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MCI Clenching Inhibitor

510(k) Summary of Safety and Effectiveness

Device Generic Name
Geclusal Sternt

Device Trade Name
MCI Clenching Inhibitor

Regulation Number and Name
21 CFR 872.5570 Device, Jaw Positioning

Product Code
LQZ

Panel Code
Dental

Applicant Name and Address
MCI-Myohealth Systems

6B Inga Parade, Mt. Martha VIC 3934

AUSTRALIA
Contact Information

Dave Balding
Consultant
26552 Tampico Place

Mission Viejo CA 92691

USA
Phone: (949) 412-0619 or (949) 916-2663

Fax: (949) 916-2663
Device Description

The Myohcalth Clenching Inhibitor disrupts the activity of the pericranial musculature by

providing contact between the anterior (incisor) teeth and preventing contact of opposing

rearward teeth. The modified dental contact provided by this intraoral device modifies the

neuriomuscular response of the body to reduce contraction of the pericranlial musculature

and the associated brUxism and temporal mandibular disorders.

The MCI is an anterior device custom fabricated for each patient. The Myoheaith

Clenching Inhibitor is intended for treating conditions diagnosed by medical

pro fe ssi onalIs.

The MCI Clenching Inhibitor is designed to span 6 teeth, from upper cuspid to cuspid.

The larger siz~e of the MCI greatly reduces the risk of inhalation or swalloxwing this

appliance. The MCI Clenching Inhiboito has a thermoplastic lining. This lining ensures

excellent long term retention.
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Comparison to Predicate Device

Attribute Myohealth Clenching Predicate
nhibitor (NTI Clenching Suppression

System, K981546

Protection of teeth and For the prevention of chronic

restorations from the forces of tension and temporal joint

bruxism. syndrome that is caused by

Indications for use Recovery from temporal chronic clenching of the

mandibular disease (TMD) in posterior mandibular and

which bruxism is a maxillary teeth by the

contributing factor. temporalis muscle.

Method of manufacture Custom fabricated Custom fabricated

Single patient, intraoral
device ~~~~~~yes yes

device
Material Thermoplastic acrylic Thermoplastic acrylic

An anterior bite stop that An anterior bite stop that
Methon/intendeo use. inhibits masticatory inhibits masticatory

musculature. musculature.

Risk of material None None
exposure
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