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Standard przygotowania do kolonoskopii

Preparat PEG, 4 litry, przygotowanie podzielone (2L +2L)

Zalety: skuteczny
bezpieczny (znany od lat)
bez zaburzen elektrolitowych
prosta instrukcja

Wady: duza objetosc (4L)
niesmaczny

nieprzyjemny zapach



Kierunki poszukiwan

Lepszy smak - bez przetomu (inne substancje - inne smaki, ale zawsze

szczegolne”)
Mniejsza objetos¢  -2LIlub 1 L lub 300 ml (niesmacznej substancji)
ale ogolna objetos¢ MUSI by¢ uzupetniona woda
do 3-4 L (inaczej nieskutecznosc lub ryzyko powiktan)
Dodatki do PEG - Zzmieniajg smak
- pozwalajg zmniejszy¢ objetosc

- poprawiajg widocznosc¢ (simetikon)



Preparaty ,niskoobjetosciowe” w Polsce —
L,STARE”

e Eziclen 1L + 2L wody [split: 2 x (0,5L+1L)] (siarczany)

* MoviPrep 2L+ 1L wody [split: 2 x (1L+0,5L)] (PEG + kw
askorbinowy)

* CitraFleet (PS/MC) 300mL + ok. 3L wody (pikosiarczan, magnez,
cytrynian)



Nowe preparaty (na progu dostepnosci w Pl)

* Plenvue (NER1006) - 1L + nieprecyzyjna ilos¢ wody (1-2L)
( PEG + kwas askorbinowy w megadawce)

dwie rozne porcje!!!

* Clensia -2 L+ 1 Lwody(PEG + simeticon + cytrynian)
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Dosing Regimen

Sktad Plenvue

NER1006

Dose

" Evening Moming

Dose Composition™ (g)

PEG3350 100 40
Sodium Sulfate 9 -
Potassium Sulfate - -
Magnesium Sulfate " /7 O\

Sodium Ascorbate

Ascorbic Acid




Bezpieczenstwo NER1006 (Plenvue)??
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Vomiting

NOCT MOERA DAYB
NERI100 | Trisulfate | NER100 | NER1006 | PEG-ELS NEER.100
Ascorbate SP-MC™
ﬁ:|: '5:1: W (MD‘.I})I’EP} 6+
b
262 265 262 269 263 235 pr
Number of 0 0 6 0 6 3 4
——
Elevated serum 30.39% >4.-_"-’% 13.4% 17. ‘?) 0 NS NS
~——_sodium - -
Elevated serum 20.6% 1.5% 17.2% 21.6% 2.3% NS NS
chloride
. 2.39%; A9%¢ A% 4(1.5% 49 3(1.39%
Dehydration 6( 0 1(0.4%) 1(0.4%) 4(1.5%) 1(0.4%) (1.3%) 0
1% 5% 2(4.6% 3(4.8% 3.4% 2.6%) | 2(0.8%
Nausea ( 16(6.1%) || 4(1.5%) 12(4.6%) | 13(4.8%) 9(3.4%) 6(2.6%) (0.8%)
13(5.0% 5(1.9%) 10(3.8%) | 17(6.3%) 3(1.1%) 11(4.7%) 0




Ostrzezenia

There 13 a rise in Na in 39% of patients (average 141-144). This is not clinically
significant in itself, but patients already at risk could develop hypernatremia with use of
the bowel prep.

The rise in Na most likely results from an approximately equal volume of fecal water
excretion with decreased water intake. resulting in net dehydration of 1L free water.

A rise in Na above 145 1s associated with increased mortality in multiple patient

population study groups and the risk should be taken seriously. althongh if is not well

established to what degree this is causative versus associative.

Groups at increased risk for hypematremia include geriatric patients. patients with
diminished thirst mechanism or poor access to water. patients with impaired mental
status, patients taking diuretics. chronic kidney disease (particularly with a GFR <60).
particularly patients with medullary disease (polycystic kidney disease. medullary cystic
disease. tubular disorders). patients with diabetes insipidus. or patients taking
medications or with conditions that would cause an osmotic diuresis (ie. mannitol.
hyperglycemia). pediatric patients. patients with acute kidney injury. or ICTU patients.

