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Traditional 510(k): Arstasis Dilator Adaptor

SECTION 4: 510(K) SUMMARY

Arstasis, Inc.

1021 Howard Avenue, Suite C

San Carlos, CA 94070

Debra Cogan

Director, Regulatory & Clinical Affairs

Phone: (650) 508-1549x273

Fax: (650) 594-4326

November 19, 2010

Arstasis Dilator Adapter

Dilator Adapter

Class II

21 CFR 870.1310

dilator, vessel, for percutaneous catheterization

DRE

Prelude Sheath Introducer (K070159)

MAY 2 4 2011

The Adapter is a sterile, single use device that is hollow and has a
tapered increase in outerdiameter on one end. This shapeallows the
Adapter to fill the excessspacebetween .018" guidewires and
dilators with larger inner diameters.

TheAdapter is intended toallow the useof a .018"guidewire with a
.035"or .038"guidewire compatible dilator up to 23cm in overall
length.

The DilatorAdapter is a polyethylene bumpextrusion that fits intoa
.035"-.038" compatible vessel dilator with an internal diameter-sized-
to an .018" guidewire.

The Dilator Adapter wassubjected to tensile testing to demonstrate
that it met ISOl 1070-1998 specifications for dilators. The Adapter
alsounderwent testing fordimensional specifications, design
verification and validation including insertion forces and useability as
assessed on a simulated clinical bench model.

The Arstasis Dilator Adapter is substantially equivalent to the
predicate device as confirmed through performance testing.










