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【Please attach the documentation pertaining to the Electromagnetic Compatibility Testing (e.g., EMC test reports/summaries), Safeguards, Wireless Testing, and Electrical, Mechanical and Thermal Testing of your device.】





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。 (
第 
1
 页 共 
1
 页
)

image1.png







image2.png








[image: ][image: C:\Users\Administrator\Desktop\模板图标3.png模板图标3]医械企业一站式知识平台！                  联系龙德获取更多知识!





















Wireless Testing



























































【Please attach the documentation pertaining to the Electromagnetic Compatibility Testing (e.g., EMC test reports/summaries), Safeguards, Wireless Testing, and Electrical, Mechanical and Thermal Testing of your device.】
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[bookmark: _Toc16251]1. Summary 

This 510(k) submission submits bench test results to support substantial equivalence and maintains performance testing report of the devices. The types of test,and the test results are summarized as follows. The test results demonstrate that the proposed device met its performance specifications.



[bookmark: _Toc771]1.1 Performance Test 

The performance bench testing of  {填写申报产品名称 } (model: {填写申报产品的具体型号}) include the following:



		Test item

		Test Standards

		Result



		{填写测试项目}

		{填写测试项目对应的标准 }

		Pass



		{填写测试项目}

		{填写测试项目对应的标准 }

		Pass



		.....

		.....

		Pass







[bookmark: _Toc13833]1.2 Full test report of all completed test

		Test Report

		Test Standards

		Remark



		{填写文档中测试报告名}

(参考示例：IEC 60601-1 

Test Report)

		{填写测试项目对应的标准 }

(参考示例：IEC 60601-1 )

		Report No.:

{填写测试报告编号}





		{填写文档中测试报告名}

(参考示例：IEC 60601-1 

Test Report)

		{填写测试项目对应的标准 }

(参考示例：IEC 60601-1 )

		Report No.:

{填写测试报告编号}





		.....

		.....

		.....







[bookmark: _Toc31947]2. Explanation of the data from test report supports Substantial equivalence 

{填写解释从每个测试中产生的数据如何支持实质等同}

(参考示例：

Both the {填写申报产品名称 } (model: {填写申报产品的具体型号}) and the predicate device have the same intended use and similar technological characteristics, {填写产品预期用途}. Compare with the subject device and predicate device(the detailed comparison table can be referred to “Substantial Equivalence Discussion)”, the subject device has same intended use, similar product design, same performance effectiveness, and performance safety as the predicate device. 

The differences between the subject device and predicate device are minor and both 

products meet the same standard {填写产品专标}, ISO 10993-5 and ISO 10993-10. The differences between the subject device and predicate device do not affect the intended use, product design, effectiveness and safety of the subject device. And no question is raised regarding to effectiveness and safety. Thus, the subject device is substantially equivalent to the predicate device. 

The detailed comparison table and discussion of differences between subject and 

predicate can be referred to “Substantial Equivalence Discussion”.

)
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Executive Summary



1. Submitter's Identification:



		Owner’s Name:

		{填写申请者的企业名称}



		Address:

		{填写申请者的企业地址}（参考示例：1201, Haosheng Business Center, 4096 Dongbin Road, Nanshan, Shenzhen, P.R.C）



		Phone:

		{填写联系人的电话 }



		Fax:

		{填写联系人的传真 }



		E-mail:

		{填写联系人的邮箱 }



		Contact:

		{填写联系人英文名称 }







2. Name of the device:

· Trade/Proprietary Name : {填写申报产品名称 }

· Common Name : {填写申报产品通用名称 } 

· Model :  {填写申报产品的具体型号}

· Classification : II

· Product Code: {填写产品代码 } 



3. Device Description:

{填写产品描述 }

[bookmark: OLE_LINK24]

4. Difference

The following table specifically describes the differences between each model of {填写器械名称，及所有型号}。



		No.

		Item 

		Model 1

		Model 2

		Model 3

		........



		1

		{填写对应的项目}

		{填写对应的内容}

		{填写对应的内容}

		{填写对应的内容}

		........



		2

		{填写对应的项目}

		{填写对应的内容}

		{填写对应的内容}

		{填写对应的内容}

		........



		3

		{填写对应的项目}

		{填写对应的内容}

		{填写对应的内容}

		{填写对应的内容}

		........



		4

		........

		........

		........

		........

		........







5. Indication for Use

{填写产品适应症 }



6. Technological Characteristics of Device as to Compare to the Predicate Device



		Item

		       Proposed Device

		[bookmark: OLE_LINK2]        Predicate Devices 

		Remark



		Trade Name 

		{填写申报器械信息}

		{填写对比器械信息}

		/



		Model 

		{填写申报器械信息}

		{填写对比器械信息}

		/



		510(k) Submitter

		{填写申报器械信息}

		{填写对比器械信息}

		/



		510(k) Number 

		{填写申报器械信息}

		{填写对比器械信息}

		/



		Classifications Name & Citations

		{填写申报器械信息}

		{填写对比器械信息}

		Same



		Intended

Use 

		{填写申报器械信息}

		{填写对比器械信息}

		Same



		{填写其

他对比项}

（参考示例：Use type）

		{填写申报器械信息}

（参考示例：

For single use）



		{填写申报器械信息}

（参考示例：

For single use）

		Same



		{填写其

他对比项}

（参考示例：Sterile 

Package）

		{填写申报器械信息}

（参考示例：

Non-sterile package）



		{填写申报器械信息}

（参考示例：

Non-sterile package）



		Same



		{填写其

他对比项}

（参考示例：Size）

		{填写申报器械信息}

（参考示例：

125×30mm; 

150×40mm; 

125×40mm; 

150×70mm; 

235×50mm; 

235×70mm;）



		{填写对比器械信息}

（参考示例：

94×26mm）



		Different 1



		{填写其

他对比项}

		{填写申报器械信息}

		{填写对比器械信息}

		Different 2



		.....

		

		

		









7. Comparison Summary 

7.1 Discussion of Similarities and Differences



The features of the {填写器械名称} are compared to predicate devices in the form of above tables.

Our device and the predicate device differ in the following areas.



(1) Different 1: {填写对比项}（参考示例：Size）

【填写差异不影响产品安全有效的说明,对于安全有效性的解释说明，一般有以下几个方向：

产品设计方面；

产品临床使用方面；

产品符合标准方面；

.......

】

（参考示例1：The size of single piece of proposed device is varied size. While the size of single piece of predicate device is 94×26mm. Every size of propose device is designed according to ASTM E XX and the result is qualified. All sizes of proposed device are safe and effective.）

（参考示例2：The size of single piece of proposed device is varied size. While the size of single piece of predicate device is 94×26mm. The different size just shows different appearance. It meets the requirements of the clinical use. At the same time, all size of the product meets the requirements of product specification and product standard. All sizes of proposed device are safe and effective.）

So this difference does not affect the effectiveness and safety of our device.

 

(2) Different 2: {填写对比项}

{填写差异不影响产品安全有效的说明} 

So this difference does not affect the effectiveness and safety of our device.



........



7.2 Argument for Substantial Equivalence to Predicate Devices:

All above is the comparison between {填写器械名称} and legally marketed device, which shows the proposed device and the Predicate Device are substantially equivalent.



8. Biocompatibility 



The {填写器械名称} have been evaluated in accordance with Part 10993 of the International Standard Organization (ISO). Standard tests administered include:



· ISO 10993-5: 2009 Biological Evaluation of Medical Devices - Part 5: Tests for in vitro cytotoxicity. 



· ISO 10993-10 2010 Biological Evaluation of Medical Devices - Part 10: Tests for Irritation and Skin sensitization.



9. Summary of non-clinical performance Tests 



· {填写器械涉及标准}





10. Conclusion 



From the comparison above, we have demonstrated that there are no significant differences between each model and {填写器械名称} has the same intended use, similar technological characteristics as the predicate device. Moreover, non-clinical testing contained in this submission demonstrated that any difference in their technological characteristics does not raise any new issues of safety and effectiveness.



In conclusion, {填写器械名称} is substantial equivalent to the predicate device.



[bookmark: _GoBack]
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Truthful and Accuracy Statement

[As Required by 21 CFR 807.87(k)]


I certify that, in my capacity as {填写申请人岗位} of {填写申请企业英文名 }, I believe to the best of my knowledge, that all data and information submitted in the premarket notification are truthful and accurate and that no material fact has been omitted.









(Signature)

  【打印出来，下行的“Typed Name”和上面的“申请人”一致，并签字】       

(Typed Name)

 {填写签字人姓名 }                   

(Date)

                                 

*(Premarket Notification[510(k)]Number)







[bookmark: _GoBack]



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。 (
第 
1
 页 共 
1
 页
)

image1.png







image2.png








[image: ][image: C:\Users\Administrator\Desktop\模板图标3.png模板图标3]医械企业一站式知识平台！                  联系龙德获取更多知识!

510(k) Summary

This summary of 510(K) safety and effectiveness information is being submitted in accordance with the requirements of SMDA 1990 and 21 CFR §807.92.



The assigned 510(K) number is:______________

Date of Summary：{填写申请日期 }（参考示例：Arpil 22, 2021）



1. [bookmark: OLE_LINK15][bookmark: OLE_LINK47][bookmark: OLE_LINK48][bookmark: OLE_LINK31]Submitter

{填写申请者的企业名称}

{填写申请者的企业地址}（参考示例：1201, Haosheng Business Center, 4096 Dongbin Road, Nanshan, Shenzhen, P.R.C）



2. Contact Person

2.1 Primary Contact Person 

{填写联系人的姓名}{填写联系人的职位}

{填写联系人的企业名称 }

{填写联系人的企业地址}（参考示例：1201, Haosheng Business Center, 4096 Dongbin Road, Nanshan, Shenzhen, P.R.C）

Tel: {填写联系人的电话}

Fax: {填写联系人的传真}

E-mail: {填写联系人的邮箱}



2.2 Secondary Contact Person 

{填写联系人的姓名}{填写联系人的职位}

{填写联系人的企业名称 }

{填写联系人的企业地址}（参考示例：1201, Haosheng Business Center, 4096 Dongbin Road, Nanshan, Shenzhen, P.R.C）

Tel: {填写联系人的电话}

Fax: {填写联系人的传真}

E-mail: {填写联系人的邮箱}



3. Date Prepared: {填写申请日期 }（参考示例：Arpil 22, 2021）



4. Proposed Device Information

[bookmark: OLE_LINK41][bookmark: OLE_LINK43][bookmark: OLE_LINK45][bookmark: OLE_LINK46][bookmark: OLE_LINK44][bookmark: OLE_LINK42]Trade name: {填写申报产品名称 }

[bookmark: OLE_LINK12]Model: {填写申报产品的具体型号}

Common name: {填写申报产品通用名称 } 

Classification name:{填写产品的分类名称 }（Clinical electronic thermometer）

Review Panel: {填写法规编号 }（General Hospital）  

Product Code: {填写产品代码 }（FLL）

Regulation Class: II

[bookmark: OLE_LINK20]Regulation Number:{填写法规编号 }（ 21 CFR 880.2910）



5. Predicate Device Information

		Manufacturer 

		Device Name

		510(K) Number 



		{填写对比器械制造商名称}

		{填写对比器械名称 }

		{填写对比器械K号 }







6. Device Description

{填写器械描述}

7. Intended use

{填写器械预期用途}

8. Comparison to Predicate Device

The {填写器械名称} have the same intended use, similar technological characteristics as the following predicate device and are substantially equivalent with regards to safety and effectiveness. 

{填写对比器械K号}{填写对比器械名称 }, manufactured by {填写对比器械制造商 }



The following table shows similarities and differences of technological characteristics between our device and the predicate devices.



		Item

		       Proposed Device

		[bookmark: OLE_LINK2]        Predicate Devices 

		Remark



		Trade Name 

		{填写申报器械信息}

		{填写对比器械信息}

		/



		Model 

		{填写申报器械信息}

		{填写对比器械信息}

		/



		510(k) Submitter

		{填写申报器械信息}

		{填写对比器械信息}

		/



		510(k) Number 

		{填写申报器械信息}

		{填写对比器械信息}

		/



		Classifications Name & Citations

		{填写申报器械信息}

		{填写对比器械信息}

		Same



		Intended

Use 

		{填写申报器械信息}

		{填写对比器械信息}

		Same



		{填写其

他对比项}

（参考示例：Use type）

		{填写申报器械信息}

（参考示例：

For single use）



		{填写申报器械信息}

（参考示例：

For single use）

		Same



		{填写其

他对比项}

（参考示例：Sterile 

Package）

		{填写申报器械信息}

（参考示例：

Non-sterile package）



		{填写申报器械信息}

（参考示例：

Non-sterile package）



		Same



		{填写其

他对比项}

（参考示例：Size）

		{填写申报器械信息}

（参考示例：

125×30mm; 

150×40mm; 

125×40mm; 

150×70mm; 

235×50mm; 

235×70mm;）



		{填写对比器械信息}

（参考示例：

94×26mm）



		Different 1



		{填写其

他对比项}

		{填写申报器械信息}

		{填写对比器械信息}

		Different 2



		.....

		

		

		







Our device and the predicate device differ in the following areas.



(1) Different 1: {填写对比项}（参考示例：Size）

【填写差异不影响产品安全有效的说明,对于安全有效性的解释说明，一般有以下几个方向：

产品设计方面；

产品临床使用方面；

产品符合标准方面；

.......

】

（参考示例1：The size of single piece of proposed device is varied size. While the size of single piece of predicate device is 94×26mm. Every size of propose device is designed according to ASTM E XX and the result is qualified. All sizes of proposed device are safe and effective.）

（参考示例2：The size of single piece of proposed device is varied size. While the size of single piece of predicate device is 94×26mm. The different size just shows different appearance. It meets the requirements of the clinical use. At the same time, all size of the product meets the requirements of product specification and product standard. All sizes of proposed device are safe and effective.）

So this difference does not affect the effectiveness and safety of our device.

 

(2) Different 2: {填写对比项}

{填写差异不影响产品安全有效的说明 } 

So this difference does not affect the effectiveness and safety of our device.



........



9. Non-Clinical Performance Data 

Biocompatibility Tests 

The {填写器械名称} has been evaluated in accordance with Part 10993 of the International Standard Organization (ISO). Standard tests administered include:

· ISO 10993-5:2009 Biological Evaluation of Medical Devices - Part 5: Tests for in vitro cytotoxicity. 

· ISO 10993-10:2010 Biological Evaluation of Medical Devices - Part 10: Tests for Irritation and Skin sensitization. 

......

【生物相容性涉及的标准，需要结合产品实际情况，根据ISO 10993-1进行判断，并得出具体需要测试的项目，并按照相应的产品进行测试，同时需要考虑指南

“Use of International Standard ISO 10993-1, "Biological evaluation of medical devices - Part 1: Evaluation and testing within a risk management process.”的要求。】



Performance Tests

 {填写器械涉及标准 }



Conclusion: The {填写器械名称} have demonstrated the product has same intended use and similar technological characteristics as that of the predicate device. Performance testing showed it performs in a manner that is substantially equivalent to the legally marketed predicate device.



10. Substantial Equivalent Conclusions

[bookmark: OLE_LINK16]{填写器械名称} has the same intended use, similar technological characteristics as the predicate device. Moreover, non-clinical testing contained in this submission demonstrated that any difference in their technological characteristics does not raise any new issues of safety and effectiveness.

In conclusion, {填写器械名称} is substantial equivalent to the predicate device.



