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Summary of Device Description: 

October 10, 2002 

proSonicTM Ultraviolet Toothbrush Sanitizer 

Ultraviolet Toothbrush Sanitizer 

Purebrush Ultraviolet Toothbrush Sanitizer (Purebrush 
Associates) 

The prosonic Ultraviolet Toothbrush Sanitizer unit sanitizes toothbrushes hung inside the 
unit by reducing the amount of bacteria that accrues on them under normal conditions of use. 
Sanitization is accomplished via ultraviolet (UV) radiation produced by a UV lamp housed 
within the unit. When activated, the prosonic Ultraviolet Toothbrush Sanitizer completes an 
initial sanitization cycle in one (1) hour. Afterwards, a built-in timer in the uni t  alternately 
causes the UV lamp to be turned off for sixty (60) minutes and turned on for five (5) minutes 
in between brushing cycles. Depending on usage, the UV lamp will typically be activated 
for approximately one hundred-sixty five (165) minutes per day. The bulb has an effective 
life of ten thousand (10,000) hours. The sanitizer is designed so that the UV lamp can be 
activated only when the unit door is fully closed, and the level of ozone emitted by the 
sanitizer is within FDA regulatory limits. The prosonic Ultraviolet Toothbrush Sanitizer I S  

sold with four (4) accompanying toothbrushes and a power handgrip (which converts the 
toothbrushes into powered toothbrushes). 

Intended Use: 

The prosonic Ultraviolet Toothbrush Sanitizer is intended for use in reducing bacterial 
contamination that naturally accrues on toothbrushes under normal conditions of use. 
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Subs tan tial Equivalence Corn pa rison: 

The proSonic Ultraviolet Toothbrush Sanitizer is substantially equivalent to the Purebrush 
Ultraviolet Toothbrush Sanitizer. The intended use of both devices is identical - to reduce 
bacterial contamination that accrues on toothbrushes under normal conditions of use. [Both 
devices are substantially equivalent in terms of materials and design.] Additionally, the 
technological characteristics of both devices are substantially equivalent. Both the prosonic 
and the Purebrush sanitizers use ultraviolet light to reduce bacterial contamination. Both 
devices house a UV lamp that effectively eliminates most bacteria on toothbrushes stored 
therein. Ozone emissions for the two devices are similar and comply with acceptable FDA 
regulatory limits. The UV lamps in both devices cannot be activated unless the units are 
fully closed. The wavelengths emitted by the UV bulbs in the two devices are also 
substantially equivalent. Additionally, although their sanitization cycle lengths and the 
lifetimes of their respective UV bulbs are different, these differences are not significant to 
the safety or effectiveness of the prosonic device. Like the Purebrush, the prosonic UV 
toothbrush sanitizer is safe and effective for toothbrush sanitization. 

Summary of Performance Testing: 

Laboratory and actual use tests were conducted to demonstrate the effectiveness of the 
prosonic Ultraviolet Toothbrush Sanitizer in reducing bacterial contamination on 
toothbrushes, as well as the extent to which the device emits ozone. These tests demonstrate 
that bacterial contamination on toothbrushes is significantly reduced by the device and that 
the ozone emitted by this product is minimal and within limits specified at 2 1 C.F.R. 9 
80 1.4 15 (2002). 

Conclusion: 

Based on the comparison of features of the prosonic and Purebrush UV sanitizers and the 
performance testing discussed above, it is concluded that the proSonic Ultraviolet 
Toothbrush Sanitizer is as safe, as effective, and performs as well as or better than the 
Purebrush Predicate Device for the intended use of reducing bacterial contamination on 
toothbrushes, and is thus substantially equivalent thereto. 
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510(k) Number (if known): KO23662 

Device Name: ProsonicTM Ultraviolet Toothbrush Sanitizer 

Tndications for Use: 

The ProsonicTM Ultraviolet Toothbrush Sanitizer is intended for use in reducing bacterial 
contamination that naturally accrues on toothbrushes under in-use conhitions. 

T’Tr;idemark of Hwadong International Company Ltd. 

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

Concurrence of CDRH, Office of Device Evaluation (ODE) 

Prescription Use .__ 

(Per 2 1  CFR 801.109 
OR Over-the-counter Use -xX- 

(Optional Format 1 ) 
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