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GENERAL INFORMATION

Manufacturer: Cardiva Medical, Inc.
2585 Leghorn Street
Mountain View, CA 94043
Phone: 650-964-8900
Facsimile: 650-964-8911
Establishment Registration Number: 3004182619
(Glenn Foy, President)

Contact Person: Kit Cariquitan
Regulatory Consultant
Experien Group, LLC
Phone: 408-400-0856
Facsimile: 408-400-0865

Date Prepared: August 16, 2007

DEVICE INFORMATION

Trade Name: Cardiva Medical Boomerang TM Catalyst II System

Classification Name: Vascular Clamp (21 CFR §870.4450)

Classification: Class II

PREDICATE DEVICES

Cardiva Medical BoomerangTM Catalyst System (K070485), formerly referred to as
the Cardiva Medical BoomerangTM PlusWire System.

Information regarding the predicate devices can be found in Appendix A.

INTENDED USE/INDICATIONS FOR USE

The BoomerangTM Catalyst/Catalyst 11 System is intended to promote hemostasis at
arteriotomy sites as an adjunct to manual compression. The BoomerangTM
Catalyst/Catalyst II System is indicated for use in patients undergoing diagnostic
and/or interventional femoral artery catheterization procedures using 5F, 6F or 7F
introducer sheaths.
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DEVICE DESCRIPTION

The Boomerang TM Catalyst II System is intended to promote hemostasis at
arteriotomy sites as an adjunct to manual compression. The Boomerang Catalyst II
System includes design modifications to minimize ooze from the tissue tract and
promote the hemostasis process. The Boomerang Catalyst II System maintains the
same indication for use as the Boomerang Catalyst System family of devices,
formerly referred to as the Boomerang PlusWire System.

The Boomerang Catalyst II System consists of a sterile disposable Boomerang
Catalyst II wire and a sterile disposable Boomerang Clip. In conjunction with manual
compression, the Boomerang Catalyst II System provides temporary hemostasis at a
femoral access site after femoral arterial catheterization while allowing continued
distal perfusion. After completion of catheterization, the Boomerang Catalyst II wire
is inserted into the artery through the existing introducer sheath. After insertion, the
distal tip of the Boomerang Catalyst II wire is deployed, which opens the flat, low-
profile Boomerang Disc within the lumen of the femoral artery. The introducer
sheath is then removed from the vessel over the Boomerang Catalyst II wire and the
low-profile Boomerang Disc conforms to the contours of the vessel and secures it
against the intima, sealing the arteriotomy. As gentle tension is applied to the
Boomerang Catalyst II wire, the sleeve covering the tensioning coil is gently retracted
until the distal tip appears at the skin surface to expose the coated tensioning coil to
the tissue tract. The applied tension is maintained by the external Boomerang Clip at
the surface of the skin at the puncture site. The tension between the Boomerang Disc
and the Boomerang Clip creates a site-specific compression of the arteriotomy and
tract and establishes temporary hemostasis. This allows natural recoil of the smooth
muscle of the vessel wall to occur at the arteriotomy site while the body's natural
clotting process begins. Following the procedure, the Boomerang Disc is collapsed
and the Boomerang Catalyst lI wire is completely removed from the artery. No part
of the device is left behind. Final closure of the arteriotomy occurs by applying
gentle manual or mechanical compression after removal of the Boomerang Catalyst II
System.

SUBSTANTIAL EQUIVALENCE

The Boomerang Catalyst II System is substantially equivalent to the predicate device
with regard to function, intended use, physical characteristics and performance
testing.

PERFORMANCE TESTING

Various testing which included bench and biocompatibility was performed on the
Boomerang Catalyst II System to insure the product and the product materials were
adequately tested and evaluated to demonstrate the product meets or exceeds the
performance requirements and is safe for the intended use of the device.
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CONCLUSION

The Boomerang Catalyst II System was properly designed, tested and shown to be

substantially equivalent to the identified predicate device.
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Statement of Indications for Use

510(k) Number (if known): K072297

Device Name: Cardiva Medical BoomerangTM Catalyst IL System

Indications for Use:

The BoomerangTM Catalyst/Catalyst II System is intended to promote hemostasis at
arteriotomy sites as an adjunct to manual compression. The BoomerangTM
Catalyst/Catalyst II System is indicated for use in patients undergoing diagnostic and/or
interventional femoral artery catheterization procedures using 5F, 6F or 7F introducer
sheaths.

Prescription Use _X_ AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE
IF NEEDED)

Concurr nce o Office of Device Evaluation (ODE)
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