[bookmark: _GoBack]
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User Fee form































































{请放入Medical Device User Fee Cover Sheet (Form FDA 3601) }

[bookmark: _GoBack]

【请提交FDA 510(k)付款，在付款过程中保存其中的付款订单，该付款订单可作为“ Medical Device User Fee Cover Sheet (Form FDA 3601)”；

如果符合小企业要求，可申请小企业后，再进行付款。小企业申请FDA有优惠政策，可减免60-70%的审核费用。

每年的审核费用均会发生改变，最新的FDA审核费用可以到FDA官网进行查询】
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		[bookmark: OLE_LINK48][bookmark: OLE_LINK47]

		{填写申请者的企业名称}

{填写申请者的企业地址}（参考示例：1201, Haosheng Business Center, 4096 Dongbin Road, Nanshan, Shenzhen, P.R.C）

Tel: {填写申请者的电话}  Fax: {填写申请者的传真}



		{填写申请日期 }（参考示例：Arpil 22, 2021）

		



		Food and Drug Administration

Center for Devices and Radiological Health

Document Control Center - WO66-G609

10903 New Hampshire Avenue

Silver Spring, Maryland 20993-0002

		Reference: 510(k) Premarket Notification: Request for FDA Review

510(k) submitter: {填写申请者的企业名称}











Type of Submission: Traditional 510(k) 

[bookmark: OLE_LINK4]Trade/Device Name: {填写申报产品名称 }

Common Name: {填写申报产品通用名称 }     

Model : {填写申报产品的具体型号}



Dear Sir/Madam:



[bookmark: OLE_LINK2]{填写申请者的企业名称} is submitting one original paper copy and one electronic copy (CD copy) of the Premarket Notification for the {填写申报产品名称} to review. I certify that the electronic copy of the submission is being provided as complete and accurate copy of the original 510(k). 



This submission is being made in accordance with Section 510(k) of the Food , Drug and Cosmetic Act, in conformance with 21 CFR Part 807 and the FDA Guidance “Guidance for Industry and FDA Staff: Format for Traditional and Abbreviated 510(k)s, September 13, 2019” as described in the actual 510(k) submission. 

If there are any questions, please contact me at {填写FDA联系人的联系电话 }（参考示例：0086-755-86664986）.



eCopy Statement:

The eCopy is an exact duplicate of the paper copy.



Sincerely,

{填写申请者的企业名称} 

_____________________

Company Representative for 

{填写申请者的企业名称} 

Enclosure



510(k) Cover Letter

{填写申请日期 }（参考示例：Arpil 22, 2021）



Food and Drug Administration 
Center for Devices and Radiological Health
Document Mail Center - WO66-G609
10903 New Hampshire Avenue
Silver Spring, Maryland 20993-0002





Dear Sir/Madam:



In accordance with Section 510(k) of the Federal Food, Drug and Cosmetic Act, and in conformance with 21 CFR Part 807, pre-market notification is hereby made of the intention of {填写申请者的企业名称} to introduce into interstate commerce for commercial distribution {填写申报产品名称}. 

The information contained in this notification and our intent to market this device is considered confidential commercial information and we request that the FDA consider it as such (per 21 CFR 807.95). The company has taken reasonable precautions to protect this confidentiality.

The following information is being submitted for a traditional 510(k) in conformance with 21 CFR Part 807.87, and the FDA Guidance “Guidance for Industry and FDA Staff: Format for Traditional and Abbreviated 510(k)s, September 13, 2019” the sequence of information listed below in the 510(k) cover letter is following the guidance’s order. 





















1. Basic Information 

1.1 Administrative Information 

		Submission Sponsor 

		{填写申请者的企业名称}



		Address 

		{填写申请者的企业地址}（参考示例：1201, Haosheng Business Center, 4096 Dongbin Road, Nanshan, Shenzhen, P.R.C）



		Contact Persons:

		Primary Contact Person： 

{填写联系人的姓名}{填写联系人的职位}

{填写联系人的企业名称 }

{填写联系人的企业地址}（参考示例：1201, Haosheng Business Center, 4096 Dongbin Road, Nanshan, Shenzhen, P.R.C）

Tel: {填写联系人的电话}

Fax: {填写联系人的传真}

E-mail: {填写联系人的邮箱}



Secondary Contact Person

{填写联系人的姓名}{填写联系人的职位}

{填写联系人的企业名称 }

{填写联系人的企业地址}（参考示例：1201, Haosheng Business Center, 4096 Dongbin Road, Nanshan, Shenzhen, P.R.C）

Tel: {填写联系人的电话}

Fax: {填写联系人的传真}

E-mail: {填写联系人的邮箱}







【联系人可以是咨询公司，建议至少第二联系人是申请人企业的有一定职位的人员】



1.2 Trade Name (Proprietary Name)

{填写申报产品名称 }

Models: {填写申报产品的具体型号}

1.3 Common Name:

{填写申报产品通用名称 } 

1.4 Regulatory Class: 

{填写产品的法规分类}（参考示例：Class II）

1.5 Classification Name:

{填写产品的分类名称 } 【可以在FDA网站查询对应代码产品的Classification Name】

1.6 Regulation Number 

{填写法规编号 } 【可以在FDA网站查询对应代码产品的Regulation Number】 

1.7 Product Code:

{填写产品代码 } 

1.8 Classification Panel:

{填写分类模块 } 【可以在FDA网站查询对应代码产品的Classification Panel】  

1.9 Type of 510(k) submission

Traditional 510(k)



1.10 Establishment registration number

NA【如果企业已经有登记列名账号，可以填写具体的登记列名账号】

[bookmark: _Toc26514]1.11 Preference for continued confidentiality

The information contained in this notification and our intent to market this device is considered confidential commercial information and we request that the FDA consider it as such (per 21 CFR 807.95). The company has taken reasonable precautions to protect this confidentiality.

1.12 Predicate device information

		Manufacturer 

		Device Name

		510(K) Number 



		{填写对比产品的企业名称}

		{填写对比产品的器械名称，需要与对应K summary中的名称一致 }

		{填写对比产品的K Summary }







1.13 Any FDA document numbers associated with prior formal correspondence with FDA related to the device

None. 【如果前期与FDA已经沟通过产品的相关事宜，则需要提供与FDA沟通过程涉及的文件号】



1.14 Statement of no prior submission for the subject device 

There is no any FDA document numbers associated with prior formal correspondence with FDA.【如果前期与FDA已经沟通过产品的相关事宜，则填写NA】

1.15 Other

No applicable mandatory performance standards or special controls exist for this device. 

2 Basis for the Submission

2.1 The basis reason for the submission

The basis and reason for the Traditional 510(k) is a new device.

2.2 Previous Submission

There were no prior submissions for the subject device and {填写器械名称} has not been previously submitted to the FDA for this or any other indication.



3. Design and Use of the device 

3.1 Intended for Use

{填写产品预期用途 }

3.2 General Device Description 

{填写产品描述 } 

3.3 Device characteristics

		                    Table 1. Design and Use of the Device 



		Question

		Answer (YES/No)



		Is the device intended for prescription use (21 CFR 801 Subpart D)?

		No



		Is the device intended for over-the counter use (21 CFR 807 Subpart C)?

		Yes



		Does the device contain components derived from a tissue or other biologic source?

		No



		Is the device provided sterile ?

		No



		Is the device intended for single use?

		Yes



		Is the device a reprocessed single use device?

		No



		Does the device contain a drug?

		No



		Does the device contain a biologic?

		No



		Does the device use software?

		No



		Does the submission include clinical information ?

		No



		Is the device implanted?

		No





 

4. Product specific guidance

None 【如果器械涉及专门的指南，则需要记录该指南，并根据指南，罗列产品对应的信息】





Additional Information: Quality Assurance and Manufacturing Controls:

The {填写器械名称} (models: {填写器械型号}) operates in compliance with FDA's Good Manufacturing Practice Regulations for Medical Devices (21 CFR Part 820) and a formally established and controlled Quality System Program. Devices will be manufactured and assembled to established and controlled device master record requirements by formally trained and supervised personnel.



We consider our intent to market this device as confidential commercial information and request that it be considered as such by FDA. Our intent to market this device is not considered public information and we have taken precautions to protect this confidentiality. We would appreciate your reviewing this information at your earliest convenience so that a prompt reply to our request for 510(k) clearance can be processed.



Sincerely,

[bookmark: _GoBack]{填写申请企业名称} 
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Letters of Reference































































[bookmark: _GoBack]（Not applicable. It does not attach any Letters of Reference.）



【如果含有Letters of Reference。应提供相应的内容，应为MAF持有人直接向申请人提的供授权书，且后续每次提交中，均应放置一份授权书的副本。



授权书应规定授予访问权限的范围。】
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Standards Details/

 Supplemental Documentation



























































[bookmark: _GoBack]（Not applicable. Supplemental information is not needed. The standard include both acceptance and test method(s) or procedure(s). ）
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Comprehensive Device Description and Principles of Operation Documentation





















































[bookmark: _Toc3180]1. Device Information 

Device Name: {填写申报产品名称 }

Models: {填写申报产品的具体型号}

Common Name: {填写申报产品通用名称 }  

[bookmark: OLE_LINK23]Regulatory Class: II

Classification Name and Product Code:

{填写产品的分类名称 } {填写产品代码 } （21 CFR 880.2910  Clinical electronic thermometer (FLL)）



[bookmark: _Toc32162]2. Submission Sponsor  

{填写申请者的企业名称}

{填写申请者的企业地址}（参考示例：1201, Haosheng Business Center, 4096 Dongbin Road, Nanshan, Shenzhen, P.R.C）



[bookmark: _Toc7742]3. Indications for Use

{填写产品适应症 }



[bookmark: _Toc1698]4.General Description 

[bookmark: _Toc14842]4.1 Introduction 

{填写器械简单的描述 }



[bookmark: _Toc14548]4.2 Power source

{填写器械的功率 }



[bookmark: _Toc5716]4.3 Composition and functions

{填写器械的组成和功能 }



[bookmark: _Toc16800]4.4 Description a typical device with which the accessory or component will be used

{如果器械与其他组件或附件一起使用，填写器械怎么与组件或附件一起使用 }

[bookmark: _Toc16004]

5.A device-specific guidance document, special controls, and/or requirements in a device-specific classification regulation regarding the device description that is applicable to the subject device. 

The device does not have a device-specific guidance document, special controls, and/or requirements in a device-specific classification regulation regarding the device description that is applicable to the subject device.

【如果有产品专用的指南，则填写对应的指南】



[bookmark: _Toc11500]6.Descriptive information is present and consistent within the submission

The device description section is consistent with the device description in the labeling.



[bookmark: _Toc20012]7.The submission includes descriptive information for the device

[bookmark: _Toc4599]7.1 A description of the principle of operation or mechanism of action for achieving the intended effect

{填写器械的操作原理和作用机理}



[bookmark: _Toc18720]7.2 A description of proposed conditions of use

{填写预期的使用环境，以及预期的适用人群}



[bookmark: _Toc28789]7.3 A list and description of each device for which clearance is requested

The clearance of {填写器械名称，及所有型号} are request. The details of the description of each device can refer to Table 1. Complete Description of Device Specifications.

Table 1. Complete Description of Device Specifications

		No.

		Item 

		Model 1

		Model 2

		Model 3

		........



		1

		{填写对应的项目}

		{填写对应的内容}

		{填写对应的内容}

		{填写对应的内容}

		........



		2

		{填写对应的项目}

		{填写对应的内容}

		{填写对应的内容}

		{填写对应的内容}

		........



		3

		{填写对应的项目}

		{填写对应的内容}

		{填写对应的内容}

		{填写对应的内容}

		........



		4

		........

		........

		........

		........

		........







[bookmark: _Toc22195]7.4 Representative engineering drawing(s), schematics, illustrations, photos and/or figures of the device. 

[bookmark: _Toc4096]7.4.1 Structural drawings of the device

{填写器械结构图}



7.4.2 Pictures of the device

The picture of the {填写器械名称} is as below. 

{填写器械图片}



[bookmark: _Toc1842]8.Device is intended to be marketed with accessories and/or as part of a system. 

The device is not intended to be marketed with accessories and/or as part of a system.

【如果器械需要与产品附件一起使用，则需要填写产品附件信息】



9. Patient Contact Material 

The list of all patient contacting components as follows.

{填写与人体直接或间接接触的材料的信息}

（参考示例：

		Device Components

		Contact with human body

		Contact Method

		Contact classification

		Tissue-contacting device component



		

		

		

		Category

		Contact Duration

		Materials

		Additive



		Film

		Oral cavity and axillary cavity

		Direct contact 

		Surface contacting

		Less than 24 hour duration

		PE(100%)

		Do not contains additive





）

【如果产品还有颜色添加剂，则需要明确颜色添加剂的成分，颜色添加剂需要符合CFR中颜色添加剂的相关要求】





[bookmark: _GoBack]
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Device Pictures, Illustrations, Schematics, Diagrams























































[bookmark: _Toc22195]1 Representative engineering drawing(s), schematics, illustrations, photos and/or figures of the device. 

[bookmark: _Toc4096]1.1 Structural drawings of the device

{填写器械结构图}



1.2 Pictures of the device

The picture of the {填写器械名称} is as below. 

{填写器械图片}



[bookmark: _GoBack]
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Description of Device Packaging



































































1 Primary packaging, 

【描述产品的初始包装，并装入初始包装的图片放在这里。塑料袋，中盒等】



2 Secondary and any other packaging associated.

【描述产品的次级包装，并装入次级包装的图片放在这里。如外箱，木架等；】



[bookmark: _GoBack]3 Specific packaging of accessories marketed together with the medical devices

【描述特殊包装的附件的包装，如无菌包装等；】
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System/Kit Component 1

































































[bookmark: _GoBack]（The device is not intended to be marketed as a kit, for the purposes of this premarket notification [510(k)].）
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System/Kit Component 2

































































1 System/Kit Component and/or Accessory Pictures, Illustrations, Schematics, and/or Diagrams



		SN

		Accessories Name

		Pictures, Illustrations, Schematics, and/or Diagrams



		1

		{器械名称}

		{附件的图片，也可以是结构图}



		[bookmark: _GoBack]2

		{器械名称}

		{附件的图片，也可以是结构图}



		3

		{器械名称}

		{附件的图片，也可以是结构图}



		4

		{器械名称}

		{附件的图片，也可以是结构图}



		......
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System/Kit Component 3

































































1 A list of all the system/kit components and accessories that are part of this submission.



		SN

		Accessories Name

		Model

		Numbers



		1

		{器械名称}

		{器械型号}

		{器械数量}



		[bookmark: _GoBack]2

		{器械名称}

		{器械型号}

		{器械数量}



		3

		{器械名称}

		{器械型号}

		{器械数量}



		4

		{器械名称}

		{器械型号}

		{器械数量}



		......
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       Substantial Equivalence Discussion 



1. Purpose

The following is a comparison between the {填写器械名称} (Subject Device) and legally marketed device. The result shows the conformance of Subject Device to the Predicate Devices. 



2. Predicate Devices

Subject Device is substantially equivalent in its technologies and functionality to the {填写对比器械名称} manufactured by {填写对比器械制造商} that is already cleared under premarketed notification number {填写对比器械K号}. 



		[bookmark: OLE_LINK12]Manufacturer 

		Proprietary /Trade Name

		510(K) Number 



		{填写对比器械制造商}

		{填写对比器械名称}

		{填写对比器械K号}







3. Comparison Result 



		Item

		       Proposed Device

		[bookmark: OLE_LINK2]        Predicate Devices 

		S/D



		Trade Name 

		{填写申报器械信息}

		{填写对比器械信息}

		/



		Model 

		{填写申报器械信息}

		{填写对比器械信息}

		/



		510(k) Submitter

		{填写申报器械信息}

		{填写对比器械信息}

		/



		510(k) Number 

		{填写申报器械信息}

		{填写对比器械信息}

		/



		Classifications Name & Citations

		{填写申报器械信息}

		{填写对比器械信息}

		Same



		Intended

Use 

		{填写申报器械信息}

		{填写对比器械信息}

		Same



		{填写其

他对比项}

（参考示例：Use type）

		{填写申报器械信息}

（参考示例：

For single use）



		{填写申报器械信息}

（参考示例：

For single use）

		Same



		{填写其

他对比项}

（参考示例：Sterile 

Package）

		{填写申报器械信息}

（参考示例：

Non-sterile package）



		{填写申报器械信息}

（参考示例：

Non-sterile package）



		Same



		{填写其

他对比项}

（参考示例：Size）

		{填写申报器械信息}

（参考示例：

125×30mm; 

150×40mm; 

125×40mm; 

150×70mm; 

235×50mm; 

235×70mm;）



		{填写对比器械信息}

（参考示例：

94×26mm）



		Different 1



		{填写其

他对比项}

		{填写申报器械信息}

		{填写对比器械信息}

		Different 2



		.....

