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Background Methods

Ulcerative colitis (UC) Is characterized by inflammation and ulcers in the| | We aimed to investigate whether supplementation of the mucosal lining of the rectum with sodium hyaluronate
rectum and colon. Sodium hyaluronate (Na-HA) can contribute significantly, | might be a potential alternative treatment in active distal UC.

to the hydration and maintenance of the integrity of the intestinal mucosa. This was a prospective uncontrolled open-label trial. Adult patients with defined active distal UC (UCDAI 2 4
Altered mucosal layer found In UC Is assocliated with the inflammation.| | and sigmoidoscopy score = 1) were included and evaluated for clinical and endoscopic activity at day 0 and day
Enhancement of the mucosal repair mechanisms may provide a new| | 28. All subjects received IBD98E enema (60ml) once a day (containing Na-HA with xantham gum) during the
potential way of treating UC. Restoration of the protective layer with Na-HA | study period.

may contribute to the induction of remission of UC. The primary endpoint was clinical response rate, defined as a decrease in UCDAI of at least 2 points, and/or
at least 30% reduction from baseline, with a decrease In the sub-score for rectal bleeding of at least 1 point.
. Secondary endpoints Included clinical remission (total UCDAI score <3), with no individual sub-score >1.
FIg. 1 - Response rates at Day 23 Endoscopic remission was defined as a sub-score for sigmoidoscopy <1.

A descriptive evaluation was performed, and a paired Student's t test was performed to assess statistically
significant differences In subjects between baseline and D28.
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Table 1. Safety of IBD98E 30% 23 804
Description 20%
Flatulence 11 21.15 10%
Pain 8 15.38 0% —
Dlarrhea ! 1345 Clinical remission Endoscopic remission —
Nausea / 13.46 Complete mucosal healing
Headache 5 9.62
Worsening of symptoms 4 7.69 Results .
Bloating 2 — From Jun_e to Depember 2(_)12, 21 subjgcts (10 males) were screened,_enrolled,_ completed the study and were
_ ' Included In the final analysis. Average time of entry to the study from first UC diagnose was 77.9 months (3.7-
Astenia 1 1.92 204).
Burning during insertion 1 1921 1 At D28, 9 subjects (42.9%) were clinical responders, 10 subjects (47.6%) had endoscopic response, defined
Fever 1 1.92/ | as a reduction of endoscopic subscore from baseline (Fig.1).
Generalized malaise 1 1.92] | Eight patients (38.1%) achieved clinical remission, and 10 subjects (47.6%) achieved endoscopic remission
Lack of appetite 1 1.92 | (Fig. 2).
Other symptoms (NOS) 1 1.92/ | Average UCDAI score decreased on average from 6.10 to 3.81 at D28 (p=0.001), and average endoscopic
Urgency 1 1.92 | score decreased from 1.57 to 1.10 (p=0.004). A decrease In the mean PGA and PGS scores was also observed
Serious adverse events 0 oo | (p=0.02 and 0.04). Safety profile was generally good, no serious adverse events were recorded (Table 1).

Conclusion
IBDI98E was effective and safe to induce clinical and endoscopic remission in about half of subjects with active distal UC. Sodium hyaluronate might be a potential

new treatment due to its mucosal healing properties. Placebo-controlled studies are warranted.
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