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510(k) Premarket Notification Database 

Device Classification Name Stimulator, Nerve, 
Transcutaneous, For Pain Relief 

510(K) Number K062641
Regulation Number 882.5890

Device Name BODY-STIM, BIOMODULATOR, 
BEST-RSI, BEST PRO, MODE

Applicant
AVAZZIA, INC. 
13154 Coit Rd., Ste. 200
Dallas,  TX  75240 

Contact Catherine Tone
Classification Product Code GZJ

Date Received 09/06/2006
Decision Date 04/30/2007
Decision Substantially Equivalent (SE)
Classification Advisory 
Committee Neurology 

Review Advisory Committee Physical Medicine 
Statement/Summary/Purged 
Status Summary Only 

Summary Summary 
Type Traditional 
Reviewed By Third Party No 
Expedited Review No 

Page 1 of 2FDA > CDRH > 510(k) Premarket Notification Database Search

6/5/2007http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/pmn.cfm?ID=22612



Center for Devices and Radiological Health / CDRH 

Page 2 of 2FDA > CDRH > 510(k) Premarket Notification Database Search

6/5/2007http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/pmn.cfm?ID=22612