		

		

		







Note: S/D: Same/Different



[bookmark: OLE_LINK14][bookmark: OLE_LINK13]4. Discussion of Similarities and Differences
The features of the {填写器械名称} are compared to predicate devices in the form of above tables.



[bookmark: OLE_LINK3]Our device and the predicate device differ in the following areas.

(1) Different 1: {填写对比项}（参考示例：Size）

【填写差异不影响产品安全有效的说明,对于安全有效性的解释说明，一般有以下几个方向：

产品设计方面；

产品临床使用方面；

产品符合标准方面；

.......

】

（参考示例1：The size of single piece of proposed device is varied size. While the size of single piece of predicate device is 94×26mm. Every size of propose device is designed according to ASTM E XX and the result is qualified. All sizes of proposed device are safe and effective.）

（参考示例2：The size of single piece of proposed device is varied size. While the size of single piece of predicate device is 94×26mm. The different size just shows different appearance. It meets the requirements of the clinical use. At the same time, all size of the product meets the requirements of product specification and product standard. All sizes of proposed device are safe and effective.）

So this difference does not affect the effectiveness and safety of our device.

 

(2) Different 2: {填写对比项}

{填写差异不影响产品安全有效的说明} 

So this difference does not affect the effectiveness and safety of our device.



........



5. Conclusion

All above is the comparison between {填写器械名称} and legally marketed device. Which shows the proposed device and the Predicate Device is substantially equivalent.



[bookmark: _GoBack]
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Package Label
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【FDA认证和登记列名没有FDA标识这一说明，说明书和标签中不要放FDA的标识】



1 Primary packaging labels



（包装样稿示例1：

[image: ]

）













2 Secondary packaging labels



（包装样稿示例2：
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）
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[REF]
[SN] F16471234

0729 1

0109952420 (21) F16471234

Serles No: 01

INPUT POWER: 120V~ 4A,50/60Hz

THIS DEVICE COMPLIES WITH PART 18 OF THE FCG
RULES. OPERATION IS SUBJECT TO THE FOLLOWING
TWO CONDITIONS: (1) THIS DEVICE MAY NOT CAUSE
HARMFUL INTERFERENCE, AND (2) THIS DEVICE
MUST ACCEPT ANY INTERFERENCE RECEIVED,
INCLUDING INTERFERENCE THAT MAY CAUSE
UNDESIRED OPERATION. GONNEGT ONLY TO
GROUNDED OUTLET.

U.S. FEDERAL LAW RESTRICTS THIS DEVIGE TO SALE
AND USE BY OR ON THE ORDER OF A LICENSED
PHYSICIAN.

Al AT

LBB4441 symbols glossary can be found in the User Manual
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Instructions for Use































































{提供产品说明书}



【产品说明书，应符合21 CFR Part 807.87(e), 21 CFR Part 801 and “Blue Book Memorandum #G91-1: Device Labeling Guidance March 8, 1991”.】



【如果产品标准中有对说明书中要求，也需要满足】



【FDA认证和登记列名没有FDA标识这一说明，说明书和标签中不要放FDA的标识】
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Other Labeling
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【如：其他标签和宣传材料，运输标签，医疗专业人员标签，患者标签，技术和/或操作手册等】
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Reprocessing validation report

























【参考指南“

Reprocessing Medical Devices in Health Care Settings: Validation Methods and Labeling”进行对应的验证，并提供验证报告，最好可以找有资质，有能力的第三方检测机构进行检测。】
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Age testing Report















Prepared by:             Date:



Reviewed by:             Date:



Approved by:             Date:
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		{填写批准日期 }

		Initial version
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[bookmark: _Toc3842]

1 Purpose

To evaluate the performance of {填写申报产品名称 } is still valid in 3 years shelf life. 

[bookmark: _Toc9324]2 Reference

[bookmark: OLE_LINK12]2.1 ASTM F1980-16 Standard Guide for Accelerated Aging of Sterile Barrier Systems for Medical Devices

2.2 {填写器械涉及标准}



[bookmark: _Toc30718]3 Responsibility

		SN

		Department

		Title

		Name

		Responsibility



		1

		 {根据实际情况填写}

		 {根据实际情况填写}

		 {根据实际情况填写}

		Prepare Aging testing protocol and aging testing report;



		[bookmark: OLE_LINK8]2

		 {根据实际情况填写}

		 {根据实际情况填写}

		 {根据实际情况填写}

		Responsible for conducting the aging testing, including sampling, accelerated aging test, product testing.



		[bookmark: OLE_LINK9]3

		 {根据实际情况填写}

		 {根据实际情况填写}

		 {根据实际情况填写}

		Responsible for data collection and analysis.



		4

		 {根据实际情况填写}

		 {根据实际情况填写}

		 {根据实际情况填写}

		Responsible for approval of aging testing protocol and aging testing report







[bookmark: _Toc459]4 Requirement

The product meets the requirement of {填写器械涉及标准}

【如果标准中没有给出具体的标准，需要在该部分给出具体的接受准则】



[bookmark: _Toc22285]5 Test Method

{填写器械涉及标准}

【如果标准中没有给出具体的测试方法，需要在该部分给出具体的测试方法】



[bookmark: _Toc16059]6 Testing before aging

[bookmark: _Toc21250]6.1 Make sample plan

		Sample

		Product Name

		Manufacturer

		Model

		Product Lot

		Product Date

		Sample size at each time



		Sample 1

		{填写器械名称}

		{填写制造商名称}

		{填写器械型号}

		{填写器械批号}

		{填写器械生产日期}

		T0

Size: {填写试验样品数量}



		Sample 2

		{填写器械名称}

		{填写制造商名称}

		{填写器械型号}

		{填写器械批号}

		{填写器械生产日期}

		T0

Size: {填写试验样品数量}



		.......

		.......

		.......

		.......

		.......

		.......

		.......







[bookmark: _Toc28455]6.2 Test procedure

[bookmark: _Toc7930]6.2.1 Take samples as the sample plan. Store them in the warehouse for {填写前处理的时间} day【前处理的时间可以能是根据产品需要来的，也可能是测试规范，也可能是测试表标准】 before testing and record the storage environment.

6.2.2 Conduct testing according to {填写器械涉及标准} at the {填写老化前样品测试的时间} and the record the testing result. The testing time is {填写老化前样品测试的时间}【可以是时间段】。



[bookmark: _Toc5420]6.3 The record of storage environment

Setting Temperature:   (25℃)       Setting Humidity:    (15%RH)     

		Date

		Record Time

		Temperature and humidity

		Date

		Record Time

		Temperature and humidity



		{根据实际情况填写具体信息}

		{根据实际情况填写具体信息}

		{根据实际情况填写具体信息}

		{根据实际情况填写具体信息}

		{根据实际情况填写具体信息}

		{根据实际情况填写具体信息}



		.......

		.......

		.......

		.......

		.......

		.......







[bookmark: _Toc10822]6.4 Test Results

The summary of the test result is as below. The details of the test result can refer to {老化前的测试报告}【该报告中需要按照Guidance for Industry and Food and Drug Administration Staff：Recommended Content and Format of Non-Clinical Bench Performance Testing Information in Premarket Submissions指南中的要求进行拟制，其中检测涉及的设备，试验过程等均需要清楚明了】.



		Model

		Test Result

		Conclusion



		{填写器械型号}

		{填写测试结果}

		Pass



		{填写器械型号}

		{填写测试结果}

		Pass



		......

		

		







[bookmark: _Toc10711]7 Accelerated aging testing

[bookmark: _Toc15547]7.1 Principle of accelerated aging testing

[bookmark: _Toc9403]7.1.1 Basic Principle

Accelerated aging techniques are based on the assumption that the chemical reactions involved in the deterioration of materials follow the Arrhenius reaction rate function. This function states that a 10℃ increase or decrease in temperature of a homogeneous process results in, approximately, a two times or 1/2-time change in the reate of chemical reaction (Q10).

When the temperature increases, the aging factor increases and the aging time decreases. However, the risk of increasing the temperature and shortening the aging time on the performance of the product should be equivalent to that at room temperature. High or low relative humidity level may aggravate the aging damage of many materials, but the calculation of accelerated aging time is based on the temperature rather than the increase of humidity.

[bookmark: _Toc19046]7.1.2 Accelerated aging factor and time

		Formulation

		Calculation



		AAF= Q10 [TAA -TRT] /10

		[bookmark: OLE_LINK10]Q10=2.0, TRT=*25°C



		Note:

		TAA=60°C



		AAF: accelerated aging factor

		[bookmark: OLE_LINK14]AAF=2.0 (60-25)/10



		TAA= accelerated aging temperature (°C)

		[bookmark: OLE_LINK15]AAF=2.0 3.5, AAF=11.31



		TRT= ambient temperature (°C)

		AAT=365 days/11.31



		AAT(accelerated aging time) = RT / AAF

		AAT=32.27 day



		The storage temperature is regarded as 25 ° C. 





[bookmark: _Toc16722]7.1.3 Determination of accelerated aging conditions and testing time

The accelerated aging is set as 60°C. Q10=2.0, TRT=25°C.

So, the AAF=AAF=2.0 (60-25)/10=11.31.

The shelf life of product is set as 2 years. The testing time is set as below. 

		

		AAT(accelerated aging time) 

		Test Time



		T1(Time that conduct accelerated aging test for 33days)

		AAT=365 days/11.31

=32.27days

		{填写具体的测试日期 }



		T2(Time that conduct accelerated aging test for 65 days)

		AAT=365*2days/11.31

=64.54days

		{填写具体的测试日期 }



		T3(Time that conduct accelerated aging test for 97 days)

		AAT=365*3days/11.31

=96.82days

		{填写具体的测试日期 }







[bookmark: _Toc25077]7.2 Accelerated aging testing

[bookmark: _Toc30790]7.2.1 Make sample plan

		Sample

		Product Name

		Manufacturer

		Model

		Product Lot

		Product Date

		Sample size at each time



		Sample 1

		{填写器械名称}

		{填写制造商名称}

		{填写器械型号}

		{填写器械批号}

		{填写器械生产日期}

		T1, T2, T3

Size: {填写试验样品数量}



		Sample 2

		{填写器械名称}

		{填写制造商名称}

		{填写器械型号}

		{填写器械批号}

		{填写器械生产日期}

		T1, T2, T3

Size: {填写试验样品数量}



		.......

		.......

		.......

		.......

		.......

		.......

		.......







[bookmark: _Toc29526]7.2.2 Test procedure

7.1.2.1 Take samples as the sample plan. Put samples in the constant temperature machine at {填写开始进行加速老化的时间}. The temperature of the constant temperature machine is set as 60℃.

 

7.1.2.2 Take sample as the sample plan at {填写对应实时老化1年的时间}.

Maintain samples at each test condition as below for {填写前处理的时间} day【前处理的时间可以能是根据产品需要来的，也可能是测试规范，也可能是测试表标准】 and record the storage environment.

Setting Temperature:   （25℃）       Setting Humidity:     （15%RH）     

		Date

		Record Time

		Temperature and humidity

		Date

		Record Time

		Temperature and humidity



		{根据实际情况填写具体信息}

		{根据实际情况填写具体信息}

		{根据实际情况填写具体信息}

		{根据实际情况填写具体信息}

		{根据实际情况填写具体信息}

		{根据实际情况填写具体信息}



		.......

		.......

		.......

		.......

		.......

		.......







7.1.2.3 Conduct testing according to {填写器械涉及标准} at the {填写对应实时老化1年后样品测试的时间} and the record the testing result. The testing time is {填写老化前样品测试的时间}【可以是时间段】.

The summary of the test result of sample from T1 is as below. The details of the test result can refer to {对应实时老化1年的测试报告}【该报告中需要按照Guidance for Industry and Food and Drug Administration Staff：Recommended Content and Format of Non-Clinical Bench Performance Testing Information in Premarket Submissions指南中的要求进行拟制，其中检测涉及的设备，试验过程等均需要清楚明了】.

		Model

		Test Result

		Conclusion



		{填写器械型号}

		{填写测试结果}

		Pass



		{填写器械型号}

		{填写测试结果}

		Pass



		......

		

		







7.1.2.4 Take sample as the sample plan at {填写对应实时老化2年的时间}.

Maintain samples at each test condition as below for {填写前处理的时间} day【前处理的时间可以能是根据产品需要来的，也可能是测试规范，也可能是测试表标准】 and record the storage environment.

Setting Temperature:   （25℃）       Setting Humidity:     （15%RH）     

		Date

		Record Time

		Temperature and humidity

		Date

		Record Time

		Temperature and humidity



		{根据实际情况填写具体信息}

		{根据实际情况填写具体信息}

		{根据实际情况填写具体信息}

		{根据实际情况填写具体信息}

		{根据实际情况填写具体信息}

		{根据实际情况填写具体信息}



		.......

		.......

		.......

		.......

		.......

		.......







7.1.2.5 Conduct testing according to {填写器械涉及标准} at the {填写对应实时老化2年后样品测试的时间} and the record the testing result. The testing time is {填写老化前样品测试的时间}【可以是时间段】.

The summary of the test result of sample from T2 is as below. The details of the test result can refer to {对应实时老化2年的测试报告}【该报告中需要按照Guidance for Industry and Food and Drug Administration Staff：Recommended Content and Format of Non-Clinical Bench Performance Testing Information in Premarket Submissions指南中的要求进行拟制，其中检测涉及的设备，试验过程等均需要清楚明了】.

		Model

		Test Result

		Conclusion



		{填写器械型号}

		{填写测试结果}

		Pass



		{填写器械型号}

		{填写测试结果}

		Pass



		......

		

		







7.1.2.6 Take sample as the sample plan at {填写对应实时老化3年的时间}.

Maintain samples at each test condition as below for {填写前处理的时间} day【前处理的时间可以能是根据产品需要来的，也可能是测试规范，也可能是测试表标准】 and record the storage environment.

Setting Temperature:   （25℃）       Setting Humidity:     （15%RH）     

		Date

		Record Time

		Temperature and humidity

		Date

		Record Time

		Temperature and humidity



		{根据实际情况填写具体信息}

		{根据实际情况填写具体信息}

		{根据实际情况填写具体信息}

		{根据实际情况填写具体信息}

		{根据实际情况填写具体信息}

		{根据实际情况填写具体信息}



		.......

		.......

		.......

		.......

		.......

		.......







7.1.2.7 Conduct testing according to {填写器械涉及标准} at the {填写对应实时老化3年后样品测试的时间} and the record the testing result. The testing time is {填写老化前样品测试的时间}【可以是时间段】.

The summary of the test result of sample from T2 is as below. The details of the test result can refer to {对应实时老化2年的测试报告}【该报告中需要按照Guidance for Industry and Food and Drug Administration Staff：Recommended Content and Format of Non-Clinical Bench Performance Testing Information in Premarket Submissions指南中的要求进行拟制，其中检测涉及的设备，试验过程等均需要清楚明了】.



