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MEDICAL ELECTRICAL EQUIPMENT OR MEDICAL ELECTRICAL SYSTEM evaluated
Describe the MEE/MES in its entirety as tested, including the equipment, accessories, applied parts and supporting peripheral equipment. Include a system diagram where clarity is needed.



MEDICAL ELECTRICAL EQUIPMENT EXPECTED SERVICE LIFE 
Indicate the EXPECTED SERVICE LIFE documented in the RISK MANAGEMENT FILE and describe any required service or maintenance expected during that lifetime. 



MEDICAL ELECTRICAL EQUIPMENT ESSENTIAL PERFORMANCE characteristics 
Description of the ME EQUIPMENT ESSENTIAL PERFORMANCE characteristics supplied by the MANUFACTURER to the testing laboratory and which were used as acceptance criteria in the testing. 



Identify MEDICAL ELECTRICAL EQUIPMENT classifications
Types of APPLIED PARTS (check all that apply) 
 	TYPE B APPLIED PART
 	TYPE BF APPLIED PART
 	TYPE CF APPLIED PART
 	DEFIBRILLATION-PROOF APPLIED PART
Types of power sources (check all that apply) 
 	INTERNALLY POWERED
 	SUPPLY MAINS
 	CLASS I
 	CLASS II
Protection against ingress of water or particulate matter (IPNN rating)
__________ for ME EQUIPMENT
__________ for ACCESSORIES 
__________ for APPLIED PARTS
Type of OPERATOR (check all that apply)
 	LAY
 	professional
 	specialized professional
	______________________ (indicate specialization)
USE ENVIRONMENT (check all that apply)
 	HOME HEALTHCARE ENVIRONMENT 
 	EMERGENCY MEDICAL SERVICES ENVIRONMENT
 	professional healthcare facility
Types ME EQUIPMENT (check all that apply) 
 	STATIONARY
 	FIXED
 	HAND-HELD
 	TRANSPORTABLE
 	MOBILE
 	PORTABLE
 	BODY-WORN
 	HAND-HELD
 	TRANSIT-OPERABLE
Suitable for use in an OXYGEN RICH ENVIRONMENT?
 	yes
 	no
Mode of operation
 	CONTINUOUS OPERATION
 	non-CONTINUOUS OPERATION
Is the ME EQUIPMENT or are its ACCESSORIES intended to be sterile or sterilized?
 	no
 	yes, if yes the method: (check all that apply)
 	aseptic processing
 	ethylene oxide
 	irradiation
 	steam or dry heat
 	vaporized hydrogen peroxide
 	other: _________________ (indicate method)
Evaluation of the Results of Conformity Assessment 
	The articles that were tested are identical in all material respects to the subject ME EQUIPMENT 
	The test results demonstrate that the ME EQUIPMENT is in conformity with the standard 
Standards included that are included in the ASCA program
List each standard
 
Standards included that are not part of the ASCA program
List each standard



1. Clauses Tested 
Rationale for any clause identified as not applicable, not tested, or had failing test results. 
	All clauses and subclauses were deemed applicable and tested. 
	ACSA test lab used:________________________________
	The following clauses and subclauses were deemed not applicable. (list and indicate why they were deemed not applicable)
	The following clauses and subclauses are included in this evaluation, but completed by another entity 
Describe how other entity was utilized



	No applicable clauses or subclauses had failing test results.
	The following clauses and subclauses were not tested.



	The following clauses and subclauses failed in the test results; rationale for each is provided below.



2. Anomalous Results 
Description of resolution of anomalous test results. 
	Anomalous results were NOT identified by the testing laboratory as a concern  
	Anomalous results were identified by the testing laboratory as a concern; resolution of results described below. 



3. Concerns Communicated by Testing Laboratory 
	Concerns regarding BASIC SAFETY or ESSENTIAL PERFORMANCE were NOT communicated by the testing laboratory. 
	Concerns regarding BASIC SAFETY or ESSENTIAL PERFORMANCE that were communicated by the testing laboratory; resolution described below. 



