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The volumetric airflow gauge (VAG) is a gauge that is intended to be incorporated into a standard BVM system, providing the user with a constant display of the air volume administered to the patient being treated.  The casing for the device will be constructed of materials similar to those found in standard resuscitation equipment, therefore, new biocompatibility issues will be minimal at best.    

The VAG is not intended to be in direct contact with the patient, however, the device will be handled by the resuscitator.  Therefore, in accordance with ISO 10993, the volumetric airflow gauge must comply with tests intended for devices with limited skin contact (<24 hrs.).  The tests will include cytotoxicity, sensitization, and irritation the user may experience as a result of using the device.  The tests to be performed are indicated in table 1.
Table 1. Biocompatibility test matrix, based on FDA document ISO 10993
	Device Categories
	Initial Evaluation
	Supplemental Evaluation

	 
	Body contact
	Contact duration
	Cytotoxicity
	Sensitization
	Irritation
	Systemic toxicity
	Subchronic toxixity
	Genotoxicity
	Implantation
	Hemocompatibility
	Chronic toxicity
	Carcinogeniety

	Surface devices
	Skin
	≤ 24 hours
	x
	x
	x
	 
	 
	 
	 
	 
	 
	 

	
	
	24 hours to 30 days
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	
	
	> 30 days
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	
	Mucosal membrane
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	Breached surface
	≤ 24 hours
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