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1.510(k) Summary 

For Public Disclosure 

Date Prepared: February 7,2003 

Submitter: Viterion TeleHealthcare LLC 
555 White Plains Road 
Tarrytown, NY 1059 1 
Phone: (91 4) 333-6600 
Fax: (914) 333-6470 

Contact Person: Sean M. Curry 
16787 Bemardo Center Drive, Suite A-1 
San Diego, CA 92128 
Phone: (858) 675-8200 
Fax: (858) 675-8201 

Proprietary Name: Viterion 100 TeleHealth Monitor 

Common Name: Physiological Monitoring System 

Classification : Class 11 

Product Code: 74 MWI, 870.2300 

Substantial Equivalence Claimed to: 

1. KO04050 Panasonic Tele-Homecare System, Matsushita Electric Industrial 
Co., Ltd. 

2. K952979 HANC Network, HealthTech Services Corp 

Description/Intended Use: 

The Viterion 100 TeleHealth Monitor is a physiological monitoring system. The system 
collects, accumulates, transmits patient vital signs and other physiological data from a 
patient who may be remote from the healthcare practitioner to the practitioner, and 
provides communication between the patient and practitioner. 
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The physiological monitoring instruments, selected by the healthcare practitioner, operate 
in conjunction with the Patient Terminal located in the patient’s home, a hospital room, 
nursing home, or other healthcare facility. The Patient Terminal connects to the server 
via a conventional telephone line or through the Ethernet. 

Summary of Technological Characteristics: 

The Viterion 100 TeleHealth Monitor system is a software controlled physiological 
monitoring device for which the healthcare provider is remotely located from the patient. 
It is a tabletop unit that communicates with the healthcare provider via a server. The 
built-in interface allows monitoring of the data directly from the selected physiological 
instruments. It also allows manual entry of other physiological measurements for those 
instruments that do not directly connect to the system. 
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3. Indications for Use Statement 

51O(k) Number: KO30419 
Device Name: Viterion 100 TeleHealth Monitor 

Indications for Use: 

The Viterionl 00 TeleHealth Monitor is a physiological monitoring system. The system 
collects, accumulates, transmits patient vital signs and other physiological data from a 
patient who may be remote from the healthcare practitioner to the practitioner, and 
provides communication between the patient and practitioner. It can record physiological 
information such as: 

0 Blood PressurePulse 
0 

0 Bodyweight 
0 Blood Glucose 
0 Temperature 
0 Respiratory Peak Flow 

Blood Hemoglobin Oxygen Saturation (SpOz) 

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

CDEZH, Offrce of Device Evaluation (ODE) 

Division of Cardiovascular Devices 

510(~) Number 6 C - t l  Y I el 

Prescription Use OR 
(Per 21 CFR 801.109) 
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