Variabilita snizeni bolesti
béhem koloskopie s vodni vymeénou
mezi jednotlivymi endoskopisty
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Vodou asistovana koloskopie (WAC)
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Efektivita WAC

v'WAC (WI + WE) > { intraproceduralni dyskomfort u nesedovanych a
minimalné sedovanych pacientu
—> non-inferiorni zachyt neoplastickych lézi

= bezpecna, levna a bézne dostupna alternativni technika

(Leung FW et al. Gastrointest Endosc 2012, Rabenstein T et al. Endoscopy 2012, Hu D et al. Tech Coloproctol 2013,
Leung FW et al. Gastroenterol Clin North Am 2013, Hafner S et al. Cochrane Database Syst Rev 2015,

v'WE (x WI, Al, CO,) = { real-time maximum insertion pain

(Hsieh Y-H et al. Am J GE 2014, Cadoni S et al. Gastrointest Endosc 2015,
Cadoni S, Falt P et al. Clin Gastroenterol Hepatol 2015, Garborg K et al. Endoscopy 2015)

v'WE (x Al) = { dyskomfort u specifickych skupin pacientd (anamnéza brigni

operace, dolichokolon, IBD)
(Leung FW et al. J Interv GE 2011, Luo H et al. Gastrointest Endosc 2013, Falt P et al. J Crohns Colitis 2015)




Cil studie

v'agregace dat ze 3 podobné designovanych multicentrickych
randomizovanych studii

v'posouzeni variability snizeni bolesti béhem zavadéni koloskopu s
pouzitim vodni vymeény mezi 10 riznymi koloskopisty




Metodika

v'3 RCT - NCT 01781650 (WE x WI x Al) - diagnostické koloskopie
- NCT 01780818 (WE x WI x Al) - screeningoveé koloskopie

- NCT 01954862 (WE x WI x CO, x Al) - diagnostickeé koloskopie
(vyrazeni pripady se zménou techniky zavadéni - n = 1200 - 1091)

v'3 centra - S. Barbara Hospital, Iglesias, Italy (Cadoni S et al.)
- N.S. di Bonaria Hospital, S. Gavino Monreale, Italy (Sanna S et al.)
- Vitkovice Hospital, Ostrava, Czech Republic (Falt P et al.)

v'celkem 10 zkuSenych koloskopistt (3 3-10.000 koloskopii)




Metodika

v'nestratifikovana randomizace, zaslepeni pacienta

v’ ,on demand” sedace (nabizena pfti skdre > 2 na stupnici 0-10)
v'real-time maximum insertion pain (0 = Zddnd, 10 = maximalni bolest)
v’ komfort pfi skonc¢eni a do 30 min po vykonu

v'ostatni parametry vykonu (IT, WT, PET, BBPS, WV, sedace, délka pfistroje,
ADR, ADR, HPDR, komplikace)

» vodni vyména (WE, Water Exchange)
» vodni imerze (WI, Water Immersion)
» insuflace plynu (Al nebo CO,)




Vysledky




Baseline characteristics
(n =1091)

WE Wil AICD
P value®
N=371 MN=338 N=382
Age, years, mean _ _ _ -
- 2 2 27
(+5D) 29 (12.2) 59 (11.5) 59 (12.0) 0.627
Females, 11 (%) 149 (40.2) 140 (41.4) 151 {39.5)
0.873
Males, n (%) 222 (59.8) 198 (58.6) 231 (60.5)
BMI, mean (£5D) 26.7 (4.8) 26.0(4.7) 2604 (4.7) 0.607
Previous abdominal - o . -
. 141 (35.0) 116 (34.3) 116 (30.4) 0.0587
surgery, n (%)
Indications for colonoscopy, n (%0)
Abdominal pain B8 (18.3) b2 (15.4) 59 (15.4) 0.127
Bleeding a0 (24.3) 59 (26.3) 105 (25.3) 0.076
Change in bowel , - -
73 (19.7 9 5.7 977
habite 73 (19.7) 04 (15.9) 60 (15.7) 0.977
Anemia 51(2.2) 12 (3.6) 71(1.8) 0.0458
Diverticulosis 4(1.1) (1.3 7(1.8) 0.787
Other 46 (12.4) 37 (10.9) 46 (12.0) 0.403
Screening 82 (22.1) 79(23.4) 95 (24.9) 0.361

(Cadoni S, Liggi M, Falt P et al.
World J Gastrointest Endosc 2015)



Insertion discomfort
- all investigators

Insertion pain, mean (95% CI)

WE WI AICD Pvalue

N=371 N=338 N=382

<0.0005%
Al 2.8 3.5 4.4 WE vs. WI <0.0005%
investigator _ ~
< (2.6-3.0)  (3.5-41) (4147) | |WE vs. AICD <0.0005
WI vs. AICD 0.002¢

WE, n=371 WI, n=338 AICD, n=352 P value

WE vs. WL 0.013%

Painless unsedated

50 (13.3) 26 (7.7) 23 (6.0) WE wvs. AICD <0.0005%
colonoscopy, " n (%)
WI vs. AICD 0.374%

WE ws, WL 0.130¢

Unsedated,
-::omp]e’red with only 134 (36.1) 106 (31.4) 87 (22.8) WE vs. AICD <0.0005%
discomfort, “n (%) WI vs. AICD 0.009%

WE wvs. WI0.537¢
Completed without

321 (86.3) 257 (84.9) 292 (76.4) WE vs. AICD <0.0005%
sedation, n (%)

WI vs. AICD 0.004%

” Pain score based on numeric rating scale (INRS): O=absence of pain, 1-2=discomfort, 10=maximum pain.