- e——— = = = = @ a a a e a a =



Simetikon a widocznosc powierzchni jelita

Bai Y et al. Endoscopy 2018; 50:128



RCT z zastosowaniem prep CLENSIA

Digestive and Liver Disease 49 (2017) 651-656

Contents lists available at ScienceDirect

DHgestive
anl Liver

Msease

Digestive and Liver Disease

journal homepage: www.elsevier.com/locate/dld

Digestive Endoscopy

Evaluation of Clensia”, a new low-volume PEG bowel preparation in (!)Emssmm
colonoscopy: Multicentre randomized controlled trial versus 4L PEG

Cristiano Spada?*, Paola Cesaro?, Franco Bazzoli®, Giorgio Maria Saracco®,
Livio Cipolletta“, Luigi Buri®, Cristiano Crosta’, Lucio Petruzziello?, Liza Ceroni”
Lorenzo Fuccio®, Chiara Giordanino¢, Chiara Elia®, Gianluca Rotondano¥,

Maria A. Biancod, Catrin Simeth ¢, Danilo Consalvo®, Giuseppe De Roberto’,
Giancarla Fiori’, Mariachiara Campanale?, Guido Costamagna ¢
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Table 2
Bowel cleaning: proportion of clinical success in the ITT and PP population.

Successful Treatment 95% Cl of
cleansing (%) difference treatment
difference®
ITT population N=421
- ClensiaN=213 68.1 -1.2 —10to 7.7
- PEG 4L N= 208 69.2
PP population n=392
- Clensian=197 73.6 1.3 —7.5to 10.1
- PEG 4L n=1895 723

Clensia low-volume polyethylene glycol with citrates and simeticone;
Cl=confidence interval; ITT=intent-to-treat; PP= per-protocol population.



Table 3
Quality indicators of bowel cleansing and efficacy and dose regimen.

PP population N=392

Clensia N=197 PEG 4LN=195 P value
Caecal intubation rate, % 99.5 99.5 NS
Time to reach the caecum, min (SD) 10.5+7.1 10.8+7.2 NS
Withdrawal time, min (5D) 11.4+6.1 121 +7.2 NS
Split-dose, successful cleansing, % B6.7 B2.6 NS
Full-dose day before, successful cleansing, % 63.1 65.4 NS
Mucosal visibility, optimum, % 629 05.4 NS

MS: not significant.



Original artide & Thieme

Efficacy and safety of a new low-volume PEG with citrate and
simethicone bowel preparation for colonoscopy (Clensia):
a multicenter randomized observer-blind clinical trial vs. a
low-volume PEG with ascorbic acid (PEG-ASC)

Authors

Patrizia Kump', Cesare Hassan?, Cristiano Spada®*, Eva Brownstone?, Christian Datz®, Michael Haefner?, Friedrich
Renner®, Rainer Schoefl?, Florian Schreiber?

Kump Patrizia et al. Efficacy and safety... Endoscopy International Open 2018; 06: E907-E913



» Table 3 Mucosa visibility in relation to the amount of additional liquids taken by the patients.

Owverall

Optimatweibility, n (%)

Up to 1 liter
Optimal visibility, n (%)

ITT, intention-to-treat.

ITT population

PMF 104n =191
103(53.9)
PMF 104 n =95

55(57.9)

PEG-ASC n=192
97 (50.5)
PEG-ASC n=92

40 (43.5)

P value

0.75



Bowel preparation for colonoscopy: European Society
of Gastrointestinal Endoscopy (ESGE) Guideline

©

ESGE

Authors C. Hassan', M. Bretthaver®, M. F. Kaminski®, M. Polkowski®, B. Rembacken®, B. Saunders®, R. Benamouzig®, 0. Holme’,
S. Green®, T. Kuiper®, R. Marmo-, M. Omar °, L. Petruzziello ', C. Spada’, A. Zullo'", |. M. Dumonceau '

Institutions Institutions are listed at the end of article.

