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SMDA Summary
This summary of 510(k) safety and effectiveness information is being submitted in
accordance with the requirements of SMDA 1990 and 21 CFR 807.92.
Product: Montgomery Radiopaque Laryngeal Keel

Description: The Laryngeal Keel is an umbrella-shaped device designed to conform to the
anatomy of the anterior commissure. The keel is available is sizes 12mm, 14mm, and 16mm.

Indication For Use:

1. To repair simple anterior glottic stenosis due to anterior commissure web formation.

2. To prevent anterior glottic stenosis in situations where anterior commissure stenosis is likely
to occur (eg, following extralaryngeal or endolaryngeal trauma with loss of anterior

commissure).

3. To prevent the anterior glottic stenosis immediately following removal of the Montgomery
Laryngeal Stent.

Predicate Device: Montgomery Laryngeal Keel.

Testing: Finished device samples passed cytotoxicity testing and were determined to be non-
reactive and non-cytotoxic based on Elution Test, USP 23.
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