		Model

		Test Result

		Conclusion



		{填写器械型号}

		{填写测试结果}

		Pass



		{填写器械型号}

		{填写测试结果}

		Pass



		......

		

		







[bookmark: _Toc5135]8 Real-time aging testing

[bookmark: _Toc22615]8.1 Principle of real-time aging testing

The real-time aging is that the product is put in the real storage condition for the time of shelf life. The shelf life is 3 year. The product is stored in the warehouse for 3 years.

		

		Real aging time

		Test Time



		T’1(Time that conduct real-time aging test for 3 years)

		Real aging time

≥3 years=365days*2

		{填写实时老化3年的时间}







[bookmark: _Toc17300]8.2 Real-time aging testing

[bookmark: _Toc5971]8.2.1 Make sample plan

		Sample

		Product Name

		Manufacturer

		Model

		Product Lot

		Product Date

		Sample size at each time



		Sample 1

		{填写器械名称}

		{填写制造商名称}

		{填写器械型号}

		{填写器械批号}

		{填写器械生产日期}

		T’1

Size: {填写试验样品数量}



		Sample 2

		{填写器械名称}

		{填写制造商名称}

		{填写器械型号}

		{填写器械批号}

		{填写器械生产日期}

		T1

Size: {填写试验样品数量}



		.......

		.......

		.......

		.......

		.......

		.......

		.......







[bookmark: _Toc25254]8.2.2 Test procedure

8.2.2.1 Take samples which is stored at the warehouse for three years as sample plan at {填写实时老化3年的时间 }.

8.2.2.2 Maintain sample at test condition as below for {填写前处理的时间} day【前处理的时间可以能是根据产品需要来的，也可能是测试规范，也可能是测试表标准】 and record the storage environment.

Setting Temperature:   （25℃）       Setting Humidity:     （15%RH）     

		Date

		Record Time

		Temperature and humidity

		Date

		Record Time

		Temperature and humidity



		{根据实际情况填写具体信息}

		{根据实际情况填写具体信息}

		{根据实际情况填写具体信息}

		{根据实际情况填写具体信息}

		{根据实际情况填写具体信息}

		{根据实际情况填写具体信息}



		.......

		.......

		.......

		.......

		.......

		.......





8.2.2.3 Conduct testing according to {填写器械涉及标准} at the {填写对应实时老化3年后样品测试的时间} and the record the testing result. The testing time is {填写老化前样品测试的时间}【可以是时间段】.

The summary of the test result of sample from T’1 is as below. The details of the test result can refer to {实时老化3年的测试报告}【该报告中需要按照Guidance for Industry and Food and Drug Administration Staff：Recommended Content and Format of Non-Clinical Bench Performance Testing Information in Premarket Submissions指南中的要求进行拟制，其中检测涉及的设备，试验过程等均需要清楚明了】.



		Model

		Test Result

		Conclusion



		{填写器械型号}

		{填写测试结果}

		Pass



		{填写器械型号}

		{填写测试结果}

		Pass



		......

		

		







[bookmark: _Toc22571]9 Test Result

The details of the test result at the point of T0, T1, T2, T’1 can refer to JZ/FDA-01, JZ/FDA-02, JZ/FDA-03, JZ/FDA-04.

		

		Aging Time

		Condition time before testing

		Test Time

		Test Result

		Conclusion



		T0

		Not aging

		{根据实际情况填写}

		{根据实际情况填写}

		{根据实际情况填写}

		Pass



		T1

		{根据实际情况填写}

		{根据实际情况填写}

		{根据实际情况填写}

		{根据实际情况填写}

		Pass



		T2

		{根据实际情况填写}

		{根据实际情况填写}

		{根据实际情况填写}

		{根据实际情况填写}

		Pass



		T3

		{根据实际情况填写}

		{根据实际情况填写}

		{根据实际情况填写}

		{根据实际情况填写}

		Pass



		T’1

		{根据实际情况填写}

		{根据实际情况填写}

		{根据实际情况填写}

		{根据实际情况填写}

		Pass







[bookmark: _Toc12181]10 Conclusion

The testing result of accelerated aging testing and real time aging testing prove that the {填写器械名称 } can keep the performance in the shelf life of 3 years. We can declare it has a shelf life of 3 years.



[bookmark: _Toc1561]11 Annex

Annex 11.1. Test Report of not aging at T0

Annex 11.2. Test Report of accelerated aging at T1

Annex 11.3. Test Report of accelerated aging at T2

Annex 11.4. Test Report of accelerated aging at T3

Annex 11.5. Test Report of accelerated aging at T’1
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Biocompatibility Reports and Documentation



















































{请将产品对应的测试报告放在这里}



【生物相容性测试，需要按照GLP流程进行测试，并在有资质的实验室进行测试。同时符合ISO 10993 series的要求，以及指南“Use of International Standard ISO 10993-1, "Biological evaluation of medical devices - Part 1: Evaluation and testing within a risk management process.”的要求】
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[bookmark: _Toc29345][bookmark: _Toc17542][bookmark: _Toc477879447]{文档背景说明：

provide a comprehensive overview of the device features that are

controlled by software, and describe the intended operational environment. Generally, we recommend that you provide the information in paragraph format and highlight major or operationally significant software features. The software description should include information on the following:

· programming language

· hardware platform

· operating system (if applicable)

· use of Off-the-Shelf software (if applicable).

If your device uses Off-the Shelf software, please refer to the FDA guidance document“Guidance for Off-the-Shelf Software Use in Medical Devices.”

If this information is included in another document, such as the Software Requirements Specification, your submission should contain an annotation and a reference to the document in the submission where this information is located.}
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Device Hazard Analysis



















































[bookmark: _Toc13640][bookmark: _Toc9879][bookmark: _Toc413246069][bookmark: _Toc22431]1 Risk Accept Level 

1.1Severity level (S)

		Common term

		Code

		Description



		Negligible 

		1

		Results in inconvenience or temporary discomfort



		Minor

		2

		Results in temporary injury or impairment not requiring medical or surgical intervention



		Serious 

		3

		Results in injury or impairment requiring medical or surgical intervention



		Critical

		4

		Results in permanent impairment or irreversible injury



		Catastrophic

		5

		Results in death







1.2 Probability level (P)

		Code

		Type

		Probability 

(events / unit product life period)



		1

		Improbable

		<10-6



		2

		Remote

		＜10-5  and ≥10-6



		3

		Occasional

		＜10-4 and ≥10-5 



		4

		Probable

		＜10-3and ≥10-4



		5

		Frequent

		≥10-3







1.3 Risk evaluation criteria (S)

Three ranges of risks are defined: 

A: acceptable risk  

U: Unacceptable risk without risk or benefit analysis



		Hazard probability

		 Severity level

		

		



		

		1

		2

		3

		4

		5



		

		Negligible 

		Minor

		Serious 

		Critical

		Catastrophic



		Improbable

		1

		A

		A

		A

		A

		R



		Remote

		2

		A

		A

		A

		R

		R



		Occasional

		3

		A

		A

		R

		R

		R



		Probable

		4

		A

		R

		R

		R

		R



		Frequent

		5

		R

		R

		R

		R

		R





















 (
1
)

 



2  Identification of hazards and hazardous situations 

2.1 Hazards and hazardous situations from Annex A of ISO/TR 24971:2020



		[bookmark: RANGE!A1:F63]Hazard type

		Foreseeable sequence of events

		Hazardous situation

		Harm

		Hazard No.



		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		H1



		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		H2



		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		H3



		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		H4



		.....

		

		

		

		












[bookmark: _Toc16194][bookmark: _Toc413246071][bookmark: _Toc26561]2.2Hazards and hazardous situations from Production and Post-production information



		Hazard type

		Foreseeable sequence of events

		Hazardous situation

		Harm

		Hazard No.



		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		PH1



		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		PH2



		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		PH3



		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		PH4



		.......

		

		

		

		



		

		

		

		

		







.....

[bookmark: _Toc11620][bookmark: _Toc7297][bookmark: _Toc30242][bookmark: _Toc453680678]3  Risk Evaluation and Risk Control

3.1 Consideration of Risk analysis, Risk evaluation and Risk control



		No.

		Foreseeable sequence of events

		Harm

		Risk evaluation

		Risk control measure

		Risk evaluation after risk control measures are applied

		Risk/Benefit Analysis

 



		

		

		

		P

		S

		R

		Control measure 

		Measure verify

		P

		S

		R

		



		H1

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		4

		2

		U

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		1

		2

		A

		 



		H2

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		4

		2

		U

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		1

		2

		A

		



		

		......

		

		

		

		

		

		

		

		

		

		





[bookmark: _Toc413246072][bookmark: _Toc10209][bookmark: _Toc8399] 

[bookmark: _Toc5362][bookmark: _Toc436656360]3.2 Residual risk evaluation 

[bookmark: _Toc17514]The statistics of before/after risk control measurement 

Before taking measures

   

		Hazard probability

		 Severity level

		

		



		

		1

		2

		3

		4

		5



		

		Negligible 

		Minor

		Serious 

		Critical

		Catastrophic



		Improbable

		1

		

		

		

		

		



		Remote

		2

		

		

		

		

		



		Occasional

		3

		

		

		

		5

		



		Probable

		4

		

		4

		5

		12

		



		Frequent

		5

		

		

		

		

		







After taking measures

		Hazard probability

		 Severity level

		

		



		

		1

		2

		3

		4

		5



		

		Negligible 

		Minor

		Serious 

		Critical

		Catastrophic



		Improbable

		1

		

		

		

		17

		



		Remote

		2

		

		4

		5

		

		



		Occasional

		3

		

		

		

		

		



		Probable

		4

		

		

		

		

		



		Frequent

		5

		

		

		

		

		







From the tables we can see that the risk of each hazard is reduced to an acceptable level.

After take control measures, all the risks do not exist non-acceptable risk. All potential risk and mis-operation are indicated in the user manual and let the operator know. 

[bookmark: _GoBack]After risk evaluation, all risks can be accepted.
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{文档背景说明：

The Software Requirements Specification (SRS) documents the requirements for the software.This typically includes functional, performance, interface, design, developmental, and other requirements for the software. In effect, this document describes what the Software Device is supposed to do. Examples of some typical requirements that would be included in a SRS are described below. For Software Devices that are identified as Minor Level of Concern, we recommend that you provide only the summary functional requirements section from the SRS,including identification of off-the-shelf software. For Software Devices that are identified as Major or Moderate Level of Concern, we recommend that you provide the complete SRS document Hardware Requirements

Hardware requirements generally include:

· · microprocessors

· · memory devices

· · sensors

· · energy sources

· · safety features

· · communications.

Programming Language Requirements

Programming language requirements include program size requirements or restrictions, and information on management of memory leaks.

Interface Requirements

Interface requirements generally include both communication between system components and communication with the user such as:

· · printers

· · monitors

· · keyboard

· · mouse.

[bookmark: OLE_LINK2]Software Performance and Functional Requirements

Software performance and functional requirements include algorithms or control

characteristics for therapy, diagnosis, monitoring, alarms, analysis, and interpretation with full text references or supporting clinical data, if necessary. Software performance and functional requirements may also include:

· · device limitations due to software

· · internal software tests and checks

· · error and interrupt handling

· · fault detection, tolerance, and recovery characteristics

· · safety requirements

· · timing and memory requirements

· · identification of off-the-shelf software, if appropriate.}
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设计架构图

[bookmark: OLE_LINK1](Architecture Design Chart)

































[bookmark: OLE_LINK4]项目编号（Project No.）:

文件编号（Document No.）: 

文件类型（Document type）：

版本（Version）: 

编制（Author）： 

审核（Audit）：

批准（Approve）：

























目录(Table of Contents)

1. 概述(Overview)	4
1.1 目的(Purpose)	4
1.2 范围(Scope）	4
2. 总体软件架构(General Software architecture)	4
2.2 	4




	




[bookmark: _Toc29762][bookmark: _Toc477879447]{文档背景说明：

[bookmark: _Toc20143]This document is typically a flowchart or similar depiction of the relationships among the major functional units in the Software Device, including relationships to hardware and to data flows such as networking. It is usually not necessary to include every function call and module in this document; however, there should be sufficient information to allow for review of the organization of the software relative to the functionality and to the intended use of the Software Device. For Moderate and Major Level of Concern devices, detailed information such as state diagrams may be useful to clearly depict the relationships among the software functional units. }
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[bookmark: _Toc24144]The Software Design Specification (SDS) describes the implementation of the requirements for the Software Device. In terms of the relationship between the SRS and the SDS, the SRS describes what the Software Device will do and the SDS describes how the requirements in the SRS are implemented. The information presented in the SDS should be sufficient to ensure that the work performed by the software engineers who created the Software Device was clear and unambiguous, with minimal ad hoc design decisions. The SDS may contain references to other documents, such as detailed software specifications. However, the document you submit should, in and of itself, provide adequate information to allow for review of the implementation

[bookmark: _Toc30374]plan for the software requirements in terms of intended use, functionality, safety, and effectiveness.}





[bookmark: _Toc3343]1 概述(Overview)

  	

[bookmark: _Toc31431]2 软件设计规格(Software Design specification)

2.1 XXXX
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[bookmark: _GoBack]

[bookmark: _Toc17586][bookmark: OLE_LINK3]{文档背景说明：

A Traceability Analysis links together your product design requirements, design specifications,and testing requirements. It also provides a means of tying together identified hazards with the implementation and testing of the mitigations. We recommend that you submit for review explicit traceability among these activities and associated documentation because they are essential to effective product development and to our understanding of product design,development and testing, and hazard mitigations. The Traceability Analysis commonly consists of a matrix with line items for requirements, specifications and tests, and pointers to hazard mitigations. It is possible to document traceability simply through a shared organizational structure with a common numbering scheme; however, we recommend that you include some mechanism, such as a matrix for guiding the reviewer through the information you submit}





1. SDS 验证可追溯性分析（SDS Validation Traceability Analysis）

1.1 概述(Overview)

XXXXX



		

设计需求(Requirement No.)

		测试报告(Test Report)



		

		文件名(Document Name)

		章节(Chapter No.:)





		

		

		

		



		

		

		

		



		

		

		

		



		

		

		

		



		

		

		

		



		

		

		

		



		

		

		

		



		

		

		

		









2. [bookmark: _Toc842]SRS验证可追溯性分析（SRS Validation Traceability Analysis）

2.1 概述(Overview)

XXXXX



		

设计需求(Requirement No.)

		测试报告(Test Report)



		

		文件名(Document Name)

		章节(Chapter No.:)





		

		

		

		



		

		

		

		



		

		

		

		



		

		

		

		



		

		

		

		



		

		

		

		



		

		

		

		



		

		

		

		





[bookmark: _Toc1016]

3. 风险控制可追溯性分析（Risk Control Traceability Analysis）

3.1 概述

XXXX



		序号(Item)

		可能的危害(Probably

Hazardous)

		控制措施(Control measure)

		控制措施的验证结果(Verification result of measures)



		

		

		

		



		

		

		

		



		

		

		

		











[bookmark: _Toc27390]4. 结论（Conclusion） 

[bookmark: _Toc5555]XXXX

[bookmark: _Toc24367][bookmark: _Toc21304][bookmark: _Toc4549][bookmark: _Toc24423][bookmark: _Toc19587] 
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[bookmark: _Toc12126][bookmark: _Toc477879447]{文档背景说明：

For Moderate and Major Level of Concern Software Devices, the submission should include a summary of the software development life cycle plan. This summary should describe the sponsor’s software development life cycle and the processes that are in place to manage the various life cycle activities. For Major Level of Concern Software Devices, this document should also include an annotated list of the control/baseline documents generated during the software development process and a list or description of software coding standards. 