Endoscopy 2013;45:142-150



Aktualizacja 2019

& Thieme

Bowel preparation for colonoscopy: European Society of
Gastrointestinal Endoscopy (ESGE) Guideline - Update 2019

©

ESGE

Authors

Cesare Hassan', James East?, Franco Radaelli3, Cristiano Spada“, Robert Benamouzig®, Raf Bisschops®, Michael
Bretthauer’, E. Dekker3, Mario Dinis-Ribeiro®, Monika Ferlitsch'?, Lorenzo Fuccio'', Halim Awadie'?, lan Gralnek'?,
Rodrigo Jover'3, Michal F. Kaminski'¥, Maria Pellisé', Konstantinos Triantafyllou'®, Giuseppe Vanella'’, Carolina
Mangas-Sanjuan’3, Leonardo Frazzoni'l, Jeanin E. Van Hooft?, Jean-Marc Dumonceau®

Hassan C et al. ESGE. Endoscopy, 2019



Dieta ubogoresztkowa

ESGE rekomenduje diete ubogoresztkowg dzien przed badaniem
(silna rekomendacja, srednia jakos¢ dowodow)

RECOMMENDATION
ESGE recommends a low fiber diet on the day preceding

colonoscopy.
Strong recommendation, moderate quality evidence.



Badania dokumentujace role diety ubogoresztkowej

SYSTEMATIC REVIEW AND META-ANALYSIS

Low-residue versus clear liquid diet before colonoscopy:

a meta-analysis of randomized, controlled trials =

Douglas L. Nguyen, MD,' M. Mazen Jamal, MD,"' Emily T. Nguyen, PharmD,” Srinivas R. Puli, MD,’
Matthew L. Bechtold, MD, FASGE*

Favors Low-Residue Diet Favors Clear Liquid Diet Odds Ratio Odds Ratio

Study or subgroup Events Total Events Total Weight M-H, Fixed, 95% ClI M-H, Fixed, 95% Cl

Park et al 2009 86 108 71 106 27.8% 1.93[1.04-3.58] el

Scott et all 2005 84 93 77 92 143% 1.82[0.75-4.39] —

Soweid et al 2010 84 102 66 98 22.7% 2.26[1.17-4.38] i

Stolpman et al 2014 68 100 58 101 35.2% 1.58[0.89-2.80] i

Total (95% CI) 403 397 100.0% 1.86[1.34-2.59] -

Total events 322 272

Heterogeneity: x2=0.67,df=3 (P= .88); 12=0% ; f f 1
Test for overall effect: Z=3.71 (P= .0002) 0.01 0.1 1 10 100

Favors Clear Liquid Diet Favors Low-Residue Diet
Heterogeneity: 72=0.57; x2=25.22,df =7 (P= .0007); 2= 72% [ | | l |
Test for overall effect: Z=0.59 (P = .56) 0.01 0.1 1 10 100
Favors Clear Liquid Diet Favors Low-Residue Diet

Nguyen et al., GIE 2016



Rodzaj preparatu

* ESGE rekomenduje uzywanie wysokiej lub niskiej objetosci PEG |lub innych
nie-PEG preparatéw, o potwierdzonym klinicznie dziataniu (tabela 1).

(silna rekomendacja, srednia jakos¢ dowodow)




Preparaty (tabela 1)

Preparat Skutecznos¢ (split/w dniu badania)

_4 L PEG Nie mniejsza lub wyzsza niz mata dawka PEG lub nie-PEG prep

-Niska objetos¢ PEG plus adjuwanty

-2 L PEG + kwas askorbinowy Nie mniejsza niz 4L PEG lub nie-PEG prep

-1 L PEG + kwas askorbinowy Nie mniejsza niz 2L PEG + kw. askorbinowy lub tréjsiarczan.
Bez poréwnania z 4L PEG

-2 L PEG + cytrynia ny + simethicone Nie mniejsza niz 4L PEG lub 2L PEG + kw. askorbinowy

-2 L PEG + bisacodyl Nie mniejsza niz 4L PEG lub 2L PEG + kw. askorbinowy

_Cytrynia N magnezu+pik05ia rczan Nie mniejsza niz 4L PEG lub 2L PEG + kw. askorbinowy
Nie mniejsza niz 4L PEG lub 2L PEG + kw. askorbinowy

