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[ Abstract] Objective To compare the efficacy and tolerability of the novel bowel-cleansing agent TCIC-001 and the

traditional polyethylene glycol (PEG) regimen for bowel preparation prior to colonoscopy. Methods A total of 62 patients
scheduled for colonoscopy at Zhongshan Hospital, Fudan University, between July 2021 and July 2022 were prospectively selected
and randomized divided into 2 groups. The experimental group (TCIC-001 group, n=31) received TCIC-001 (drinked in 2 stages,
total fluid intake 1 500 mL), while the control group (PEG group, n=31) received PEG electrolyte powder (administered in 4 doses,
total fluid intake 3 000 mL). The primary endpoint was bowel cleanliness assessed by the Boston Bowel Preparation Scale (BBPS).
Secondary endpoints included medication compliance, duration of medication completion, defecation frequency, duration of
defecation, and adverse events (such as electrolyte disturbances). Results No significant differences were observed in sex, age, or
defecation frequency between the two groups (P>0.05). For efficacy, both groups achieved equivalent bowel cleanliness, with a

“good preparation” rate of 93.55% and comparable BBPS score of each intestinal segment and total scores (P>0.05). For
tolerability, the TCIC-001 group exhibited significantly shorter medication completion time ([48.84+25.9] min vs [82.84+28.4]
min, P<<0.001) and a lower rate of first defecation before completing medication (9.68% vs 41.94%, P=0.004) than the PEG
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group. Regarding safety, no significant differences were observed between the TCIC-001 group and the PEG group in incidences of

chloride disturbances (0% vs 9.68%) and calcium disturbances (3.23% vs 6.45%). No other adverse events were observed.

Conclusions TCIC-001 demonstrated comparable bowel-cleansing efficacy to PEG while significantly improving tolerability

(reduced medication time and lower risk of premature defecation) and maintaining favorable safety.
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Table 1 Boston Bowel Preparation Scale (BBPS)

Score Criteria
0 The colon segment is unprepared, and the mucosa is not visible due to solid stool that cannot be cleared.
1 A portion of the colon mucosa is visible, but other areas are not due to staining and/or residual stool and opaque liquid.
2 A minor amount of residual staining is observed, along with small fragments of stool and/or opaque liquid. The mucosa
of the colon segment is seen well.
3 The entire mucosa of the colon segment is clearly visible, with no residual staining or small fragments of stool or

opaque liquid present.
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Table 2 Comparison of baseline data between the two groups

Index PEG group (n=31) TCIC-001 group (n=31) P
Sex n(%) 0.799
Male 16(51.61) 17(54.84)
Female 15(48.39) 14(45.16)
Agelyear 56.7+9.3 55.0+10.8 0.520
Frequency of defecation 7.14+2.03 7.15£1.66 0.980
23 Bt MAZRESRIME  TEL. 200 (6.45%) #5873 EL, TCIC-001 4

TR B T2, PEG Ak 3 1] (9.68% ) S5

BURAE 161 (3.23%) $58 720, MAHZER TG
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Table 3 Comparison of efficacy and tolerability for bowel preparation between the two groups

Index PEG group (n=31) TCIC-001 group (n=31) P
BBPS
Left Colon 2.51£0.63 2.58+0.62 0.690
Transverse Colon 2.52+0.57 2.45+0.62 0.670
Right Colon 2.29+0.53 2.42+0.56 0.360
Total score 7.32£1.40 7.45+1.21 0.700
Bowel preparation evaluation n(%) >0.999
Good 29(93.55) 29(93.55)
Poor 2(6.45) 2(6.45)
Duration of medication/min 82.8+284 48.8+25.9 <<0.001
Duration of defecation /min 236.5+74.3 288.61+74.0 0.011
First defecation before completion of medication n(%) 0.004
No 18(58.06) 28(90.32)
Yes 13(41.94) 3(9.68)

BBPS: Boston Bowel Preparation Scale.
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