As mentioned elsewhere, configuration or change management is a crucial aspect of software development. Changes to the Software Device after initial market release should be subject to positive control, with definitive specification and test plans including well-defined regression testing where appropriate. The description of the development environment should provide information on your configuration management and maintenance plan that addresses these aspects of the software development life cycle. For a Major Level of Concern device, we recommend that you provide sufficient detail to allow for a thorough understanding of the configuration management and maintenance plan. For a Moderate Level of Concern device, we recommend that you provide only a summary of the configuration management and maintenance plans.}







1.概述( Overview)



XXX.

 



2. [bookmark: _Toc29639]开发团队（Development team）

[bookmark: _Toc13513]

XXXX



3. [bookmark: _Toc23194]软件功能与需求（Software functions and requirements）

[bookmark: _Toc14096]	

XXXX



4. [bookmark: _Toc16874]采用的体系结构和技术（ Adoption of architecture and technology）

[bookmark: _Toc23677]

XXXX

[bookmark: _Toc11901]

备注：可以简略写出对于将要采用的体系结构和技术的设想，可以在评审时尽早发现错误并纠正



[bookmark: _Toc20690]4.1 体系结构(Architecture)

[bookmark: _Toc5078]

XXXX



[bookmark: _Toc3674]备注：说明系统的体系结构，尽可能画出系统的拓扑图和架构图



[bookmark: _Toc19716]4.2 实现技术（Implementation technology）

[bookmark: _Toc487]

XXXX



[bookmark: _Toc13782]备注：操作系统平台{软件开发基于的操作系统平台}

[bookmark: _Toc29333]软件开发平台{软件开发基于的软件开发平台}

[bookmark: _Toc15908]相关开发工具{软件开发所涉及的相关开发工具}

[bookmark: _Toc29635]硬件{软件开发涉及的硬件}

[bookmark: _Toc28911]网络{软件开发涉及的网络}





5. [bookmark: _Toc14173]软件开发计划（Software Development Plan）

[bookmark: _Toc3700]5.1 阶段计划（Phase Plan）



[bookmark: _Toc12443]XXXX



备注：阶段划分与里程碑设定

{根据系统规模大小和负责程度，按照ISO质量体系要求对整个软件开发过程进行阶段划分，设立里程碑和对应的结束标志，可以包括阶段性成果、阶段性的版本、阶段性的需求实现、阶段性的文档生成提交情况，标志应该可以方便地进行检验

阶段划分至少应该包括以下阶段：

需求分析阶段、概要设计与详细设计阶段、编码阶段与单元测试、集成测试阶段、系统测试阶段、维护阶段，建议增加技术储备阶段以减少技术风险和开发环境风险

有关计划的文档格式，要求必须写清楚任务名称、起止时间等内容}

进度与人员安排

{本部分与上部分的不同在于上部分是从项目管理的角度划分，本部分主要是进行任务细化，并对细化后的任务分配不同的人员资源}

Table 1 阶段计划

		阶段(Phase)

		迭代( Iteration)

		描述(Description)



		

		

		



		

		

		



		

		

		





Table 2 进度与人员安排

		阶段（Phase ）

		时间（Time）

		参与人员(Participants)



		

		

		



		

		

		



		

		

		











6. [bookmark: _Toc28157]软件开发生命周期（Software development life cycle）

[bookmark: _Toc27492][bookmark: OLE_LINK2]6.1 生命周期过程描述(Process Description in Life Cycle)

[bookmark: _Toc32732][bookmark: _Toc7389]	XXXX

Table 3: 活动任务和可交付成果(Active Tasks and Deliverables)



		活动(Activity)

		任务(Task)

		生命周期阶段(Life Cycle Stage)

		可交付的成果(Deliverables)



		

		

		

		



		

		

		

		



		

		

		

		







Table 4: 可交付成果的验证(Verification of Deliverables)



		被验证的可交付成果(Deliverables to be Verified)

		验证任务(Verification Tasks)



		

		



		

		



		

		







Table 5: 文档生成(Document Generation)

		Document Type

		Software Development Life cycle

		Purpose

		User



		

		

		

		



		

		

		

		











7. [bookmark: _Toc14936]软件配置管理计划（Software Configuration Management Plan）

[bookmark: _Toc2410]7.1 概述

	

[bookmark: _Toc11796]7.2 配置管理计划工具（Configuration Management Plan Tools）

	

[bookmark: _Toc8737]7.3 配置管理项目(Configuration Management Items)





[bookmark: _Toc6350]7.4 配置管理计划图(Configuration Management Plan Diagram)







[bookmark: _Toc4475]7.5 配置管理计划的需求（Configuration Management Plan Requirements）



 



8. [bookmark: _Toc20933]软件配置维护计划(Software Configuration Maintenance Plan)

[bookmark: _Toc4263]8.1 概述（Summary）



[bookmark: _Toc6320]8.2 工具（Tools）



[bookmark: _Toc9910]8.3 过程和需求(Requirements and Process)

Table 6: Software Maintenance Plan

		序号（S/N）

		过程(Process) 

		需求描述（Requirement）



		

		

		



		

		

		



		

		

		











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。 (
第 
1
 页 共 
1
 页
)

image1.png







image2.png








[image: ][image: C:\Users\Administrator\Desktop\模板图标3.png模板图标3]医械企业一站式知识平台！                  联系龙德获取更多知识!











（确认和验证文档）

Verification and Validation Documentation































[bookmark: OLE_LINK1]



[bookmark: OLE_LINK4]项目编号（Project No.）:

文件编号（Document No.）: 

文件类型（Document type）：

版本（Version）: 

编制（Author）： 

审核（Audit）：

批准（Approve）：























Table of Contents

1. 测试总结（Summary of test）	4
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2.1 测试任务(Test Task)	4

3. 测试方法/内容/结果(Test Methods, Contents and Results)	4

3.1 软件确认/验证过程描述（Description of software verification/validation processes）	4

3.2测试方法(Test Methods)	4

3.3 测试内容和结果(Test Contents and Results)	4































[bookmark: _GoBack]

[bookmark: _Toc5772]{文档背景说明：

The terms “verification” and “validation” described earlier in this document refer to two phases of Software Device testing. This section recommends the type of testing documentation you should include in a premarket submission for a Software Device, based on the Level of Concern.

Minor Level of Concern Devices

For Minor Level of Concern devices, we recommend that you submit documentation of

system or device level testing, and, where appropriate, integration testing. The

documentation submitted should include system or device level test pass/fail criteria and a summary of the test results.

Moderate Level of Concern Devices

For Moderate Level of Concern devices, we recommend that you submit a summary list of validation and verification activities and the results of these activities. We also recommend that you submit your pass/fail criteria. You should ensure that the Traceability Analysis effectively links these activities and results to your design requirements and specifications

Major Level of Concern Devices

For Major Level of Concern devices, we recommend that you submit the information

recommended above for Moderate Level of Concern devices and a description of any tests that were not passed. We also recommend that you include any modifications made in response to failed tests and documentation of results demonstrating that the modifications were effective. Documentation provided in your submission should include examples of unit integration testing and a summary of the results.}











一、阶段测试

[bookmark: OLE_LINK2]1. 测试总结（Summary of test） 



[bookmark: _Toc10862]2. 测试程序概述(Test Procedure Overview)

[bookmark: _Toc22839]2.1 测试任务(Test Task)

2.2.1 任务描述(Task description)



2.1.2 测试范围 (Test range)

[bookmark: OLE_LINK3]

[bookmark: _Toc4865]3. 测试方法/内容/结果(Test Methods, Contents and Results)

[bookmark: _Toc16365]3.1 软件确认/验证过程描述（Description of software verification/validation processes）



[bookmark: _Toc30921]3.2测试方法(Test Methods)



[bookmark: _Toc4171]3.3 测试内容和结果(Test Contents and Results)



备注：具体可包括测试项目、测试方法、可接受准则、测试结果等





二、系统测试
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软件版本修订历史

(Software Revision Level History) 

































[bookmark: OLE_LINK1]项目编号（Project No.）:

文件编号（Document No.）: 

文件类型（Document type）：

版本（Version）: 

编制（Author）： 

审核（Audit）：

批准（Approve）：





























{文档背景说明：

Your submission should include the history of software revisions generated during the course of product development. This typically takes the form of a line-item tabulation of the major changes to the software during the development cycle, including date, version number, and a brief description of the changes in the version relative to the previous version. The last entry in the list should be the final version to be incorporated in the released device. This entry should also include any differences between the tested version of software and the released version, along with an assessment of the potential effect of the differences on the safety and effectiveness of the device.}









1. 软件命名规则(Software Version Naming Rules)

XXXX



2. 版本修订历史(Revision Level History)



		软件类型(Software Type)

		版本(Version)

		修改描述(Change Description)

		发布日期(Issue Date)



		

		

		

		



		

		

		

		



		

		

		

		



















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。 (
第 
1
 页 共 
1
 页
)

image1.png







image2.png








[image: ][image: C:\Users\Administrator\Desktop\模板图标3.png模板图标3]医械企业一站式知识平台！                  联系龙德获取更多知识!







未解决的异常(漏洞/缺陷）

(Unresolved Anomalies

(Bugs or Defects))

































项目编号（Project No.）:

文件编号（Document No.）: 

文件类型（Document type）：

版本（Version）: 

编制（Author）： 

审核（Audit）：

批准（Approve）：





























{文档背景说明：For Moderate and Major Level of Concern Software Devices, the submission should include a list of all unresolved software anomalies. For each anomaly, we recommend that you indicate the:

· problem

· impact on device performance

· any plans or timeframes for correcting the problem (where appropriate).

We recommend that you annotate each item with an explanation of the impact of the anomaly on device safety or effectiveness, including operator usage and human factors issues. Typically, this list can be generated as an output of a change control board or similar mechanism for evaluation and disposition of unresolved software anomalies. We recommend that you communicate this list to the end user as appropriate to assist in the proper operation of the device. In all instances where it is practical to do so, you should include any mitigations or possible work-arounds for unresolved anomalies; this recommendation applies to Blood Establishment Computer Software in particular.}





1. [bookmark: _Toc408564199][bookmark: _Toc398275073][bookmark: _GoBack]缺陷统计

例如：

		编号(No.)

		模块(module)

		Bug 标题(bug title)

		问题描述(problem description)

		结果(result)

		解决方案(solutions)

		状态(state)



		

		

		

		

		

		

		



		

		

		

		

		

		

		



		

		

		

		

		

		

		



		

		

		

		

		

		

		



		

		

		

		

		

		

		







2. 结论（Conclusion）

XXXXX
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>

[bookmark: _Toc26421][bookmark: _Toc19333][bookmark: _Toc24878][bookmark: _Toc413246060][bookmark: OLE_LINK8]Chapter 1: Description

1.1 [bookmark: _Toc29902][bookmark: _Toc14414][bookmark: _Toc2207][bookmark: _Toc413246061][bookmark: _Toc413246062]Product introduction 

1.1.1 Model list

【产品型号】

1.1.2 Working principle

【填写工作原理】

1.1.3 Product Composition

【填写产品组成】 

1.1.4 Intended use

【填写产品预期用途】

1.1.5 Expected operator

【预期操作者】

1.1.6 Operating environment

【操作环境】



1.2 [bookmark: _Toc8279][bookmark: _Toc16268] Purpose and scope

This article is a plan for the risk management of the 【产品名称】. 

The scope identifies and describes the medical device and the life cycle phases for which each element of the plan is applicable.



1.3 [bookmark: _Toc12722][bookmark: _Toc14119][bookmark: _Toc24312]Product expected life time 

[bookmark: _Toc289844302][bookmark: _Toc413246063]【填写产品效期】



1.4 [bookmark: _Toc453680661][bookmark: _Toc11305][bookmark: _Toc13068][bookmark: _Toc3758]Contraindication

【填写禁忌症】



1.5 [bookmark: _Toc453680666][bookmark: _Toc24791][bookmark: _Toc12764][bookmark: _Toc25339] Side effects/complications:

【填写副作用】



1.6 [bookmark: _Toc8528][bookmark: _Toc453680667][bookmark: _Toc17693][bookmark: _Toc32622] Precautions and warning:

【填写注意事项和警告】

1.7 [bookmark: _Toc16432][bookmark: _Toc229][bookmark: _Toc18562]Description of risk management implementation

1.7.1 Risk Management Process 

Refer to Risk Management Plan.

1.7.2 Risk Management implementation 

【公司名称】 starts the project from {September in 2021}. At the same time, the risk management plan is build up.  

The plan determined the acceptable risk level. Assign the responsibility of related person. And establish the method of collecting post-production information. 

The company formed a risk management team and determined the project's risk management leader. The project's risk management activities are implemented as below.

		Phase

		Task

		Planning complete date

		Responsible person

		Remark



		[bookmark: OLE_LINK9]product realization process

		1

		Define the risk management plan.

		{2021-09}

		【负责人姓名】

		NA



		

		2

		Identify and document the characteristics related to the safety

		{2021-10}

		【负责人姓名】

		NA



		

		3

		Identify of hazards and estimate of the risks for each hazardous situation and conduct risk evaluation.

		{2021-10}

		【负责人姓名】

		NA



		

		4

		Make risk control plan.

		{2021-12}

		【负责人姓名】

		NA



		

		5

		Implement the risk control measures

		{2021.12～2022.09}

		【负责人姓名】

		NA



		

		6

		Conduct residual risk evaluation.



		{2022.10～2023.01}

		【负责人姓名】

		NA



		

		7

		Evaluation of overall residual risk



		{2023.01～2023.03}

		【负责人姓名】

		



		

		8

		Conduct Risk management review.

		{2023.03}

		【负责人姓名】

		NA



		Production and post-production phase

		1

		Actively collect and review information of the particular medical device.

		/

		【负责人姓名】

		NA



		

		2

		Actively collect and review publicly available information about similar medical devices and similar other products on the market.

		/

		【负责人姓名】

		NA







[bookmark: _Toc15996][bookmark: _Toc413246064][bookmark: _Toc27499][bookmark: _Toc32244]1.8 Applied standard list

1) ISO 10993-1: 2018 Biological evaluation of medical devices - Part 1: Evaluation and testing

2) ISO 13485:2016 Medical devices – Quality management systems – Requirements for regulatory purposed

3) ISO 14155-1: 2020 Clinical investigation of medical devices for human subjects - Part 1: General requirements

4) ISO 14971:2019 Medical devices - Application of risk management to medical devices

......



[bookmark: _Toc4314][bookmark: _Toc16325][bookmark: _Toc5833][bookmark: _Toc413246066]1.9 Risk Assessment team and responsibility

		Name

		Job title

		Function in team

		Duty



		【负责人姓名】

		Director

		Risk management owner

		In charge of risk management control and implementation of process



		【负责人姓名】

		Director

		Engineer

		In charge of risk management control and implementation of process



		【负责人姓名】

		engineer

		Structure engineer

		Take risk into account in structure and assembly



		【负责人姓名】

		engineer

		Electric engineer

		Take risk into account in technical and software.



		【负责人姓名】

		engineer

		Production engineer

		Take risk into account in production



		【负责人姓名】

		engineer

		Quality engineer

		Take risk into account in quality.



		【负责人姓名】

		engineer

		Sales engineer(abroad) 

		Take risk into account in medical field.



		【负责人姓名】

		engineer

		Sales Department

		Take risk into account in medical field.



		【负责人姓名】

		engineer

		Customer service manager

		Take risk into account in the probability of operator’s misplay.









