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General Information 

Classification Class I1 

Trade Name Vivz‘WaveTM Microwave System 

Submitter 

Contact 

Vivant Medical, Inc. 
19 16-A Old Middlefield Way 
Mountain View, CA 94043 

650-694-2900 

Steven Kim 
Director of Research and Development 

Intended Use 

The VivaWaveTM Microwave System is intended for coagulation of soft 
tissue 

Predicate Devices 

HSE-5M Microtaze - Cooper Lasersonics, Inc. 
HHS- 15M Microtaze - Cooper Lasersonics, Inc. 
RF-2000 RF Generator - RadioTherapeutics Corp 
LeVeen Needle Electrode - RadioTherapeutics Corp 
Model 30-6 Multielectrode Array Probe - Zomed Intl 

K 8 6 4 4 1 3  
K 8 6 1 9 0 4  
K 9 8 1 6 7 2  
K 9 6 2 3 1 3  
K 9 6 2 6 9 2  

Device Description 

The VivaWaveTM Microwave System consists of an external microwave 
generator and probe. The generator is manually set at the desired 
power levels by the operator. Procedure time is also preset by the 
operator. The generator is connected to the probe through a connector. 

The external generator unit measures approximately ( 13’” x 17”W x 
3.5”D) The exterior housing is formed of aluminum coated with plastic. 



The unit contains electric circuits, circuit boards, and integrated control 
panel. The major components of the generator are cooling fans, power 
supply, microwave module and the front panel/ control board assembly. 

The probe is a specifically designed antenna coated with Teflon (PTFE). 
The probe is permanently attached to a cable that carries the energy from 
the generator to the tip of the probe. The proximal end of the cable has a 
connector that fits into the generator and allows the energy to be delivered 
to the probe. 

Materials 

All patient contact materials used in the manufacture of the VivaWaveTM 
Microwave System are suitable for this use and have been used in 
numerous previously cleared products. 

Testing 

The generator is designed to comply with electrical safety (EN60601-1) 
and electromagnetic compatibility (EN6060 1- 1-2). Product testing was 
conducted to evaluate conformance to product specification. 
Biocompatibility testing was conducted in accordance with IS0 10993. 
All materials used in the VivaWaveTM Microwave System are 
biocompatible and suitable for use. 

Summary of Substantial Equivalence 

The VivaWaveTM Microwave System is equivalent to the predicate 
products. I The indications for use, basic overall function, methods of 
manufacturing, and materials used are substantially equivalent. 
Vivant Medical believes the VivaWaveTM Microwave System is 
substantially equivalent to existing legally marketed devices. 




