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510(k) Summary of Safety and Effectiveness

Game Ready Classic System

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.

The assigned 510(k) number is:

OCT 3 I 2007

A. Submitter: CoolSystems, Inc.
2201 Dwight Way
Berkeley, CA 94704

Phone: 510-868-5378

Fax: 510-984-5330

Email: mbaldwin@gameready.com

Contact: Marianne Baldwin, VP, QA/RA/CA

Date Prepared: September 14th, 2007

B. Device Names:

Trade Name: Game Ready Classic System
Common/usual Name: Cold/compression therapy system
Classification Name: Powered inflatable tube massager /Cold water circulating

pack

C. Predicate Device:

The GameReady Classic System issubstantially equivalent to the Game Ready
System, cleared under 510(k) K071050, andcurrently legally marketed by
CoolSystems, Inc.

D. Device Description:

TheGame Ready Classic System is comprised ofthe following components:
Control Unit, with AC Adapter (to convert line power to DC input power)
Connector Hose (connects Control Unit to Wrap)
Wrap (Heat Exchanger + Sleeve)
Optional Carry Bag
Optional Battery Pack (under development)

The Game Ready Classic System is a DC-powered device that provides intermittent
compression and controlled coldtherapy bycontrolling fluid flow and air pressure
through a Wrap that is specially designed for a specific body partor location (e.g.,
shoulder, elbow, knee, ankle, back). AWrap is comprised of a Sleeve (the outer
covering for the Heat Exchanger) and a Heat Exchanger. Cooling is provided by
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