[bookmark: _Toc24612][bookmark: _Toc413246068][bookmark: _Toc3156][bookmark: _Toc27852]
Chapter 2 Risk Analysis

[bookmark: _Toc13640][bookmark: _Toc9879][bookmark: _Toc22431][bookmark: _Toc413246069]2.1Risk Accept Level 

2.1.1Severity level (S)

		Common term

		Code

		Description



		Negligible 

		1

		Results in inconvenience or temporary discomfort



		Minor

		2

		Results in temporary injury or impairment not requiring medical or surgical intervention



		Serious 

		3

		Results in injury or impairment requiring medical or surgical intervention



		Critical

		4

		Results in permanent impairment or irreversible injury



		Catastrophic

		5

		Results in death







2.1.2 Probability level (P)

		Code

		Type

		Probability 

(events / unit product life period)



		1

		Improbable

		<10-6



		2

		Remote

		＜10-5  and ≥10-6



		3

		Occasional

		＜10-4 and ≥10-5 



		4

		Probable

		＜10-3and ≥10-4



		5

		Frequent

		≥10-3







2.1.3 Risk evaluation criteria (S)

Three ranges of risks are defined: 

A: acceptable risk  

U: Unacceptable risk without risk or benefit analysis



		Hazard probability

		 Severity level

		

		



		

		1

		2

		3

		4

		5



		

		Negligible 

		Minor

		Serious 

		Critical

		Catastrophic



		Improbable

		1

		A

		A

		A

		A

		R



		Remote

		2

		A

		A

		A

		R

		R



		Occasional

		3

		A

		A

		R

		R

		R



		Probable

		4

		A

		R

		R

		R

		R



		Frequent

		5

		R

		R

		R

		R

		R







[bookmark: _Toc17517][bookmark: _Toc12542]2.2 Intended use and reasonably foreseeable misuse

2.2.1 Clinical use

【描述预期使用者的信息，包括operator和patient，如用户简历，病人类型等】

2.2.2 Product description 

【请添加产品描述】















 (
1
)

 



[bookmark: _Toc30217][bookmark: _Toc8125][bookmark: _Toc7173][bookmark: _Toc436656354]2.3 Identification of the safety related characteristic

[bookmark: OLE_LINK7]2.3.1 Characteristic from Annex A of ISO/TR 24971:2020 related to safety

According to Annex A of ISO/TR 24971:2020, answer the following question to identify the safety related characteristic



		No.

		Characteristic 

		Yes/No

		Verdict 

		Hazard identification



		1

		A2.1 What is the intended use and how is the medical device to be used?

Factors that should be considered include:

—what is the medical device's role relative to

—diagnosis, prevention, monitoring, treatment or alleviation of disease,

—diagnosis, monitoring, treatment or alleviation of or compensation for an injury,

—investigation, replacement, modification or support of anatomy or a physiological process, or

—control of conception?

—What are the indications for use (e.g. patient population, user profile, use environment)?

—What are the contra-indications?

—does the medical device sustain or support life?

—is special intervention necessary in the case of failure of the medical device?

—can the performance of the medical device be impacted in the event of a security breach (performance degradation or loss of availability)?

—can unauthorized access, unauthorized activities, or loss of data affect the medical device safety?

		{Intended use: The device is used to monitor vital signs. Operator: Trained and qualified medical staffs.}

		Hazards :

1.Energy hazard       □2 biological hazards           □3. Operation hazards     □4. Software hazards         □5. Environment hazards   □6. Information hazards

□7. Hazards from Inappropriate or over-complicated interface (man/machine communication)

□8.hazards from function failure, maintenance or aging 

		H1



		2

		A.2.2 Is the medical device intended to be implanted?

Factors that should be considered include the location of implantation, the characteristics of the patient population, age, weight, physical activity, the effect of ageing on implant performance, the expected lifetime of the implant, the reversibility of the implantation, whether the implant can be modified or configured while implanted and the access connection to perform this modification or configuration (e.g. physical access point or wireless connection to the implanted medical device).

		No

		Hazards :

□1.Energy hazard       □2 biological hazards           □3. Operation hazards     □4. Software hazards         □5. Environment hazards   □6. Information hazards

□7. Hazards from Inappropriate or over-complicated interface (man/machine communication)

□8.hazards from function failure, maintenance or aging 

		/



		3

		A.2.3 Is the medical device intended to be in contact with the patient or other persons? Factors that should be considered include the nature of the intended contact, i.e. surface contact, invasive contact, or implantation and, for each, the period and frequency of contact.

		【根据实际情况填写】

		Hazards :

□1.Energy hazard       2 biological hazards           □3. Operation hazards     □4. Software hazards         □5. Environment hazards   □6. Information hazards

□7. Hazards from Inappropriate or over-complicated interface (man/machine communication)

□8.hazards from function failure, maintenance or aging 

		【根据实际情况填写，如有识别到风险，则填写相应的风险识别号】



		4

		A2.4 What materials or components are utilized in the medical device or are used with, or are in contact with, the medical device?

Factors that should be considered include:

—compatibility with relevant substances;

—compatibility with tissues or body fluids;

—whether characteristics relevant to safety are known;

—is the device manufactured utilizing materials of animal origin?

NOTE See Annex B of ISO 10993-1:2018 and

also the ISO 22442 series of standards.

		【根据实际情况填写】

		Hazards :

□1.Energy hazard       2 biological hazards           □3. Operation hazards     □4. Software hazards         □5. Environment hazards   □6. Information hazards

□7. Hazards from Inappropriate or over-complicated interface (man/machine communication)

□8.hazards from function failure, maintenance or aging 

		【根据实际情况填写，如有识别到风险，则填写相应的风险识别号】



		5

		A.2.5 Is energy delivered to or extracted from the patient?

Factors that should be considered include:

—the type of energy transferred;

—its control, quality, quantity, intensity and duration;

—whether energy levels are higher than those

currently used for similar medical devices.

		【根据实际情况填写】

		Hazards :

□1.Energy hazard       2 biological hazards           □3. Operation hazards     □4. Software hazards         □5. Environment hazards   □6. Information hazards

□7. Hazards from Inappropriate or over-complicated interface (man/machine communication)

□8.hazards from function failure, maintenance or aging 

		【根据实际情况填写，如有识别到风险，则填写相应的风险识别号】



		6

		A2.6 Are substances delivered to or extracted from the patient?

Factors that should be considered include:

—whether the substance is delivered or extracted;

—whether it is a single substance or range of substances;

—The maximum and minimum transfer rates and control thereof.

		【根据实际情况填写】

		Hazards :

□1.Energy hazard       2 biological hazards           □3. Operation hazards     □4. Software hazards         □5. Environment hazards   □6. Information hazards

□7. Hazards from Inappropriate or over-complicated interface (man/machine communication)

□8.hazards from function failure, maintenance or aging 

		【根据实际情况填写，如有识别到风险，则填写相应的风险识别号】



		7

		A.2.7 Are biological materials processed by the medical device for subsequent reuse, transfusion or transplantation?

Factors that should be considered include the type of process and substance(s) processed (e.g. auto-transfusion, dialysis, blood component or cell therapy processing).

		【根据实际情况填写】

		Hazards :

□1.Energy hazard       2 biological hazards           □3. Operation hazards     □4. Software hazards         □5. Environment hazards   □6. Information hazards

□7. Hazards from Inappropriate or over-complicated interface (man/machine communication)

□8.hazards from function failure, maintenance or aging 

		【根据实际情况填写，如有识别到风险，则填写相应的风险识别号】



		8

		A.2.8 Is the medical device supplied sterile or intended to be sterilized by the user, or are other microbiological controls applicable?

Factors that should be considered include:

—whether the medical device is intended for single use or re-use packaging;

—shelf-life issues;

—limitation on the number of reuse cycles;

—method of product sterilization;

—the impact of other sterilization methods not intended by the manufacturer

		【根据实际情况填写】

		Hazards :

□1.Energy hazard       2 biological hazards           □3. Operation hazards     □4. Software hazards         □5. Environment hazards   □6. Information hazards

□7. Hazards from Inappropriate or over-complicated interface (man/machine communication)

□8.hazards from function failure, maintenance or aging 

		【根据实际情况填写，如有识别到风险，则填写相应的风险识别号】



		9

		A.2.9 Is the medical device intended to be routinely cleaned and disinfected by the user?

Factors that should be considered include the types of cleaning or disinfecting agents to be used and any limitations on the number of cleaning cycles. The design of the medical device can influence the effectiveness of routine cleaning and disinfection. In addition, consideration should be given to the effect of cleaning and disinfecting agents on the safety or performance of the medical device.

		【根据实际情况填写】

		Hazards :

□1.Energy hazard       2 biological hazards           □3. Operation hazards     □4. Software hazards         □5. Environment hazards   □6. Information hazards

□7. Hazards from Inappropriate or over-complicated interface (man/machine communication)

□8.hazards from function failure, maintenance or aging 

		【根据实际情况填写，如有识别到风险，则填写相应的风险识别号】



		10

		A.2.10 Does the medical device modify the patient environment?

Factors that should be considered include:

—temperature;

—humidity;

—atmospheric gas composition;

—pressure;

—light.

		【根据实际情况填写】

		Hazards :

□1.Energy hazard       2 biological hazards           □3. Operation hazards     □4. Software hazards         □5. Environment hazards   □6. Information hazards

□7. Hazards from Inappropriate or over-complicated interface (man/machine communication)

□8.hazards from function failure, maintenance or aging 

		【根据实际情况填写，如有识别到风险，则填写相应的风险识别号】



		11

		A.2.11 Are measurements taken?

Factors that should be considered include the variables measured and the accuracy and the precision of the measurement results, as well as whether the measurement apparatus or data can be compromised. In addition, the need for calibration and maintenance should be considered (see A.2.18).

		【根据实际情况填写】

		Hazards :

□1.Energy hazard       2 biological hazards           □3. Operation hazards     □4. Software hazards         □5. Environment hazards   □6. Information hazards

□7. Hazards from Inappropriate or over-complicated interface (man/machine communication)

□8.hazards from function failure, maintenance or aging 

		【根据实际情况填写，如有识别到风险，则填写相应的风险识别号】



		12

		A.2.12 Is the medical device interpretative? Factors that should be considered include whether conclusions are presented by the medical device from input or acquired data, the algorithms used, and confidence limits. Special attention should be given to unintended applications of the data or algorithm, as well as unauthorized manipulation or changes to algorithms and data.

		【根据实际情况填写】

		Hazards :

□1.Energy hazard       2 biological hazards           □3. Operation hazards     □4. Software hazards         □5. Environment hazards   □6. Information hazards

□7. Hazards from Inappropriate or over-complicated interface (man/machine communication)

□8.hazards from function failure, maintenance or aging 

		【根据实际情况填写，如有识别到风险，则填写相应的风险识别号】



		13

		A.2.13 Is the medical device intended for use in conjunction with other medical devices, medicines or other medical technologies?

Factors that should be considered include:

—identifying any other medical devices, medicines or other medical technologies that can be involved;

—the potential problems associated with such interactions(such as the medical device impacting the performance of other medical devices); and

—whether the patient follows the instructions for the therapy.

		【根据实际情况填写】

		Hazards :

□1.Energy hazard       2 biological hazards           □3. Operation hazards     □4. Software hazards         □5. Environment hazards   □6. Information hazards

□7. Hazards from Inappropriate or over-complicated interface (man/machine communication)

□8.hazards from function failure, maintenance or aging 

		【根据实际情况填写，如有识别到风险，则填写相应的风险识别号】



		14

		A.2.14 Are there unwanted outputs of energy or substances?

Energy-related factors that should be considered include noise and vibration, heat, radiation (including ionizing, non-ionizing, and ultraviolet/visible/infrared radiation), contact temperatures, leakage currents, and electric or magnetic fields.

Substance-related factors that should be considered include substances used in manufacturing, cleaning or testing having unwanted physiological effects if they remain in the product.

Other substance-related factors that should be considered include discharge of chemicals, waste products, and body fluids.

		【根据实际情况填写】

		Hazards :

□1.Energy hazard       2 biological hazards           □3. Operation hazards     □4. Software hazards         □5. Environment hazards   □6. Information hazards

□7. Hazards from Inappropriate or over-complicated interface (man/machine communication)

□8.hazards from function failure, maintenance or aging 

		【根据实际情况填写，如有识别到风险，则填写相应的风险识别号】



		15

		A.2.15 Is the medical device susceptible to environmental influences?

Factors that should be considered include the operational, transport and storage environments. These include light, temperature, humidity, vibrations, spillage, and susceptibility to variations in power and cooling supplies, and electromagnetic interference.

		【根据实际情况填写】

		Hazards :

□1.Energy hazard       2 biological hazards           □3. Operation hazards     □4. Software hazards         □5. Environment hazards   □6. Information hazards

□7. Hazards from Inappropriate or over-complicated interface (man/machine communication)

□8.hazards from function failure, maintenance or aging 

		【根据实际情况填写，如有识别到风险，则填写相应的风险识别号】



		16

		A.2.16 Does the medical device influence the environment?

Factors that should be considered include:

—the effects on power and cooling supplies;

—emission of toxic materials;

—the generation of electromagnetic disturbance

		【根据实际情况填写】

		Hazards :

□1.Energy hazard       2 biological hazards           □3. Operation hazards     □4. Software hazards         □5. Environment hazards   □6. Information hazards

□7. Hazards from Inappropriate or over-complicated interface (man/machine communication)

□8.hazards from function failure, maintenance or aging 

		【根据实际情况填写，如有识别到风险，则填写相应的风险识别号】



		17

		A.2.17 Does the medical device require consumables or accessories?

Factors that should be considered include specifications for such consumables or accessories and any restrictions placed upon users in their selection of these.

		【根据实际情况填写】

		Hazards :

□1.Energy hazard       2 biological hazards           □3. Operation hazards     □4. Software hazards         □5. Environment hazards   □6. Information hazards

□7. Hazards from Inappropriate or over-complicated interface (man/machine communication)

□8.hazards from function failure, maintenance or aging 

		【根据实际情况填写，如有识别到风险，则填写相应的风险识别号】



		18

		A.2.18 Is maintenance or calibration necessary? Factors that should be considered include:

—whether maintenance or calibration are to be carried out by the user or by a specialist;

—whether special substances or equipment are needed for proper maintenance or calibration;

—traceability of the calibrator values to a higher order reference;

—how to determine when maintenance or recalibration is needed;

—how to verify that calibration is (still) acceptable.

		【根据实际情况填写】

		Hazards :

□1.Energy hazard       2 biological hazards           □3. Operation hazards     □4. Software hazards         □5. Environment hazards   □6. Information hazards

□7. Hazards from Inappropriate or over-complicated interface (man/machine communication)

□8.hazards from function failure, maintenance or aging 

		【根据实际情况填写，如有识别到风险，则填写相应的风险识别号】



		19

		A.2.19 Does the medical device contain software?

Factors that should be considered include whether software is intended to be installed, verified, modified or exchanged by the user or by a specialist, and the authenticity of a software update.

		【根据实际情况填写】

		Hazards :

□1.Energy hazard       2 biological hazards           □3. Operation hazards     □4. Software hazards         □5. Environment hazards   □6. Information hazards

□7. Hazards from Inappropriate or over-complicated interface (man/machine communication)

□8.hazards from function failure, maintenance or aging 

		【根据实际情况填写，如有识别到风险，则填写相应的风险识别号】



		20

		A.2.20 Does the medical device allow access to information?

Factors that should be considered include accessible Ethernet ports, USB ports, serial ports, and removable hard drives.

		【根据实际情况填写】

		Hazards :

□1.Energy hazard       2 biological hazards           □3. Operation hazards     □4. Software hazards         □5. Environment hazards   □6. Information hazards

□7. Hazards from Inappropriate or over-complicated interface (man/machine communication)

□8.hazards from function failure, maintenance or aging 

		【根据实际情况填写，如有识别到风险，则填写相应的风险识别号】



		21

		A.2.21 Does the medical device store data critical to patient care?

Factors that should be considered include the possibility of the data being modified or corrupted, unauthorized access to the data, and the consequences for the patients.

