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Device Trade Name: To be determined

Common Name: Microvascular Anstornotic Coupler

Predicate Device: '~,Microvascular Anastomotic COUPLER; K861 985

Device Description: The device is a sterile (gamma irradiation), single-use,
implantable pair of rings molded out of high density
polyethylene with six stainless steel pins on each of the
ring. A probe-holder feature is molded on each of the
paired rings to be a point of attachment for a
sensor/probe at the site of anastomnosis.

Indications for Use: The device is for use in the anastomnosis of veins and
arteries normally encountered in microsurgical
procedures.

Technological The proposed device has the same technological
Comparison: characteristics as the predicate device.

Summary: The device is substantially equivalent to the predicate
device with respect to biocompatibility, manufacturing
process, product performance, sterilization, shelf life,
packaging, and safety and efficacy.