-Trojsiarczan Wyzsza niz MCSP w 1 RCT




Restellini S et al., Endoscopy 2018

0Odds ratio
M-H, Random, 95 % Cl

PEG high PEG low + adjuvants 0Odds ratio
Study or subgroup Events Total Events Total Weight M-H, Random, 95 % Cl
1. 2. 1 Osmotic laxative — Ascorbic acid|sodium ascorbate
Corporaal et al. 2010 135 175 151 175 5.5% 0.54 [0.31, 0.94] —
Lee et al. 2015 82 112 87 114 52% 0.85[0.47, 1.55] -
Marmo et al. 2010 258 435 255 433 6.8% 1.02 [0.78, 1.33] T
Mathus et al. 2013 87 100 70 100 4.6% 2.87[1.39,5.91]
Moon et al. 2015 159 181 162 180 5.0% 0.80[0.41,1.55] e
Ponchon et al. 2012 190 210 180 205 5.1% 1.32[0.71, 2.46] -
Rivas et al. 2014 62 126 87 125 5.7% 0.42[0.25,0.71] _
Valiante et al. 2012 143 169 128 170 5.5% 1.80[1.05, 3.11] —
Subtotal (95 % Cl) 1508 1502 43.5% 0.99 [0.67, 1.45] <
Total events 1116 1120
Heterogeneity: Tau? = 0.22; Chi?=29.44, df =7 (P=0.0001); P =76 %
Test for overall effect: Z = 0.06 (P = 0.95)
1. 2. 2 Osmotic laxative — Mg Citrate/Mg Sulfate
Hangartner et al. 1989 93 102 93 100 3.4% 0.78[0.28, 2.18] —_— T
Park SS et al. 2010 55 95 101 190 5.8% 1.21[0.74, 1.99] -
Subtotal (95 % Cl) 197 290 9.1% 1.11 [0.71, 1.74] ->
Total events 148 194
Heterogeneity: Tau? = 0.00; Chi?=0.58, df =1 (P=0.45); P =0 %
Test for overall effect: Z = 0.47 (P = 0.64)
1. 2. 3 Osmotic laxative — Gatorade
Samarasena et al. 2012 60 114 53 108 5.6% 1.15[0.68, 1.95] -
Subtotal (95 % Cl) 114 108 5.6% 1.15 [0.68, 1.95] -
Total events 60 53
Heterogeneity: Not applicable
Test for overall effect: Z = 0.53 (P = 0.60)
1. 2. 4 Irritant laxatives — Bisacodyl
Adams et al. 1994 178 191 157 191 4.9% 2.97[1.51,5.82]
Di Palma et al. 2003 81 100 86 100 4.5% 0.69[0.33, 1.48] —_—
Huppertz-Hauss et al. 2005 40 71 62 76 45% 0.29[0.14, 0.61] _—
Subtotal (95 % Cl) 362 367 139% 0.85 [0.22, 3.32]
Total events 299 305
Heterogeneity: Tau? = 1.31; Chi*=21.27,df =2 (P< 0.0001); =91 %
Test for overall effect: Z =0.23 (P =0.82)
1. 2. 5 Irritant laxatives - senna
Haapamaki et al. 2011 145 231 144 238 6.4% 1.10[0.76, 1.60] -
Hookey et al. 2006 17 79 33 81 4.8% 0.40 [0.20, 0.80] —_
Subtotal (95 % Cl) 310 319 11.2% 0.69 [0.26, 1.87] ————
Total events 162 177
Heterogeneity: Tau? = 0.43; Chi*=6.35,df =1 (P=0.01); =84 %
Test for overall effect: Z =0.73 (P = 0.47)
1. 2. 7 More than one adjuvant
Cesaro et al. 2013 67 102 24 51 4.8% 2.15[1.09, 4.27]
de Leone et al. 2013 70 78 73 79 31% 0.72[0.24, 2.18] —_—
Enestvedt et al. 2010 59 87 85 103 4.9% 0.45 [0.23, 0.88] —_—
Gerard et al. 2012 191 200 189 200 3.8% 1.24[0.50, 3.05] e
Subtotal (95 % Cl) 467 433  16.6% 0.97 [0.45, 2.11] —~
Total events 387 371
Heterogeneity: Tau? = 0.45; Chi* =10.78,df =3 (P=0.01); P =72 % .
Test for overall effect: Z=0.07 (P =0.94) I
Total (95 % Cl) 2958 3019 100.0 % 0.95 [0.73, 1.22]
Total events 2172

Heterogeneity: Tau? = 0.23; Chi? = 69.60, df = 192 ‘I (}(P1 ’GB d d E k I ? 2 ZI FOP E G
Test for overall effect: Z = 0.43 (P=0.67) %-I- O a

Favours PEG high

Test for subgroup differences: Chi? = 1.05, df =5 (P=0.96), P =0 %

Favours PEG Low + adjuvant



Wybor preparatu

» Table4 Efficacy and willingness to repeat for the main adjuvants used in clinical practice.

