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Histofreezer' Wart Removal System or other proprietary name 
OTC wart removal system 
Cryosurgical unit, accessories 

Device to Which Substantial Equivalence Is Claimed: 
Histofreezer@ Device, by OraSure Technologies, Inc. (Primary Predicate) - K911420, 
K924 1 14, K97 1392 
Wartner Wart Removal System, by Wartner Medical Products (OTC claim) - KO1 1708 
Compound W Gel, by Medtech (labeling only) 
Clear Away Liquid, by Schering-Plough Healthcare Products, Inc. (labeling only) 
Clear Away One Step for Kids, by Schering-Plough HealthCare Products, Inc. (labeling only) 
Rite Aid Wart Liquid, by Rite Aid Corporation (labeling only) 
Suave Hairspray, by Helene Curtis (flammability label only) 

Description of Device: 
The Histofreezer' Wart Removal System is a cryosurgical system for the treatment of warts. 
It consists of: 

o A canister filled with a liquid mixture of the compressed gases dimethyl ether, propane 
and isobutane 

o Custom applicators 
o An illustrated description of how to use the product 

Intended Use Statement: 
The Histofreezer@ Wart Removal System is indicated for over-the-counter treatment of common 
warts and plantar warts. 

Comparison of Technological Characteristics: 
The Histofreezer@ Wart Removal System for over-the-counter treatment of common and plantar 
warts is substantially equivalent to the Histofreezer' device for the same indications (for 
prescription use). Both devices are portable cryosurgical systems comprised of a canister 
containing cryogen and an applicator that is saturated with cryogen and then applied to the wart 
to be treated. The Histofreezer' Wart Removal System, however, is intended for OTC treatment 
of common warts and plantar warts. 
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The labeling of the Histofreezer@ Wart Removal System has been developed to ensure the 
consumer has adequate directions for use and for safety. Histofreezer@ labeling has also been 
developed to provide adequate information for the consumer to make a self diagnosis and to ensure 
that they contact their doctor if in any doubt, if stinging or aching persists after treatment, or if the 
wart does not improve after four treatments. 

The safety and warning statements for the OTC predicate device (Wartner Wart Removal System) 
and for all of the labeling predicate devices is essentially similar. 

7. Conclusion: 
Based on the information presented above, it is concluded that the proposed Histofreezer@ Wart 
Removal System is safe and effective for its intended use and is substantially equivalent to the 
primary predicate device. It is also substantially equivalent in intended use, safety, and labeling 
to the labeling predicate devices. 
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