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Report No.      

Checklist Usability of
IEC 60601-1-6, Edition 3.0, 2010
Company name:

Product type designation:

Intertek project number:

Instructions:

This checklist is intended to facilitate the review of the Usability documentation.

Please note that this checklist includes only summaries of the standard text and it is therefore of utmost importance that the standard itself is scrutinized when filling in this checklist.

Page 2 pulls the requirements from IEC 60601-1-6: 2010, Edition 3.0

Pages 3 to 9 pulls the requirements from IEC 62366: 2007, Edition 1.0

The “Result- Remark” column shall be filled in with comments and document id. ref. as applicable. 

For large documents, also note the location of the information e.g. page, chapter or section.

When a requirement is deemed not applicable, this shall be supported by a motive (if not obvious to any third party reviewer) and the letter N shall be put into the “Verdict” column. Other verdicts shall only be filled in by Intertek.

Return the checklist in Word format to your project engineer at Intertek.

	4.0
	General requirements
	
	

	4.2
	USABILITY ENGINEERING PROCESS complies with IEC 62366 including amended definitions
	See attached IEC 62366 Test Report
	

	
	Inspection of the usability engineering file verified that the manufacturer 
	

	
	– established a usability engineering process
	
	

	
	– established acceptance criteria for usability; and
	
	

	
	– demonstrated that the acceptance criteria for usability have been met.
	
	


	5
	Replacement of requirements given in IEC 62366
	

	
	The instructions for use include a brief description of the me equipment, its physical operating principles and significant physical and performance characteristics relevant to its usability
	
	

	
	The same information is also included in the technical description, if this is provided as a separate document from instructions for use
	
	

	
	The instructions for use contain a summary of the application specification
	
	


	4
	PRINCIPLES 
	

	4.1.1
	The MANUFACTURER has established, documented and maintains a USABILITY ENGINEERING PROCESS addressing USER interactions with the MEDICAL DEVICE according to the ACCOMPANYING DOCUMENT
	
	

	4.1.2
	The USABILITY ENGINEERING PROCESS complies with this standard and the acceptance criteria in the USABILITY VALIDATION plan have been met
	
	

	4.1.3
	Information for SAFETY used as a RISK CONTROL measure has been evaluated according to the USABILITY ENGINEERING PROCESS 
	
	

	4.2
	The results of the USABILITY ENGINEERING PROCESS are recorded in the USABILITY ENGINEERING FILE
:
	
	

	4.3
	The USABILITY ENGINEERING PROCESS is scaled-up or scaled-down based on the significance of the modification as determined by the results of the RISK ANALYSIS 
:
	
	


	5
	USABILITY ENGINEERING PROCESS
	

	5.1
	The application of the MEDICAL DEVICE is specified in the USABILITY ENGINEERING FILE 
:
	Document Reference No. in usability engineering file: 
	

	
	– intended medical indication
	
	

	
	– intended PATIENT population
	
	

	
	-- intended part of the body or type of tissue applied to or interacted with
	
	

	
	–  intended USER PROFILE
	
	

	
	– intended conditions of use
	
	

	
	– operating principle
	
	

	5.2
	The frequently used functions that involve USER interaction with the MEDICAL DEVICE are recorded in the USABILITY ENGINEERING FILE 
:
	Document Reference No. in usability engineering file:
	

	5.3.1
	The MANUFACTURER identified characteristics related to SAFETY that focus on USABILITY 
	See Table 5.3.1
	

	5.3.2
	The MANUFACTURER identified known or foreseeable HAZARDS related to USABILITY 
	See Table 5.3.2
	

	
	Reasonably foreseeable sequences or combinations of events involving the USER INTERFACE that can result in a HAZARDOUS SITUATION associated with the MEDICAL DEVICE are identified 
	
	

	
	The SEVERITY of the resulting possible HARM was determined 
	
	

	5.4
	The MANUFACTURER determined the PRIMARY OPERATING FUNCTIONS and recorded them in the usability file
	Document Reference No. in usability engineering file:
	

	
	The inputs to the PRIMARY OPERATING FUNCTIONS included frequently used functions and functions related to SAFETY of the MEDICAL DEVICE
	
	

	5.5
	The MANUFACTURER developed the USABILITY SPECIFICATION 
	See Table 5.5
	

	5.6
	The MANUFACTURER prepared a USABILITY VALIDATION plan
	See Table 5.6
	

	5.7
	The MANUFACTURER designed and implemented the USER INTERFACE as described in the USABILITY SPECIFICATION 
:
	See 5.8 and 5.9
	__

	5.8
	The MANUFACTURER verified the implementation of the MEDICAL DEVICE USER INTERFACE design against the requirements of the USABILITY SPECIFICATION 
	Document Reference No. in usability engineering file:
	

	5.9
	The MANUFACTURER VALIDATED USABILITY of the MEDICAL DEVICE according to the USABILITY VALIDATION plan
	Document Reference No. in usability engineering file:
	

	
	If the acceptance criteria are not met and no further improvements are practicable, the medical benefits outweigh the risk 
	Document Reference No. in usability engineering file:
	


	6
	ACCOMPANYING DOCUMENT
	
	

	
	If provided, the ACCOMPANYING DOCUMENT includes a summary of the application specification
	
	

	
	If provided, the ACCOMPANYING DOCUMENT includes a concise description of the ME EQUIPMENT, its operating principles and significant physical and performance characteristics, and intended user profile
	Reference to instructions for use _____/page ____
	

	
	If provided, the ACCOMPANYING DOCUMENT is written at a level consistent with the USER PROFILE.
	