		【根据实际情况填写】

		Hazards :

□1.Energy hazard       2 biological hazards           □3. Operation hazards     □4. Software hazards         □5. Environment hazards   □6. Information hazards

□7. Hazards from Inappropriate or over-complicated interface (man/machine communication)

□8.hazards from function failure, maintenance or aging 

		【根据实际情况填写，如有识别到风险，则填写相应的风险识别号】



		22

		A.2.22 Does the medical device have a restricted shelf-life?

Factors that should be considered include whether the medical device can deteriorate over time, the impact of storage conditions and primary packaging, the communication of the expiry data (by labelling or an indicator), possibility of use after the expiry data, and the disposal of expired medical devices.

		【根据实际情况填写】

		Hazards :

□1.Energy hazard       2 biological hazards           □3. Operation hazards     □4. Software hazards         □5. Environment hazards   □6. Information hazards

□7. Hazards from Inappropriate or over-complicated interface (man/machine communication)

□8.hazards from function failure, maintenance or aging 

		【根据实际情况填写，如有识别到风险，则填写相应的风险识别号】



		23

		A.2.23 Are there any delayed or long-term use effects?

Factors that should be considered include ergonomic and cumulative effects. Examples could include pumps for saline that corrode over time, mechanical fatigue, loosening of straps and attachments, vibration effects, labels that wear or fall off, long term material degradation.

		【根据实际情况填写】

		Hazards :

□1.Energy hazard       2 biological hazards           □3. Operation hazards     □4. Software hazards         □5. Environment hazards   □6. Information hazards

□7. Hazards from Inappropriate or over-complicated interface (man/machine communication)

□8.hazards from function failure, maintenance or aging 

		【根据实际情况填写，如有识别到风险，则填写相应的风险识别号】



		24

		A.2.24 To what mechanical forces will the medical device be subjected?

Factors that should be considered include whether the forces to which the medical device will be subjected are under the control of the user or controlled by interaction with other persons.

		【根据实际情况填写】

		Hazards :

□1.Energy hazard       2 biological hazards           □3. Operation hazards     □4. Software hazards         □5. Environment hazards   □6. Information hazards

□7. Hazards from Inappropriate or over-complicated interface (man/machine communication)

□8.hazards from function failure, maintenance or aging 

		【根据实际情况填写，如有识别到风险，则填写相应的风险识别号】



		25

		What determines the lifetime of the medical device?

Factors that should be considered include battery depletion, deterioration of materials and failure of components due to ageing, wear, fatigue or repeated use. The availability of spare parts should be considered as well.

		【根据实际情况填写】

		Hazards :

□1.Energy hazard       2 biological hazards           □3. Operation hazards     □4. Software hazards         □5. Environment hazards   □6. Information hazards

□7. Hazards from Inappropriate or over-complicated interface (man/machine communication)

□8.hazards from function failure, maintenance or aging 

		【根据实际情况填写，如有识别到风险，则填写相应的风险识别号】



		26

		A.2.26 Is the medical device intended for single use?

Factors that should be considered include:

—whether the medical device self-destruct after use;

—whether it is obvious to the user that the medical device has been used.

		【根据实际情况填写】

		Hazards :

□1.Energy hazard       2 biological hazards           □3. Operation hazards     □4. Software hazards         □5. Environment hazards   □6. Information hazards

□7. Hazards from Inappropriate or over-complicated interface (man/machine communication)

□8.hazards from function failure, maintenance or aging 

		【根据实际情况填写，如有识别到风险，则填写相应的风险识别号】



		27

		A.2.27 Is safe decommissioning or disposal of the medical device necessary?

Factors that should be considered include the waste products that are generated during the disposal of the medical device itself, and the proper sanitization (removal) of all sensitive data on the medical device. For example, does it contain hazardous material (e.g. toxic chemical or biological agent), or is the material recyclable? If the medical device stores data, proper handling and security of the stored data should be considered, including data removal and retention.

		【根据实际情况填写】

		Hazards :

□1.Energy hazard       2 biological hazards           □3. Operation hazards     □4. Software hazards         □5. Environment hazards   □6. Information hazards

□7. Hazards from Inappropriate or over-complicated interface (man/machine communication)

□8.hazards from function failure, maintenance or aging 

		【根据实际情况填写，如有识别到风险，则填写相应的风险识别号】



		28

		A.2.28 Does installation or use of the medical device require special training or special skills?

Factors that should be considered include the complexity and novelty of the medical device and the knowledge, skills and ability of the persons installing, maintaining or using the medical device. This can include training, education, competence assessment, certification or qualification.

		【根据实际情况填写】

		Hazards :

□1.Energy hazard       2 biological hazards           □3. Operation hazards     □4. Software hazards         □5. Environment hazards   □6. Information hazards

□7. Hazards from Inappropriate or over-complicated interface (man/machine communication)

□8.hazards from function failure, maintenance or aging 

		【根据实际情况填写，如有识别到风险，则填写相应的风险识别号】



		29

		A.2.29 How will information for safety be provided?

Factors that should be considered include:

—whether information will be provided directly to the end user by the manufacturer or will it involve the participation of third parties such as installers, care providers, health care professionals, laboratory directors or pharmacists and whether this will have implications for training;

—commissioning and transferring to the end user and whether it is likely/possible that installation can be carried out by people without the necessary skills;

—based on the type and expected lifetime of the medical device, whether re-training or

re-certification of users or service personnel

would be indicated.

		【根据实际情况填写】

		Hazards :

□1.Energy hazard       2 biological hazards           □3. Operation hazards     □4. Software hazards         □5. Environment hazards   □6. Information hazards

□7. Hazards from Inappropriate or over-complicated interface (man/machine communication)

□8.hazards from function failure, maintenance or aging 

		【根据实际情况填写，如有识别到风险，则填写相应的风险识别号】



		30

		A.2.30 Are new manufacturing process established or introduced?

Factors that should be considered include the application of new or innovative technology and changes in the scale of production. This can also involve changes in contract manufacturing, suppliers and vendors.

		【根据实际情况填写】

		Hazards :

□1.Energy hazard       2 biological hazards           □3. Operation hazards     □4. Software hazards         □5. Environment hazards   □6. Information hazards

□7. Hazards from Inappropriate or over-complicated interface (man/machine communication)

□8.hazards from function failure, maintenance or aging 

		【根据实际情况填写，如有识别到风险，则填写相应的风险识别号】



		31

		A.2.31 Is successful application of the medical device dependent on the usability of the user interface?

		【根据实际情况填写】

		Hazards :

□1.Energy hazard       2 biological hazards           □3. Operation hazards     □4. Software hazards         □5. Environment hazards   □6. Information hazards

□7. Hazards from Inappropriate or over-complicated interface (man/machine communication)

□8.hazards from function failure, maintenance or aging 

		【根据实际情况填写，如有识别到风险，则填写相应的风险识别号】



		31.1

		A.2.31.1 Can the user interface design features contribute to use error? Factors that should be considered include: control and indicators, symbols used, ergonomic features, physical design and layout, hierarchy of operation, menus for software-driven medical devices, visibility of

warnings, audibility of alarms, standardisation of colour coding. See IEC 62366-1 for additional information on usability and IEC 60601-1-8 for alarms.

		【根据实际情况填写】

		Hazards :

□1.Energy hazard       2 biological hazards           □3. Operation hazards     □4. Software hazards         □5. Environment hazards   □6. Information hazards

□7. Hazards from Inappropriate or over-complicated interface (man/machine communication)

□8.hazards from function failure, maintenance or aging 

		【根据实际情况填写，如有识别到风险，则填写相应的风险识别号】



		31.2

		A.2.31.2 Is the medical device used in an environment where distractions can use error?

Factors that should be considered include:

—the consequence of use error;

—whether the distractions are commonplace;

—whether the user can be disturbed by an infrequent distraction;

—whether repetitive stress can reduce the

user’s awareness or attention.

		【根据实际情况填写】

		Hazards :

□1.Energy hazard       2 biological hazards           □3. Operation hazards     □4. Software hazards         □5. Environment hazards   □6. Information hazards

□7. Hazards from Inappropriate or over-complicated interface (man/machine communication)

□8.hazards from function failure, maintenance or aging 

		【根据实际情况填写，如有识别到风险，则填写相应的风险识别号】



		31.3

		A.2.31.3 Does the medical device have connecting parts or accessories?

Factors that should be considered include the possibility of wrong connection, similarity to other products’ connections, connection force, feedback on connection integrity, and over-and under-tightening.

		【根据实际情况填写】

		Hazards :

□1.Energy hazard       2 biological hazards           □3. Operation hazards     □4. Software hazards         □5. Environment hazards   □6. Information hazards

□7. Hazards from Inappropriate or over-complicated interface (man/machine communication)

□8.hazards from function failure, maintenance or aging 

		【根据实际情况填写，如有识别到风险，则填写相应的风险识别号】



		31.4

		A.2.31.4 Does the medical device have a control interface?

Factors that should be considered include spacing, coding, grouping, mapping, modes of feedback, blunders, slips, control differentiation, visibility, direction of activation or change, whether the controls are continuous or discrete, and the reversibility of settings or actions.

		【根据实际情况填写】

		Hazards :

□1.Energy hazard       2 biological hazards           □3. Operation hazards     □4. Software hazards         □5. Environment hazards   □6. Information hazards

□7. Hazards from Inappropriate or over-complicated interface (man/machine communication)

□8.hazards from function failure, maintenance or aging 

		【根据实际情况填写，如有识别到风险，则填写相应的风险识别号】



		31.5

		A.2.31.5 Does the medical device display information?

Factors that should be considered include spacing, coding, grouping, mapping, modes of feedback, blunders, slips, control differentiation, visibility, direction of activation or change, whether the controls are continuous or discrete, and the reversibility of settings or actions.

		【根据实际情况填写】

		Hazards :

□1.Energy hazard       2 biological hazards           □3. Operation hazards     □4. Software hazards         □5. Environment hazards   □6. Information hazards

□7. Hazards from Inappropriate or over-complicated interface (man/machine communication)

□8.hazards from function failure, maintenance or aging 

		【根据实际情况填写，如有识别到风险，则填写相应的风险识别号】



		31.6

		A.2.31.6 Is the medical device controlled by a menu?

Factors that should be considered include complexity and number of layers, awareness of state, location of settings, navigation method, number of steps per action, sequence clarity and memorization problems, and importance of control function relative to its accessibility and the impact of deviating from specified operating procedures.

		【根据实际情况填写】

		Hazards :

□1.Energy hazard       2 biological hazards           □3. Operation hazards     □4. Software hazards         □5. Environment hazards   □6. Information hazards

□7. Hazards from Inappropriate or over-complicated interface (man/machine communication)

□8.hazards from function failure, maintenance or aging 

		【根据实际情况填写，如有识别到风险，则填写相应的风险识别号】



		31.7

		A.2.31.7 Is the successful use of the medical device dependent on a user’s knowledge, skills and abilities?

Factors that should be considered include:

—the (intended) users, their mental and physical abilities, skill and training;

—the use environment, ergonomic aspects, installation requirements;

—the capability of intended users to control or influence the use of the medical device; and

—the personal characteristics of intended users that can affect their ability to successfully interact with the medical device. See IEC TR 62366-2.

		【根据实际情况填写】

		Hazards :

□1.Energy hazard       2 biological hazards           □3. Operation hazards     □4. Software hazards         □5. Environment hazards   □6. Information hazards

□7. Hazards from Inappropriate or over-complicated interface (man/machine communication)

□8.hazards from function failure, maintenance or aging 

		【根据实际情况填写，如有识别到风险，则填写相应的风险识别号】



		31.8

		A.2.31.8 Will the medical device be used by persons with specific needs?

Factors that should be considered include:

—users with special characteristics, such as disabled persons, the elderly and children, who might need assistance by another person to enable the use of a medical device;

—users having wide-ranging skill levels and

differing cultural backgrounds and expectations that could lead to differences in what is considered appropriate application of the medical device.

		【根据实际情况填写】

		Hazards :

□1.Energy hazard       2 biological hazards           □3. Operation hazards     □4. Software hazards         □5. Environment hazards   □6. Information hazards

□7. Hazards from Inappropriate or over-complicated interface (man/machine communication)

□8.hazards from function failure, maintenance or aging 

		【根据实际情况填写，如有识别到风险，则填写相应的风险识别号】



		31.9

		A.2.31.9 Can the user interface be used to initiate unauthorised actions?

Factors that should be considered include whether the user interface allows the user to enter an operation mode with restricted access (e.g. for maintenance or special use), which increase the possibility of use error and thereby the associated risks, and whether the user becomes aware of having entered such operation mode.

		【根据实际情况填写】

		Hazards :

□1.Energy hazard       2 biological hazards           □3. Operation hazards     □4. Software hazards         □5. Environment hazards   □6. Information hazards

□7. Hazards from Inappropriate or over-complicated interface (man/machine communication)

□8.hazards from function failure, maintenance or aging 

		【根据实际情况填写，如有识别到风险，则填写相应的风险识别号】



		32

		A.2.32 Does the medical device include an alarm system?

Factors that should be considered are the risk of false alarms, missing alarms, disconnected alarm systems, unreliable remote alarm systems, and the user’s ability of understanding how the alarm system works. Guidance for alarm systems is given in IEC 60601-1-8.

		【根据实际情况填写】

		Hazards :

□1.Energy hazard       2 biological hazards           □3. Operation hazards     □4. Software hazards         □5. Environment hazards   □6. Information hazards

□7. Hazards from Inappropriate or over-complicated interface (man/machine communication)

□8.hazards from function failure, maintenance or aging 

		【根据实际情况填写，如有识别到风险，则填写相应的风险识别号】



		33

		A.2.33 In what ways might the medical device be misused (deliberately or not)? Factors that should be considered are incorrect use of connectors, disabling safety features or alarms, neglect of manufacturer’s recommended maintenance, unauthorized access to the medical device or to medical device functions.

		【根据实际情况填写】

		Hazards :

□1.Energy hazard       2 biological hazards           □3. Operation hazards     □4. Software hazards         □5. Environment hazards   □6. Information hazards

□7. Hazards from Inappropriate or over-complicated interface (man/machine communication)

□8.hazards from function failure, maintenance or aging 

		【根据实际情况填写，如有识别到风险，则填写相应的风险识别号】



		34

		A.2.34 Is the medical device intended to be mobile or portable?

Factors that should be considered are the need for grips, handles, wheels or brakes, and the need for mechanical stability and durability.

		【根据实际情况填写】

		Hazards :

□1.Energy hazard       2 biological hazards           □3. Operation hazards     □4. Software hazards         □5. Environment hazards   □6. Information hazards

□7. Hazards from Inappropriate or over-complicated interface (man/machine communication)

□8.hazards from function failure, maintenance or aging 

		【根据实际情况填写，如有识别到风险，则填写相应的风险识别号】



		35

		A.2.35 Does the use of the medical device

depend on essential performance?

Factors that should be considered are, for example, the characteristics of the output of life supporting medical devices or the operation of an alarm. See IEC 60601-1 for a discussion of essential performance of medical electrical equipment and medical electrical systems.

		【根据实际情况填写】

		Hazards :

□1.Energy hazard       2 biological hazards           □3. Operation hazards     □4. Software hazards         □5. Environment hazards   □6. Information hazards

□7. Hazards from Inappropriate or over-complicated interface (man/machine communication)

□8.hazards from function failure, maintenance or aging 

		【根据实际情况填写，如有识别到风险，则填写相应的风险识别号】



		36

		A.2.36 Does the medical device have a degree of autonomy?

Factors that should be considered include:

—awareness of the user when the medical device with a degree of autonomy generates an error, alarm or failure;

—awareness of the user when intervention in an autonomously performed action is required;

—the ability of the user to intervene in or abort an action that is performed autonomously; and

—the ability of the user to select and perform proper corrective actions.

See IEC TR 60601-4-1 for further guidance on

medical devices with a degree of autonomy.

