INTRODUCTION

* Successtul completion of colonoscopy depends largely on the quality of bowel
preparation. Polyethylene glycol (PEG) 1s a commonly used preparation for
colonoscopy.

* The timing of bowel preparation has evolved, and single dose and split-dose regimen are
being used. However, in high-risk patients, additional adjunctive substrates might be
required for adequate bowel preparation.

* Hence, we designed a randomized controlled trial (RCT) to evaluate the effectiveness,
tolerability, safety of combining PEG with bisacodyl and PEG with linaclotide for bowel
preparation 1n high-risk patients.

* The aim of this research study was to evaluate the effect of using linaclotide as an
adjunctive agent with 2L PEG for adequate bowel preparation 1n high risk and chronic
constipated patients undergoing colonoscopy .

MATERIALS AND METHODS
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Sample size calculation:

* Assuming the success rate of adequate bowel preparation in PEG+L to be 87.9% compared
to 77% in the control group * with a error of 5% and a power of 80%.

* Total number of participants required in both group was 430. (215 each group)

* Incidence of adverse events
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‘Analysis of primary and secondary objectives

*  Polvp /Adenoma’ Malignancy detection rate

*  Patients’ satisfaction with the whole bowel preparation and colonoscopy
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Baseline parameters between the groups

Comparison of the quality of bowel preparation

S.no Variables P yvalue
Split dose with Split dose with

Comparison of primary outcome between the two groups.

Bisacodyl Linaclotide Paramete rs PEG + Bisacodyl (n=215) PEG + Linaclotide (n=215) | p-value
Basaline Characteristics PEG + Bisacodyl (n=215) PEG + Linaclotide (n=215) P-valua (n=215) (n=215)
= Right sicle: of colon (mean £ SD) 1.78 t0.67 2.20 1 0.54 s Mean Boston Bowel 61409 8.7+ 0.8 0.001
Age |in years) 44.5% 335 46 £ 30 0.32 Preparation Scale (BBPS)
Sax Fermnale 86 93 0.79 2. Mid-colon (mean £ 5D) 323 +0.70 3.50 + 0.54 <0.001 Score
z Male 131 120 3. Left colon (mean £ 5D} 199 + 066 218 + 077 <0.001
BMI (kg/m?) <185 1§ 15 0.47 Bowel Preparation Adequacy | Excellent 138 (63.49%%) 160 (74.42%) <0.93
18.5-22.9 150 172 : '
4, Total BEPS score (mean + 50) =0.001
23249 14 21 6.1 +1.61 878 to0.32
25 and more 17 ] 5 Cecal intubation time (min, mean + SD) 267 +0.563 778 + 0.67 [0.076 Good 67 (31.86%) 45 (20.93)
Smoking Yes 81 50 0.31 ' ' ' '
Mo 134 165 . Withdrawal time {min, mean £ 50) 875 + 427 765 + 224 L0265
Alcohol Yes 76 48 0.27 Fair B(3.72%) 2 (1.17%)
Mo 139 166 7. Total examination time {min, mean £ 50} 15.37 +0.67 14.78 * 0.67 L0.003
Comorbidities Diabetes mellitus a5 0o 0.29 Poor 2 (0.93%) 1 (0.47%)
Diabetes mellitus and ig 53 8. The first time of defecation (h, mean £ 5D) 1.28) 077 1.18 + 095 ,0.001
Hypertension )
3. Defecating frequency 8.02 + 100 10.78 *3.15 - =0.001 Colonosco py Success Rate Completed 190 (88%) 205 (95%) 0.59
10. Preparation-to-colonoscopy interval (h, mean = 50) L0674
472 tos88 476 T 0.76 Incomplete 25 (12%) 10 (5%)
11. Polyp detection rate, n (%) 27116%) 44(21%) =0.001
12. Adenoma detection rate, n (%) 41(20%) B2(32%) =0.001
'q Comparison of secondary outcome between the two groups The rate of patient adverse events and tolerance
Secondary outcome PEG + Bisacodyl (n=215) PEG + Linaclotide (n=215) p-value
Variables Split dose with Split dose with val
Bisacodyl (n=215) Linaclotide (n=215) P
Patient Satisfaction Very Satisfied 173 (BO.47%) 192 (89.31%) 1.0
Adverse events, n Total 143(66%) 123(57%) 0.158¢
Moderately Satisfied 42(19.53%) 23 (10.69%) (%)
The total BBPS score =26 and all segment scores 22
Moderately Dissatisfied 0 {0.0%) 0 (0.0%) 140(65%) 135(57%) 0.688¢
Nausea , (%)
| 1 Very Dissatisfied 0 {0.0%) 0 (0.0%)
Patient Tolerability Well tolerated 6(2.8%) 5 (2.3%) <0.05 Vomiting , n (% ) 150(69%) 165(76%) 0.188¢
Mild discomfort 63 (29.3%) 104 [48.4%)
Bloating n (% )
Moderate discomfort 120 (55.8%) Bl (37.7%) 191(88%) 168(78%) 0.002d
Compliance of Bowel Excellent 73 (34.0%) 92 (42.8%) 0.03 0.071
Preparation
Willi <0.001¢
Good 125 (58.1%) 135 (62.8%) illingness to repeat the colonoscopy, n (% ) 165(76%) 203(94%)
Poor 0 {0.0%) 0 (0.0%)
Owerall Satisfaction Excellent B [2.8%) 0 (0.0%) =0.05 p 1 (%) 0.688¢
: oor sleep , n
T T Very Good 104 (48.8%) 7 (2.9%) P 153(71%) 166(77%)
2L 5p| it 2L 5p| it + L Good 107 (49.8%) 208 (96.7%) d Anova test
Poor 0 {0.0%) 0(0.0%)

CONCLUSION

in high-risk and chronically constipated patients.

Our study demonstrates that the PEG + Linaclotide regimen 1s superior to PEG + Bisacodyl in achieving adequate BP
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