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Pre-Procedure Patency Assessment

"ESGE recommends, in patients with established Crohn's disease, the use of a patency capsule before small-bowel capsule
endoscopy to decrease the capsule retention rate."™

In line with this guidance, the OMOM® Patency Capsule is designed to assess gastrointestinal tract patency before OMOM®
capsule endoscopy in patients with suspected intestinal strictures or obstructive symptoms, helping clinicians determine
whether capsule endoscopy may proceed with a reduced risk of capsule retentions.

Constructed from biocompatible, dissolvable materials, the capsule is designed to disintegrate after the period specified
in the approved instructions for use if retained in the bowel. A favourable patency result reduces, but does not eliminate,
the risk of capsule retention.

DAY 0 Patient assessment, preparation and informed consent.
DAY 1 (0 hours) Patency capsule ingestion. Q

DAY 2 (30 hours after ingestion) Assess whether the capsule has been excreted intact; if not, determine its presence
and location.

Has the capsule been NO Determine capsule presence and location using
excreted intact? Fluoroscopy or Abdominal X-ray or CT
YES
NOT DETECTED IN COLON PROXIMAL / UNCERTAIN
RESULT A RESULT B RESULT C
Capsule excreted intact or not Capsule reliably localised Capsule located proximal to the
detected on adequate imaging. in the colon. colon, or its location cannot be

determined reliably.

Functional small-bowel Small-bowel patency may be i:f Patency is not established.

patency may be considered considered established in Do not proceed with
established according to the accordance with the approved capsule endoscopy until
approved IFU and physician instructions for use and further assessment.
judgment. physician judgment.

Important: Refer to the approved OMOM® Patency Capsule instructions for use for indications, contraindications, warnings, assessment timing, imaging
requirements and interpretation criteria.

Specifications

Model PC1 PC2

Weight 3.3g+0.2g 3.9g+0.5g

Size ® 11.0mm x 26.0mm ®11.5mmx32.3mm

Pre-use OMOM HD_SC1, OMOM Robotic Capsule_RC12 OMOM HD_SC2, OMOM Robotic Capsule_RC22, OMOM Colon Capsule_CC1
Materials Biocompatible, food grade

Body materials Lactose anhydrous, barium sulphate, citric acid, magnesium stearate and sodium bicarbonate

Plug materials Lactose anhydrous, PVP K-90, Avicel PH 200 and Compritol 888

Coating Parylene C Operating temperature 35~45°C

Shelf life 12 months Operating time (period) <100h

Storage conditions 0 ~25°C, dry and out of direct sunlight

*CE marked under EU MDR. Not FDA cleared — not available in the United States.
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