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(1) Submitter Information

Name: DelMar Reynolds Medical Ltd.

Address:

1-2 Harforde Court
John Tate Court
Hertford, Hents SGI13 7NW
ENGLAND

Telephone Numiber: 44-1992-507700

Contact Person:
Dr. George Myers (Official Correspondent)
Medsys Inc.
377 Route 17 S
Hasbrouck Heights, NJ 07604
Telephone 201-727-1703
Fax 201-727-1708

Date Prepared: July 27, 2006

(2) Name of Device

Trade Name: Sentinel
Conmon Name: Central Data Base for Cardiology Devices
Classification name: Computers and Software, Medical

(3) Equivalent legally-marketed devices.

1. DelMar Reynolds CardioNavigator Plus, K05 1960

(4) Description

Sentinel, a software product, is a computer program intended to organize and manage the databases for
compatible Reynolds Monitoring products and also to act as a "control panel" for these products. The software
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that formerly was used with these devices has been transferred to sections of Sentinel. The program itself can be
-plied with all products.

the individual products are all data-gathering devices used to collect cardiology patient data (ECG or blood
pressure). These devices were previously sold with dedicated software programs that allow the devices to be
set-up or configured both to program the devices, and to receive downloaded data from the devices and
produce reports. In general, the dedicated programs also have a database uniquely for data from that device. As
noted before, these dedicated data bases are replaced by the Sentinel database.

Sentinel maintains a common cardiology database for the data collected by the compatible devices, and also
permits the user to operate the various devices in a manner identical to the way they were operated as individual
products. As a common data base, Sentinel stores data collected from each patient in the section of the database
dedicated to that patient. When used as a method for operating the device, the user selects the icon associated
with the device. The user then sees the opening screen for the operation of that device, and all succeeding
screens, as they were seen when the device was used with its dedicated program.
Sentinel has no capacity for analyzing electrocardiograms. When Sentinel is used with the Pathfinder Holter
Analysis program, the Pathfinder program is loaded into the same computer, and Pathfinder can be called by
Sentinel, but there are no other control links
Sentinel can be used on a personal computer (PC) that meets specifications established by Del Mar Reynolds
Medical. Sentinel will work with products already owned by the user, or with new products (included in the list
of compatible products) that the user may purchase later.

Sentinel will work on a single computer, but it has been re-configured to be also used in a network

,<) Intended Use

Sentinel, a software product, is a computer program intended to organize and manage the databases for
compatible Del Mar Reynolds Medical Monitoring products and also to act as a "control panel" for these
products. It is indicated when a user wishes to consolidate the databases of his Del Mar Reynolds Medical
products.

(6) Performance Data

(a) Non-clinical tests

Sentinel has been extensively validated by itself and in conjunction with the associated Del Mar
Reynolds Medical devices.

(b) Clinical tests

Clinical tests are not necessary, since Sentinel uses the same technology as the predicate device.

(c) Conclusions

Sentinel is equivalent in safety and efficacy to the legally-marketed predicate devices.
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Indications for Use

510(k) Number (if known): W 003,97

Device Name: Sentinel

Indications for Use:

Sentinel, a software product, is a computer program intended to organize and manage the databases for
compatible Del Mar Reynolds Medical Monitoring products and also to act as a "control panel" for these
products. It is indicated when a user wishes to consolidate the databases of his Del Mar Reynolds Medical
products.

Prescription Use X 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 OF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
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