Efficacy’ OR (95 %Cl)

PEG +adjuvant vs. PEG

Split high-dose PEG +adjuvant vs. split high-dose PEG 2.81(1.91-4.14)
High-dose PEG + adjuvant vs. high-dose PEG 1.96(1.32-2.94)
Low-dose PEG +adjuvant vs. low-dose PEG 1.47(0.92-2.33)
Low-dose PEG +adjuvant vs. high-dose PEG 0.95(0.73-1.22)
Split low-dose PEG + adjuvant vs. split high-dose PEG 0.40(0.19-0.80)

Willingness to repeat OR (95 %Cl)

0.73(0.12-4.55)

0.92(0.66-1.27)

0.83(0.53-1.32)

3.22(1.85-5.55) l

I 4.35(1.30-14.29) I

W aspekcie checi do powtorzenia przygotowania przez pacjenta —

przewaga niskiej dawki PEG plus dodatki

Restellini S et al., Endoscopy 2018



Dawkowanie preparatu

* ESGE rekomenduje uzywanie podzielonej dawki preparatu (preparat w dniu
badania to akceptowalna alternatywa).

(silna rekomendacja, wysoka jakos¢ dowoddw)

* ESGE rekomenduje rozpoczac ostatnig dawke preparatu <5h a zakonczy€ jej
przyjmowanie > 2h od kolonoskopii.

(silna rekomendacja, srednia jakos¢ dowoddw)




Dawkowanie preparatu

Author (year) %
RD (35% CI) Weight
P.Cesaro (2013) | 20.08 (0.27, 0.12) 208
M. Manno (2012) _.-*: 0.02 (0.03. 0.07) 268
J.8. Samarasena (2012) I —%——  063(0.48.0.78) 231 .
J.8. Samarasena (2012) | —— 0.4 (0.28, 0.61) 22 [ )
JA Flemming (2012) +— 0.27 (0.17. 0.38) 253
R. Marmo (2010) —— 0.29 (0.20, 0.38) 258
$.8.Park (2010) —l’—f 2 0.28 (0.11, 0.40) 232
R. Marmo (2010) | —— 0.35 (027, 0.44) 257 e °
$.5.Park (2010) —— 028 (0.11, 0.41) 230 o S I V S n O S I
L. 8. Cohen (2010) — | 0.03 (-0.08, 0.14) 248 °
S. Corporaal (2010) “+— | 0.04 (0.04, 0.13) 257
D. K. Rex (2010) i 0.09 (0.01, 0.17) 260 /7 .
J. A. Di Paima (2009) -’J 0.15 (0.09, 0.22) 265 . R
L =T dzne prepara
P.Malik (2009) — 0.22 (0.08, 0.38) 24
J. A Di Paima (2009) - 0.13 (0.07, 0.19) 268
H_Abdul-Baki (2008) | —— 0.40 (0.28, 0.52) 242
H.Abdul-Baki (2008) —_— 0.53 (0.42, 0.64) 247
Worthington J (2008) |l 0.12 (0,08, 0.31) 204
L. Wruble (2007) —— 0.18 (0.01,0.37) 208
L. Wruble (2007) T 0.07 (.05, 0.19) 242
A Para-Blanco (2008) —— 0.71(0.57.0.85) 234 . . .
A Parra-Blanco (2008) | —— 0.52 (0.24, 0.69) 218 () .
E. Aoun (2005) —_— 0.20 (0.05, 0.38) 228 °
K Hwang (2005) —_— -0.04 (021, 0.14) 218
L. De Salvo (2005) Ji P 028 (0.13, 0.42) 231 . .
L. De Salvo (2005) —_— N 0.17 (0.03, 0.31) 232 ° o 0
C. E1(2003) ——  058(0.40,0.75) 218 o) I v (o) - I
A M. A El Sayed (2003) —l 0.14 (0.02, 0.28) 243 e
O Batmmtr GO - o Sute ety 20
C.Berkehammer (2002) —— I 0.04 (-0.05, 0.13) 256
D.Kastenberg (2001) - | 0.08 (0.02, 0.13) 267
A Arezzo (2000) T 0.30 (0.17. 0.43) 238
C. J.Young (2000) — 0.17 (0.07, 0.27) 252
A Arezzo (2000) —— 0.18 (0.05, 0.31) 237
$.Coben (1594) —— 0.22(0.13.0.32) 255
$.Coben (1594) —-o:— 0.17 (0.08, 0.26) 258
O.A. Packzi (1533) —_—— 0.20 (0.08, 0.35) 231
B.E. Koits (1583) —— 0.19 (-0.02, 0.40) 200
4.8 Marshall (1553) — -0.05 (0.15, 0.08) 249
$.J. Vanner (1990) 0.61 (0.45, 0.76) 221
Overall (I-squared = 91.4%, p = 0.000) 0.22 (0.16, 0.27) 100.00
NOTE: Weights are from random effects analysis
T T &
-85 -5 [) 05

