 95% CI I? P value

Successful placement 0.95 0.895-0.977 0 0.76

Stent migration 0.32 0.258-0.395 0 0.82

Chest discomfort 0.514 0.206-0.812 82.16 <0.0001
\/

Nagaraya V et al, J Gastrointest Oncol 2014

Conio M et al, Dis Esophagus 2010



Esophageal stenting for benign and malignant disease:
European Society of Gastrointestinal Endoscopy (ESGE)
Clinical Guideline

ESGE

Authors Manon C. W. Spaander’, Todd H. Baron?, Peter D. Siersema’, Lorenzo Fuccio®, Brigitte Schumacher®, Angels Escorsell®,
Juan-Carlos Garcia-Pagan®, Jean-Marc Dumonceau’, Massimo Conio®, Antonella de Ceglie”, Janusz Skowronek'®,
Marianne Nordsmark'’, Thomas Seufferlein’?, André Van Gossum'’, Cesare Hassan'®, Alessandro Repici’'~,

Marco }J. Bruno'

=
ESGE recommends placement of partially or fully covered self-expanding
metal stents (SEMSs) for palliation of malignant dysphagia over laser therapy,
photodynamic therapy, and esophageal bypass (strong recommendation,
high quality evidence).
N

For patients with longer life expectancy, ESGE recommends brachytherapy as
a valid alternative or in addition to stenting in esophageal cancer patients with
malignant dysphagia. Brachytherapy may provide a survival advantage and
possibly a better quality of life compared to SEMS placement alone. (Strong
recommendation, high quality evidence.)

[
ESGE recommends against the placement of nonexpandable and expandable
plastic stents for the palliation of malignant esophageal strictures (strong re-
commendation, high quality evidence).

ESGE does not recommend SEMS placement as a bridge to surgery or prior to
preoperative chemoradiotherapy. It is associated with a high incidence of ad-
verse events, and other satisfactory options such as placement of a feeding

tube are preferable. (Strong recommendation, low quality evidence.)



Stent olocodayou oe kakonBelc
OTEVWOELC —OUVOALKN Bswpnon

MAeovekTnpata MelovekTpata
e 2xeOOV MAVTIOTE ETMUITUXNG * Ynotponn duodayiac (1/3
TomoBETnon MEPUTTWOEWV)

e Apeon Abon tnc duocdayiac ¢ EmutAokec (apoppayia,
(evtoc 24h) aAyoc, ouplyylo)

* MpoPAnua n tornoBeTNON
OTOV AVWTEPO olocoPpayo

Homs MV et al, Endoscopy 2004
Vermeulen B et al, Curr Treat Options Gastro 2018




Kivbuvoc diaomtopac amno diatpnon

* EpWINUATO OXETKA UE TNV OYKOAOYLKN TIPOYyvVWon Twv aob. e
Evao. BewpnTkA LAOWWO Kapkivo, €lOKA o€ TEepimTwon

6 lann 0"] C ?? Sloothaak D et al, Conference: UEGW 2013
Gorissen KJ et al, BrJ Surg 2013

SEMS w¢ SURGERY
védupa

Yriotpor otnv ~ 42% 25% p=0,027
Setia

Yrnotpornn o€ 83% 26% p<0,01
dlatpnon

EruBiwon/ Xwpig

Bvntotnta Stadopeg

Guo MG et al, Dig Dis Sci 2011



MpoBAnuatiopotl

2

®
A€V UTIOPXOUV LEAETEC LLE OYKOAOYLKO —

TMPWTOYEVEC KATAANKTLKO ONUELO

Aev vrtapyouv peAetec pe uPnAo level of
evidence

CODOMO STUDY, COBRA trial

[MoLoc eival o peyaAuvtepo kivouvo yla
diatpnon??

H B€on Twv veoTtepwV BEPATELWY OE OXEON LLE TLC
evOOTIPOOBDEDELC



Mnyaviopot BeAtiwonc tou stent??

e Avti-rtoAwvdpoptka (anti-reflux)
xapaktnplotika (epmodilel tnv
noaAwvdépounon, tnv owcodayitda, TNV

R

o AVTL-|E
XOPOKT

Sreedharan A et al, Cochrane Database Syst Rev 2009
Uitdehaag MJ et al, GIE 2010

Choi SJ et al, Scand J Gastro 2011
Walter D et al, Endoscopy 2014




Anchoring of self-expanding metal stents using the
over-the-scope clip, and a technique for subsequent
removal

Authors Sandhya Mudumbi’, Jacobo Velazquez-Avina’, Helmut Neumann'~, K. R. Kyanam Kabir Baig’, Klaus Ménkemiiller’
Mudumbi Sandhya et al. Over-the-scope dlip for stent anchoring... Endoscopy 2014; 46: 1106-1109

e 12 aoB

* Avadpouikn HEAETN

* Tpay/owood cupiyylo 7

Mty Staduyn 4

 Awatpnon 1

* Emtuxng tomoBetnon 100%
 Metavaotevon 2/12 (16,7%)
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2UMTIEPAOHLOTOL

H xpnon twv stents ot KAAONBELC OTEVWOELC EXEL ATIOYONTEUTIKA
QTIOTEAEO AT KOLL TTOAAEC ETUITAOKEC

H OwaotoAy (pe pmoAoviy/knpla) mopapevel n PBaowkn HEBodOC
QVTLLETWTILONG

OL KaKONBELC OTEVWOELS TOU TIEMTLKOU CWANvVA UIOpoUV KaTtd Kavova
VOl QVTLUETWTILOTOUV EVOOOKOTILKA KUPLWCE e ToTtoBETNON Sstent

H peBodog elval yevika omoteAeopatikny Kot aodpaAng edwka o€
€EELOIKEVEVAL KEVTPA KOl OE TIEPLUMTWON EMUTAOKWY N €vOOOKOTINON
LUTTOPEL TTAAL VO TTPOODEPEL ONUAVTLKA

Mpooektikn emloyn aocBevwv oe atoulko eninedo (eiboc otevwong,
Slabcolpa peoa, mpoyvwon vooou)

2Tevn mapakoAouBnon HeTA tnv tomobetnon & cuvepyoaoia petaly
TWV EEELOIKEVIEVWV

BeAtiwon oto oxedblaopo twv stent kat KatdAAnAn ekmaidevon twv

EVOOOKOTIWY  UMOpPel va  emupepel  €€AlPETIKA  ATMOTEAEOHATO
BeAtwwvovTtag tnv ototnta {wn¢ Twv acbevwy
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