(Cadoni S, Liggi M, Falt P et al.
World J Gastrointest Endosc 2015)



Pain variations
among investigators
(n =10)

Insertion | Abdominal| Previous Loop
Females BMI
Investigator WE WI AICD time, min | compressio surgery reduction
) ) (%) (xSD)
(xSD) n (%) (%) (%)
21 4.0 47
1 13 (6.5) 57.5 51.3 61.3 46.3 26.1(4.9)
(1.7-2.3) (3.447)  (41-3.3)
29 3.3 41
2 11 (5.5) 67.1 46.8 63.3 32.9 27.0 (4.8)
(2.4-3.3) (2.8-3.9)  (3.5-4.7)
3 23 2.3 1 11 (4.4) 57.1 7.1 7.1 28.6 27.5(44)
(1.0-3.6) (1.0-3.6) (2.9-3.2)
24 19 25
4 15 (6.7) 714 10.7 214 28.6 25.6 (4.2)
(1.7-3.2) (0.6-3.3) (2.0-3.3)
29 3.7 3.5
5 9(2.8) 92.3 7.7 84.6 46.2 246 (3.3)
(1.5-4.0) (2.3-53.1)  (2.24.58)
24 2.6 3.5
6 10 (4.0) 73.9 13.0 32.2 60.9 254 (6.8)
(1.6-3.3) (1.3-3.7)  (2.5-4.3)
24 3.7 4.3
7 12(7.2) 64.7 41.2 824 17.6 264 (2.5)
(1.6-3.2) (2.3-3.1)  (3.0-3.9)
2.8 24 24
5 15(5.2) 92.9 35.7 92.9 50.0 25.6 (4.0)
(2.0-3.0) (1.7-3.0)  (1.4-3.3)
29 41 6.0
9 9(3.1) 36.1 45.9 344 377 284 (3.2)
(2.3-3.5) (3.449) (5.3-6.7)
5.3 7.1 7.0
10 3(3.0) 21.4 35.7 10.7 30.0 27.2(3.6)
(4.4-6.2) (6.3-8.0) (6.2-7.9)
P values <0.0005%  <0.0005 <0.0005* | <0.0005% <0.0005% <0.0005% <0.0005% 0.0747 0.025%

(Cadoni S, Liggi M, Falt P et al.
World J Gastrointest Endosc 2015)



Factors associated
with increased pain
- investigator 8

(n =80)

Investigator All other
number 8 Investigators P value
(n=28) (n=343)
L_i'xbdonunal pain as indication, 11 (39.3) 57 (16.6) 0.003%
females and males, n (%)
TEenyﬂe_s with ab.donmml pain as 9 (32.1) 21 (6.1) <0.00051
indication, i (%)
Females with previous abdominal
surgery, any indication for 5 (21.4) 24 (7.0) 0.01sf
colonoscopy, 11 (%)
WE WI AICD
P value
(n=28) (n=28) (n=24)
0.0177
Females and males, WE vs. WI 0.004t
abdominal pain as 11 (39.3) 2(7.1) 7129.2)
NE vs. AL 04461
indication, n (%) WE vs. ALO.246
WI vs. AL 0.0641
0.0058%
Females with abdominal WE vs. WI0.0051
9(32.1) 1(3.6) 3(12.5)
pain as mdication, n (%) WE vs. AL 0.0591
WI vs. AI 03521
0.0317
Females with abdominal
pain as indication and WE vs. WI0.0437
G6(21.4) 1({3.6) 1(4.2)
previous abdominal WE vs. AL 0.069t

surgery, n (%)

WIvs. AT 0.911%

(Cadoni S, Liggi M, Falt P et al.
World J Gastrointest Endosc 2015)



Vysledky

» WE - | bolest béhem zavadéni koloskopu (WE < WI < AICD)
—> P proporce nebolestivych koloskopii (WE > WI = AICD)
- { potreba sedace v,,on demand” rezimu (WE = WI < AICD)

» 9/10 koloskopistli - WE - | bolest béhem zavadéni koloskopu

> 1/10 - WE > 1 bolest béhem zavadéni (WE > WI = AICD)




Pozitiva a limitace

+ velky soubor pacientt (n = 1091)

+ multicentricky randomizovany design

+ mezinarodni studijni tym

- post hoc analyza (prospektivné ziskanych dat)

- nemoznost zaslepeni koloskopisty a asistujicich sester
- all investigators = ,WAC fans“ ©

- Al > WI - WE = kontinualni spektrum v klinické praxi

- maximum real-time insertion pain ?




Zavery

» Vodni vyména ve srovnani s vodni imerzi a insuflaci plynu signifikantné
snizuje bolest a potrebu sedace béhem zavadéni koloskopu.

» Pozitivni vliv vodni vymény lze pozorovat u vétsiny koloskopistdi.

» Vliv vodni techniky na bolest pacientd muUze byt mezi jednotlivymi
koloskopisty variabilni a u nékterych zrejmeé nemusi byt pozitivni.

» Zatim neni jasny vliv vodni techniky na postproceduralni dyskomfort.
(Cadoni S, Falt P. After Water CO, Colonoscopy Trial. NCT02409979)
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