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Medical devices

Development of continence device for ostomy

Department of Gastrointestinal Surgery,
Principql Graduate School of Medicine, Kyoto University

Investigator

Project Outline

Bowel leakage issues resulting from rectal cancer treatment.
After surgery for rectal cancer, patients with "Low Anterior Resection

Syndrome (LARS)" or those with an "artificial anus" often face daily
issues with bowel leakage. The stool accumulated in the colon
overflows suddenly due to a phenomenon called "mass movements,"
occurring several times a day at random intervals. However,
postoperative patients are unable to contain it and experience leakage.

Professor Kazutaka OBAMA

-The patient's normal routine is disrupted due to receiving Colostomy Low Anterior
Unable to preserve the natural anus, a H
treatment for rectal cancer constructed alternative route is created. Resec“on Svnd rome
This results in a continuous flow of stool 1 LARS )

(hatheetsobicolicetedinalpotchy Defecation difficulties in patients with

preserved anus.

The value of device Business model

Primary target in the medical field

Containment of stool leakage with a Patients with severe symptoms undergoing
plug. treatment at medical facilities : 180,000
Special-shaped balloon — gentle *18,000 individuals with treatment-resistant LARS,

intestinal occlusion. It allows for one

1 0,
touch excretion andreocclusion” accounting for 30% of all LARS cases.

+12,000 individuals with daily bowel leakage
through an artificial anus, representing 23% of all colostomy cases.

J

Anticipating the need to defecate in +150,000 individuals experiencing intractable fecal incontinence
?dvancg. A due to urgency factors, constituting 10%
Detecting presignals before of all cases of intractable fecal incontinence.”

defecation. Being prepared for

defecationin advance." 4 )
\ Sales Sales
( h! —_— —
- —
Stimulation of bowel movements. Payment Payment

L

Push the Pre-scheduled bowel movements to cummmenix
switch for 15 | apyqyre time for evacuation, allowing
minutes: Easy L N Manufacturing Medicall | eurance
> control over the timing according to futacturing Medicall | premium
operation, no L outsourcing illing | | payment
one's lifestyle.

mess.

k A m .ﬂ.
Wedical device
manufacturer Insurer
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Our past initiatives.

We've developed the following two functions:

1.Closure and excretion function: Using a balloon plug, we're able to contain stool within a pouch, preventing leakage. After
removing the plug, a seamless technique allows for easy disposal of stool during excretion without soiling hands, followed by re-
closure. POC has been acquired through animal testing, and and the patent has been filed.

2.Preceding defecation prediction: After initial animal experimentation and subsequent improvements in the prototype, we are

currently obtaining proof of concept (POC) .
3.Bowel movement induction function: POC has been acquired through animal testing, and preparing for patent application.

[ Nextplan | T S D ST D ST D XD
Additional verification
. . for POC
In the fiscal year 2024, we aim to develop . .
o . . Clinical device
clinical-grade equipment, integrate the system. development
In 2025 and 2026, we plan to conduct non-
clinical trials followed by clinical trials. By the
fiscal year 2027, our goal is to pursue market

approval.

Norclinical trial Clinical trial Approval
application

Seed Series A @emTETEE

- 4 - AP ~100M yen ~500M yen ent of sales

"Securiné a variety of grants."