Favors non-Split Favors Split

Bucci C et al., Gastrointest Endosc 2014



Instrukcje przygotowania

ESGE rekomenduje uzywanie dodatkowych, wzmocnionych instrukgji
przygotowania jelita (pomoce wizualne, aplikacje, sms) .

(silna rekomendacja, srednia jakos¢ dowoddw)



Instrukcje

SYSTEMATIC REVIEW AND META-ANALYSIS

Enhanced instructions improve the quality of bowel preparation for
colonoscopy: a meta-analysis of randomized controlled trials

Xiaoyang Guo, MD,"* Zhiping Yang, MD,"* Lina Zhao, MD,”* Felix Leung, MD,”" Hui Luo, MD,’
Xiaoyu Kang, MD,' Xin Li, MD,” Hui Jia, MD," Shengye Yang, MD,' Qin Tao, MD," Yanglin Pan, MD,'
Xuegang Guo, MD'

El RI Odds Ratio Odds Ratio
Study or Subgroup  Events Total Events Total Weight M-H, Random, 95% CI M-H, Random, 95% CI
Calderwood, 2011 432 477 438 492 17.2% 1.18[0.78, 1.80] -
Kang, 2015 318 353 266 352 17.0% 2.94[1.92,4.49]
Lee, 2015 243 251 118 135 9.6% 4.38[1.84,10.43] -
Liu, 2014 249 305 211 300 17.9% 1.88[1.28, 2.75] .
Lorenzo, 2015 108 108 146 152 1.4% 9.63 [0.54,172.74] . >
Modi, 2009 58 84 46 80 13.0% 1.65[0.87,3.13] i Bl
Spiegel, 2011 100 132 62 134 15.1% 3.63[2.15,6.12] &
Tae, 2012 95 102 80 98 8.9% 3.05[1.21,7.68] BT
Total (95% Cl) 1812 1743 100.0% 2.35[1.65, 3.35] k3
Total events 1603 1367
Heterogeneity: Tau’=0.14; Chi’ = 19.10, df = 7 (P = .008); I’ = 63% b +

Test for overall effect: Z=4.75 (P <.00001) Favors [RI] Favors [El]

Guo, et al., Gastrointest Endosc 2017



Sytuacje szczegolne

e 7/te przygotowanie — powtorzenie kolonoskopii w ciggu 1 roku

* Mozna sugerowac dodatkowe przygotowanie i kolonoskopie nastepnego dnia

e Zaparcie (czynnik ryzyka ztego przygotowania; brak osobnych zalecen)
 NChZJ (PEG 4L)
* Cigza i karmienie piersig (raczej PEG)

* Krwawienie z DOPP (PEG, nawet dla pilnej kolonoskopii)



Najwazniejsze zasady

* Dawka podzielona dla planowej kolonoskopii niezaleznie od rodzaju

preparatu

e Alternatywa dla popotudniowej kolonoskopii — petna dawka w dniu

badania rano
» Zalecany odstep od konca przygotowania do badania — 2-5 godzin

* Minimalny odstep — 2 godziny (znieczulenie; zgodne z zaleceniami ASA)

Martel M, Gastroenterology 2015
Prieto-Frias C, GIE 2016
ASA Guidelines, Anesthesiology 2017



