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医械企业一站式知识平台！                                  联系龙德获取更多知识!

Identify User Interface characteristics related to Safety and potential Use errors

Product Name: {产品名称}

【本处填写产品名称，需要确保全篇技术文档及报告等的名称一致】
Model: {产品型号1}、{产品型号2}、{产品型号N}

【需要罗列本次认证的所有产品型号清单，如型号很多，可以采用另外附件文档的方式给出】
Document No.: {文件编号}

【本处填写本文件的编号】
Edition: {文件版本}
【本处填写本文件的版本】
Drafted by :       {XX名字}             Date：   {年-月-日}  

Checked by:       {XX名字}             Date：   {年-月-日}  
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【以上分别由负责本文档的编写、审核、批准的人员进行签字和日期，需要注意文件的签署人员和日期等信息与相关体系文档的符合性及逻辑性】
{XXXX公司}
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Product 
1.1 Product name and model

Product Name: {产品名称}

Model: {产品型号1}、{产品型号2}、{产品型号N}

【需要罗列本次认证的所有产品型号清单，如型号很多，可以采用另外附件文档的方式给出】
1.2 The difference between models

{描述型号之间的差异}

 Identify User Interface characteristics related to Safety and potential Use errors

	 list of questions 
	Applicable or not

{识别第一列条款内容申报产品是否适用}
	USER INTERFACE characteristics that could impact SAFETY

{根据第一列条款内容识别是否影响申报产品安全的用户界面的特征}
	USE ERRORS that could occur and are related to the USER  INTERFACE

{描述根据第一列条款内容识别可能发生的与用户界面相关的用户错误}

	C.2.29 Does the successful use of medical devices mainly depend on human factors, such as user interfaces?
	【填写Yes 或No，如为No,需要说明理由】

	【根据实际产品识别】

	【根据实际产品识别】


	C.2.29.1 Are user interface design features likely to contribute to usage errors?

Factors that should be considered are user interface design features that may contribute to the use of errors. Examples of interface design features include: controls and displays, symbols used, ergonomics, physical design and layout, operating levels, software menus for driving devices, visibility of warnings, audibility of alarms, color-coded standardization. For additional guidance on applicability see IEC 60601-1-6 [26], for additional guidance on alarms see 60601-1-8 [26]
	【填写Yes 或No，如为No,需要说明理由】

	【根据实际产品识别】

	【根据实际产品识别】


	C.2.29.2 Is the medical device used in an environment where the distraction causes the wrong use?

Factors that should be considered include:

Consequences of using errors;

Whether distractions are common;

Whether the user may be disturbed by unusual distractions.
	【填写Yes 或No，如为No,需要说明理由】

	【根据实际产品识别】

	【根据实际产品识别】


	C.2.29.3 Does the medical device have any connecting parts or accessories?

Factors that should be considered include the possibility of error code connection, similarity with other product connection methods, connection force, feedback on connection integrity, and too tight and too loose connections.
	【填写Yes 或No，如为No,需要说明理由】

	【根据实际产品识别】

	【根据实际产品识别】


	C.2.29.4 Does the medical device have a control interface?

Factors that should be considered include interval, coding, grouping, graphic display, feedback mode, error, negligence, control difference, visibility, direction of start or change, whether control is continuous or intermittent, and the reversibility of settings or actions .
	【填写Yes 或No，如为No,需要说明理由】

	【根据实际产品识别】

	【根据实际产品识别】


	C 2. 29.5 Does the medical device display information?

Factors that should be considered include visibility, directionality, user's vision, field of vision and perspective in different environments, clarity of displayed information, units, color coding, ability and accessibility of key information.
	【填写Yes 或No，如为No,需要说明理由】

	【根据实际产品识别】

	【根据实际产品识别】


	C.2.29.6 Is the medical device controlled by the menu?

Factors that should be considered include the complexity and number of levels, state perception, path settings, guidance methods, the number of steps for each action, the clarity of the sequence and storage issues, as well as the importance and deviation of control functions related to its accessibility The impact of prescribed operating procedures.
	【填写Yes 或No，如为No,需要说明理由】

	【根据实际产品识别】

	【根据实际产品识别】


	C.2.29.7 Are medical devices used by people with special needs?

Factors that should be considered include users, their mental and physical abilities, skills and training, ergonomics, use environment, installation requirements, and patient control or ability to influence the use of medical devices. Special attention should be given to users with special needs, such as the disabled, the elderly and children. To be able to use medical devices, their special needs may include the help of another person. Whether the medical device is expected to be used by people with various skills and cultural backgrounds.
	【填写Yes 或No，如为No,需要说明理由】

	【根据实际产品识别】

	【根据实际产品识别】


	C.2.29.8 Can the user interface be used to initiate user actions?

Factors that should be considered include the possibility that the user initiates a prepared action to enter a controlled action mode. This possibility increases the risk of the patient and whether it will attract the user's attention.
	【填写Yes 或No，如为No,需要说明理由】

	【根据实际产品识别】

	【根据实际产品识别】


	C.2.30 Does the medical device use an alarm system?

Factors that should be considered are the risk of false alarms, non-alarms, disconnected alarm systems, unreliable remote alarm systems, and the possibility that medical personnel understand how the alarm system works. IEC 60601-1-8 [26] gives guidelines for alarm systems.
	【填写Yes 或No，如为No,需要说明理由】

	【根据实际产品识别】

	【根据实际产品识别】


	C.2.31 In what ways may medical devices be intentionally misused?

Factors that should be considered are improper use of the connector, loss of safety features, or alarm failure to work, ignoring the manufacturer's recommended maintenance.
	【填写Yes 或No，如为No,需要说明理由】

	【根据实际产品识别】

	【根据实际产品识别】


	C.2.32 Does the medical device hold key data for patient care?

Factors that should be considered include the consequences of data being modified or destroyed.
	【填写Yes 或No，如为No,需要说明理由】

	【根据实际产品识别】

	【根据实际产品识别】


	C.2.33 Is the medical device expected to be mobile or portable?

The factors that should be considered are the necessary handles, handles, wheels, brakes, mechanical stability and durability.
	【填写Yes 或No，如为No,需要说明理由】

	【根据实际产品识别】

	【根据实际产品识别】


	C.2.34 Does the use of medical devices depend on basic performance?

Factors that should be considered are, for example, the output characteristics of life support devices or the operation of alarms. For a discussion on the basic performance of medical electrical equipment and medical electrical systems, see IEC 60601-1 [23]
	【填写Yes 或No，如为No,需要说明理由】

	【根据实际产品识别】

	【根据实际产品识别】



 专业带去价值，服务赢来美誉!                                 模板仅供参考，请以法规要求为准。