	

	
	If the ACCOMPANYING DOCUMENT is provided electronically, the USABILITY ENGINEERING PROCESS included consideration of which information also needs to be provided as hard copy or as markings on the MEDICAL DEVICE
	
	

	7
	Training and materials for training
	

	
	When training is required for the safe and effective use of primary operating functions, the ACCOMPANYING DOCUMENT describes the available training options
	
	

	
	When training is required, the INTENDED USE and USER PROFILE(S) are the basis for training and training material
	
	


	Table 5.3.1
	usability engineering file RESULTS TABLE:  Characteristics related to SAFETY
	

	
	Document Ref. in usability engineering file 
	Result - Remarks
	Verdict

	An identification of characteristics related to SAFETY that focused on USABILITY was performed according to ISO 14971:2007, Clause 4.2
	
	
	

	During the identification of characteristics related to SAFETY, the following was considered:
	—

	– application specification, including USER PROFILE(S)
	
	
	

	– frequently used functions
	
	
	


	Table 5.3.2
	usability engineering file RESULTS TABLE:  Identification of known or foreseeable HAZARDS and HAZARDOUS SITUATIONS 
	

	
	Document Ref. in usability engineering file 
	Result - Remarks
	Verdict

	Identification of known or foreseeable HAZARDS related to USABILITY according to ISO 14971:2007, Cl. 4.3
	
	
	

	The identification of HAZARDS considers HAZARDS to PATIENTS, USERS and other persons
	
	
	

	Reasonably foreseeable sequences or combinations of events involving the user interface that can result in a HAZARDOUS SITUATION associated with the MEDICAL DEVICE are identified
	
	
	

	The SEVERITY of the resulting possible HARM was determined
	
	
	

	During the identification of HAZARDS and HAZARDOUS SITUATIONS, the following was considered:
	—

	– application specification, including USER PROFILE(S)
	
	
	

	– task related requirements
	
	
	

	– context of use
	
	
	

	– information on HAZARDS and HAZARDOUS SITUATIONS known for existing USER INTERFACES of MEDICAL DEVICES of a similar type, if available
	
	
	

	– preliminary USE SCENARIOS
	
	
	

	– possible USE ERRORS 
	
	
	

	– if an incorrect mental model of the operation of the MEDICAL DEVICE can cause a USE ERROR resulting in a HAZARDOUS SITUATION
	
	
	

	– results of the review of the USER INTERFACE
	
	
	


	Table 5.5
	usability engineering file RESULTS TABLE:  USABILITY SPECIFICATION
	

	
	Document Ref. in usability engineering file 
	Result - Remarks
	Verdict

	USABILITY SPECIFICATION
	
	
	

	The USABILITY SPECIFICATION provides:
	—

	– testable requirements for USABILITY VERIFICATION
	
	
	

	– testable requirements for USABILITY of PRIMARY OPERATING FUNCTIONS including criteria for determining the adequacy of RISK CONTROL achieved by the USABILITY ENGINEERING PROCESS.
	
	
	

	Inputs to the USABILITY SPECIFICATION include the following:
	—

	– application specification
	
	
	

	– PRIMARY OPERATING FUNCTIONS
	
	
	

	– HAZARDS and HAZARDOUS SITUATIONS related to USABILITY
	
	
	

	– known or foreseeable USE ERRORS associated with the MEDICAL DEVICE
	
	
	

	The USABILITY SPECIFICATION describes:
	—

	– USE SCENARIOS related to the PRIMARY OPERATING FUNCTIONS
	
	
	

	– frequent USE SCENARIOS
	
	
	

	– reasonably foreseeable worst case USE SCENARIOS
	
	
	

	– USER INTERFACE requirements for the PRIMARY OPERATING FUNCTIONS, including those to mitigate RISK
	
	
	

	– requirements for determining whether PRIMARY OPERATING FUNCTIONS are easily recognizable by the USER.
	
	
	


	Table 5.6
	usability engineering file RESULTS TABLE:  USABILITY VALIDATION plan
	

	
	Document Ref. in usability engineering file
	Result - Remarks
	Verdict

	USABILITY VALIDATION plan
	
	
	

	The USABILITY VALIDATION plan specifies:
	—

	– any method used for VALIDATION of the USABILITY of PRIMARY OPERATING FUNCTIONS
	
	
	

	– the criteria for determining successful VALIDATION of the USABILITY of the PRIMARY OPERATING FUNCTIONS based on the USABILITY SPECIFICATION
	
	
	

	– the involvement of representative intended USERS
	
	
	

	The USABILITY VALIDATION plan addresses:
	—

	– frequent USE SCENARIOS
	
	
	

	– reasonably foreseeable worst case USE SCENARIOS identified in the USABILITY SPECIFICATION
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