		【根据实际情况填写】

		Hazards :

□1.Energy hazard       2 biological hazards           □3. Operation hazards     □4. Software hazards         □5. Environment hazards   □6. Information hazards

□7. Hazards from Inappropriate or over-complicated interface (man/machine communication)

□8.hazards from function failure, maintenance or aging 

		【根据实际情况填写，如有识别到风险，则填写相应的风险识别号】



		37

		A.2.37 Does the medical device produce an output that is used as an input in determining clinical action ?

Factors that should be considered include whether incorrect or delayed outputs can result in direct or indirect risks to patients, e.g. an incorrect diagnosis resulting in delayed or omitted therapy for a patient. See Annex H for guidance on in vitro diagnostic medical devices.

		【根据实际情况填写】

		Hazards :

□1.Energy hazard       2 biological hazards           □3. Operation hazards     □4. Software hazards         □5. Environment hazards   □6. Information hazards

□7. Hazards from Inappropriate or over-complicated interface (man/machine communication)

□8.hazards from function failure, maintenance or aging 

		【根据实际情况填写，如有识别到风险，则填写相应的风险识别号】



		Letters in the second column refer to ISO/ TR 24971:2020, Annex A

		














		
2

		4.6

Whether parts that can come into contact with the patient but fall outside of the definition of the applied parts need to be subject to the requirement for applied part?

		Yes

		Hazards :

1.Energy hazard       □2 biological hazards           □3. Operation hazards     □4. Software hazards         □5. Environment hazards   □6. Information hazards

□7. Hazards from Inappropriate or over-complicated interface (man/machine communication)

□8.hazards from function failure, maintenance or aging 

		H44



		9

		9.6.1

ME EQUIPMENT shall be designed so that human exposure to acoustic energy and vibration shall not result in an unacceptable RISK

		Yes

		Hazards :

□1.Energy hazard       □2 biological hazards           3. Operation hazards     □4. Software hazards         □5. Environment hazards   □6. Information hazards

□7. Hazards from Inappropriate or over-complicated interface (man/machine communication)

□8.hazards from function failure, maintenance or aging 

		H51








2.3.2 Usability Characteristic related to safety

{The details of identified usability characteristic can refer to section 2.3.1 and section 2.4. No new usability characteristic related to safety has been identified. }



2.3.3 Biological Characteristic related to safety



{The details of identified biological characteristic can refer to section 2.3.1 and section 2.4. No new biological characteristic related to safety has been identified.} 



2.3.4 Characteristic related to safety from Production and post-production information



		Event 

		Hazard No.



		

		



		

		



		

		



		

		



		

		







【实际公司内部产品生产和上市后的收集的与安全相关的信息，按实际情况填写，如无，则写无相关内容】

2.3.7 Characteristic related to safety from recalling of foreign products in Chinese market

		Event 

		Hazard No.



		

		



		

		







【在国际及国内药监局网站搜索的公开的产品相关的不良事件和召回信息，按实际情况填写，如无，则写无相关内容】


2.4  Identification of hazards and hazardous situations 

2.4.1 Hazards and hazardous situations from Annex A of ISO/TR 24971:2020



		[bookmark: RANGE!A1:F63]Hazard type

		Foreseeable sequence of events

		Hazardous situation

		Harm

		Hazard No.



		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		H1



		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		H2



		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		H3



		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		H4



		.....

		

		

		

		












[bookmark: _Toc413246071][bookmark: _Toc16194][bookmark: _Toc26561]2.4.2Hazards and hazardous situations from Production and Post-production information



		Hazard type

		Foreseeable sequence of events

		Hazardous situation

		Harm

		Hazard No.



		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		PH1



		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		PH2



		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		PH3



		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		PH4



		.......

		

		

		

		



		

		

		

		

		







.....

[bookmark: _Toc5985]
Chapter 3 Risk Evaluation and control 

[bookmark: _Toc453680678][bookmark: _Toc11620][bookmark: _Toc7297][bookmark: _Toc30242]3.1 Risk Evaluation and Risk Control

3.1.1 Consideration of Risk analysis, Risk evaluation and Risk control



		No.

		Foreseeable sequence of events

		Harm

		Risk evaluation

		Risk control measure

		Risk evaluation after risk control measures are applied

		Risk/Benefit Analysis

 



		

		

		

		P

		S

		R

		Control measure 

		Measure verify

		P

		S

		R

		



		H1

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		4

		2

		U

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		1

		2

		A

		 



		H2

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		4

		2

		U

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		【根据实际情况填写，内容需要与2.3部分的内容相互呼应】

		1

		2

		A

		



		

		......

		

		

		

		

		

		

		

		

		

		





[bookmark: _Toc413246072][bookmark: _Toc10209][bookmark: _Toc8399] 

[bookmark: _Toc5362][bookmark: _Toc436656360]3.2 Residual risk evaluation 

[bookmark: _Toc17514]The statistics of before/after risk control measurement 

Before taking measures

   

		Hazard probability

		 Severity level

		

		



		

		1

		2

		3

		4

		5



		

		Negligible 

		Minor

		Serious 

		Critical

		Catastrophic



		Improbable

		1

		

		

		

		

		



		Remote

		2

		

		

		

		

		



		Occasional

		3

		

		

		

		5

		



		Probable

		4

		

		4

		5

		12

		



		Frequent

		5

		

		

		

		

		







After taking measures

		Hazard probability

		 Severity level

		

		



		

		1

		2

		3

		4

		5



		

		Negligible 

		Minor

		Serious 

		Critical

		Catastrophic



		Improbable

		1

		

		

		

		17

		



		Remote

		2

		

		4

		5

		

		



		Occasional

		3

		

		

		

		

		



		Probable

		4

		

		

		

		

		



		Frequent

		5

		

		

		

		

		







From the tables we can see that the risk of each hazard is reduced to an acceptable level.

[bookmark: _GoBack]After take control measures, all the risks do not exist non-acceptable risk. All potential risk and mis-operation are indicated in the user manual and let the operator know. 

After risk evaluation, all risks can be accepted.



[bookmark: _Toc4474][bookmark: _Toc15612]3.3 Benefit-risk Analysis

Before risk evaluation, 26 non acceptable risks (U). And after risk measurement and validation, all known risks are controlled at acceptable level (A).



[bookmark: _Toc4517][bookmark: _Toc22110]3.4 Risks arising from risk control measures 

The manufacturer review the effects of the risk control measures with regard to whether: 

— new hazards or hazardous situations are introduced; or 

— the estimated risks for previously identified hazardous situations are affected by the introduction of the risk control measures. 

No new or increased risks were arisen.



[bookmark: _Toc16450][bookmark: _Toc31179][bookmark: _Toc436656361][bookmark: _Toc14568]3.5 Completeness of Risk Control

The manufacturer review the risk control activities to ensure that the risks from all identified hazardous situations have been considered and all risk control activities are completed. 












































[bookmark: _Toc7074][bookmark: _Toc10713]Chapter 4 Evaluation of overall residual risk

After all risk control measures have been implemented and verified, the manufacturer evaluates the overall residual risk posed by the medical device, taking into account the contributions of all residual risks, in relation to the benefits of the intended use, using the method and the criteria for acceptability of the overall residual risk defined in the risk management plan. 

The overall residual risk is judged acceptable. The manufacturer informs users of significant residual risks and includes the necessary information in the accompanying documentation in order to disclose those residual risks. 

[bookmark: _Toc413246075][bookmark: _Toc14562][bookmark: _Toc20767][bookmark: _Toc14351]
Chapter 5 Risk Management Review

[bookmark: _Toc25624][bookmark: _Toc12189][bookmark: _Toc24986][bookmark: _Toc436656364][bookmark: OLE_LINK2]5.1 Risk Management review input 

1) [bookmark: _Toc436656365]Risk accept level

2) Document of risk management 

3) Risk management plan                                 

4) Safety characteristic

5) Risk evaluation, risk control implementation and validation 

6) Residual risk evaluation

7) Related standard

[bookmark: _Toc2371][bookmark: _Toc30642][bookmark: _Toc32640]5.2 Implementation of risk management plan

The risk assessment team checked the management plan and considered all the risks are well implemented.

[bookmark: _Toc436656366][bookmark: _Toc25252][bookmark: _Toc20793][bookmark: _Toc25554]5.3 Overall residual risk acceptable evaluation 

[bookmark: _Toc436656367]The review team has performed a comprehensive analysis for all the residual risks, combined effects of all the residual risks have been considered. The overall residual risk of the device is acceptable. Details of the conclusion are listed below:

1) Are there any conflicting requirements in risk control measures for individual risks?

Conclusion: no conflicting requirements in risk control measures have been found.

2) Review of warnings (Are there too many warnings?)

Conclusion: The warnings are clear and comply with the standards.

3) Review of operating instructions (Inconsistent information and instructions too difficult to follow.)

Conclusion: The instructions for use of the device comply with the requirements of the general safety standard; information related to safety is clear and easy to follow.

4) Comparison with the products which has similar specifications

Conclusion: The device has been compared with the similar product on the market through clinical applications and the aspects of features and performance; it has been concluded that the device and the similar product on the market have similar features and performance.

5) Clinical expert's conclusion

Conclusion: The risk management review team performed the above analysis and -together with the clinical experts - made the conclusion that the overall residual risk of the device is acceptable.

- By checking the evaluation of the residual risks and the results, all residual risks are acceptable.

Using event tree analysis, consider all the individual residual risks all together, the overall residual risk is acceptable.

- By review, all risk control measures that are appropriate for individual risks cannot result in conflicting requirements. Using a fault tree analysis, the combined probability of harm is based on a combination of the individual probabilities, but not the sum, the overall residual risk is acceptable.

- By review of warning, find that there is not an over-reliance on warnings, and each warning is also effective and can provide adequate risk reduction.

- By review of the User Manual, consider all the operating instructions for the device, all the information provided in the User Manual are clear and easy to follow.

- By comparison with the similar existing device, all the risks posed by similar existing device (including production and post-market, but no adverse event) have been considered in actual.

- By performing the clinical evaluation, the safeness and the effectiveness of the device have been verified to meet the doctors' requirements.

In conclusion, the overall residual risk of the Product Name is acceptable.

[bookmark: _Toc16447][bookmark: _Toc19844][bookmark: _Toc25679]5.4 Reviewed document 

Risk management plan                               

Safety related characteristic        

Risk evaluation, control implementation and validation 

Residual risk evaluation record











































































[bookmark: _Toc7754][bookmark: _Toc23823][bookmark: _Toc413246074][bookmark: _Toc26933]Chapter 6 Production and post-production information

Company has established, documented and maintained a systematic procedure, including Vigilance System Procedure, Corrective Action Procedure and Post-market Surveillance Procedure to actively collect and review information relevant to the medical device in the production and post-production phases.

6.1 Information collect

When establishing this system, the manufacturer shall consider appropriate methods for the collection and processing of information as below.

		Data sources

		Information

		Information acquisition method

		Responsible department

		Collected information

		Hazard



		Production

		—Data from monitor supplier ---performance/controls

—Process monitoring

—In-Process inspection/testing

—Internal/external audits

		Regularly Collection, 1 year

		QC department

		/

		/



		Compliant handling

		—Quantity

—By medical device family

—By customer (physician, healthcare facility, patient, etc.)

—Reason for complaint

—Compliant codes

—Severity of any harm

—Component involved

		Regularly Collection, 1 year

		QC department

		【如有，请按实际编写】

		PH1



		

		

		

		

		【如有，请按实际编写】

		PH2



		

		

		

		

		...

		



		Service reports

		—Installation

—First use of medical device

—Frequency of maintenance visits

—Types of repairs

—Frequency of repaires

—Usage frequency

—Parts replaced

—Service personnel

		Regularly Collection, 1 year

		Sales department

		/

		/



		Risk management

		—Published adverse event reports for similar medical devices

—Stakeholder concerns and generally

acknowledged state of the art

		Regularly Collection, 1 year

		R&D department

		/

		/



		Clinical activities

		—Post-Market Clinical Follow-up(PMCF)

studies

		Regularly Collection, 1 year

		R&D department

		/

		/



		Market/patient surveys

		—Service response time —Solicited information on new or modified medical devices

		Regularly Collection, 1 year

		Sales department

		/

		/



		Scientific

literature

		—Research publications

		Regularly Collection, 1 year

		R&D department

		/

		/



		Media

sources

		—Online newsletters

—Medical information websites

—Article in trade journals, scientific journals and other literature

		Regularly Collection, 1 year

		R&D department

		/

		/



		Security data sources

		—Independent security researchers

—In-house testing

—Suppliers of software or hardware technology

—Health care facilities

—Published events for devices sharing similar technologies as the medical device

—Information Sharing and Analysis Center

(ISAC)

		Regularly Collection, 1 year

		R&D department

		/

		/







The hazards identified from the Production and post-production information can refer to Section 2.3.6.



6.2 Information review

The collected information is reviewed to determine if the information is relevant to safety. The following questions are considered in this review:

—Is the intended use still valid?

Conclusion: Yes, the intended use is still valid.

—Are the anticipated benefits achieved?

Conclusion: Yes, the anticipated benefits are achieved.

[bookmark: OLE_LINK3]—Is there evidence of hazards or hazards situations not previously identified ? For example, did any unforeseen harm occur?

Conclusion: Yes, the information can refer to section 6.1 and no unforeseen harm occur.

—Are there occurrences of misuse which were previously not foreseen?

Conclusion: No, there are no occurrences of misuse which were previously foreseen.

—Is there an increasing trend of use for applications other than the intended use?

Conclusion: No, there is not an increasing trend of use for applications other than the intended use.

—Does the frequency of occurrence of a particular hazardous situation or harm suggest that the probability of occurrence of harm was underestimated?

Conclusion: Yes, the frequency of occurrence of a particular hazardous situation or harm suggest that the probability of occurrence of harm was underestimated.

—Does the reported harm indicate that the severity of harm was underestimated?

Conclusion: Yes, the reported harm indicates that the severity of harm was underestimated.

—Is there evidence that the risk control measures are not effective?

Conclusion: No, the evidence that the risk control measures is effective.

—Does the evaluation of the overall residual risk accurately represent the actual market experience?

Conclusion: Yes, the evaluation of the overall residual risk accurately represent the actual market experience.

—Are there changes in the generally acknowledged state of the art?

Conclusion: No, there are not changes in the generally acknowledged state of the art.

—Are there indications that the criteria for risk acceptability should be adjusted?

Conclusion: No, there are not indications that the criteria for risk acceptability should be adjusted.

6.3 Actions

When the collected information is reviewed and determined to be relevant to safety, several actions are conducted according to ISO 14971:2019. The details can refer to Chapter 3 Risk Evaluation and control.









[bookmark: _Toc29417][bookmark: _Toc14901][bookmark: _Toc30105]Chapter 7 Risk Management Review Conclusion

Prior to release for commercial distribution of the medical device, the manufacturer shall review the execution of the risk management plan. 

This review ensure that: 

— the risk management plan has been appropriately implemented; 

— the overall residual risk is acceptable; and 

— appropriate methods are in place to collect and review information in the production and post production phases. 

The results of this review are recorded and maintained as the risk management report and are included in the risk management file.











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。 (
第 
1
 页 共 
1
 页
)

image1.png







image2.png








[image: ][image: C:\Users\Administrator\Desktop\模板图标3.png模板图标3]医械企业一站式知识平台！                  联系龙德获取更多知识!

























Cybersecurity Management Plan

























































[bookmark: _GoBack]

【请参考指南Content of Premarket Submissions for Management of Cybersecurity in Medical Devices中的Section 6, Items 3 and 4和Postmarket Management of Cybersecurity in Medical Devices中的Section X部分的内容准备相关文件。】
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[bookmark: _GoBack]【可以直接将IEC 60601-1-2的测试报告附上】
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