Biocompatibility
Under normal use, the device would be worn over a shirt on the patient and a user of the device would place the device on the victim with approved gloves. The only other part that would touch the user is the foot pump which would be in contact with a user’s boots. Based on the normal operating conditions, no biocompatibility testing would be needed because of lack of direct or indirect contact of the patient eliminating the need for ISO10993.
However, in some cases the device might not be used under normal or “recommended” conditions. In which cases, in accordance with ISO10993, our device would be classified by a surface contact device that contacts with limited exposure (less than 24 hours). The following biocompatibility experiment table would be used and the following tests would need to be preformed. Since we are using currently approved nylon thigh cuffs for the only possible skin contact in non-recommended conditions, it my be possible to obtain this information from thigh cuff manufactures. Nonetheless, at most the following biocompatibility experiment table would be used and the following tests would need to be preformed outlined under the first skin contact row. 
	Body Contact
	Duration
	Cytotoxicity
	Sensitization
	Irritation
	Acute Systemic Toxicity

	Skin
	A
	x
	x
	x
	 

	Mucous Membrane
	A
	x
	x
	x
	 

	Compromised Surfaces
	A
	x
	x
	x
	x

	
	
	
	
	
	

	A = limited exposure (< 24 hrs)
	
	
	
	
	

	x = test required
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