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Device Information:
Proprietary Name: CoPilotA M Health Management System

Common Name: Data Management Software

Predicate Device: Precision Linka r Diabetes Data Management
System (cleared 3/25/2004, under K040628)

Device Desc ripti on
The CoPilotTM Health Management System is a PC-based software application that permits people with
diabetes, their healthcare team, and caregivers to upload data from FreeStyle and Precision Blood
Glucose Monitoring Systems into the CoPilot System. The CoPilotTM Health Management System is
intended for use in home and clinical settings to upload data from these devices to a patient's or
healthcare professional's computer where the data may be saved, displayed in a number of formats,
printed, or exported to an authorized user.

Intended Use
The CoPilotTM Health Management System is intended for use in the home and clinical settings by people
with diabetes and healthcare professionals as an aid in the review, analysis and evaluation of historical
glucose test results in support of an effective diabetes management program.
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Technological Characteristics
The CoPilot Health Management System software is a data acquisition and storage application used for
diabetes data management. The CoPilot software features three main data functions of data entry,
reports, and synchronization.

CoPilot Health Management System software operates in a Microsoft Windows Operating System
platform. The software allows the user to display a variety of graphs and statistics based on user-
selectable date intervals, time of day segments, and blood glucose target ranges.

Performance Data
The CoPilotTm Health Management System software has been developed in accordance with the FDA's
Guidance for the Content of Premarket Submission for Medical Devices Containing Software (May 1 1,
2005) and General Principles of Software Validation 1/1 1/2002: Final Guidance for Industry and FDA
Staff, where applicable and appropriate.

Software, Software QA, and System verification testing demonstrates that the CoPilotTMA Health
Management System meets the performance requirements for the intended use of the system.

Non-clinical/Clinical Conclusions
Results of non-clinical and clinical testing demonstrate that the performance of the CoPilotTm Health
Management System is acceptable and comparable to the performance and safety characteristics of the
predicate device when used according to its intended use.
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Indications for Use

510(k) Number (if known): k062770

Device Name: CoPilotTM Health Management System

Indications For Use:

The CoPilotTM Health Management System is intended for use in the home and clinical
settings by people with diabetes and healthcare professionals as an aid in the review,
analysis and evaluation of historical glucose test results in support of an effective
diabetes management program.

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

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

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)
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