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Chapter 1: Description

Product introduction 

【对产品进行简要的描述，包括但不限于以下的信息】
1.1.1 Product 

Product name:  {产品名称}
Model: {产品型号1}、{产品型号2}、{产品型号N}

【需要罗列本次认证的所有产品型号清单，如型号很多，可以采用另外附件文档的方式给出】
1.1. 2 Intended usage 

{预期用途}
1.1.3 Product description 

{产品描述}
1.1.3 Product Technical Parameter

{产品技术参数}
1.2. Product expected life time 

{产品预期效期}
1.3 Operating conditions:

Temperature：

Relative humidity：

Atmospheric pressure：
Power：

1.4 Contraindication

{产品禁忌症}
1.5 Side effects/complications:

{副作用/并发症}
1.6 Precautions and warning:

{注意事项和警告}
1.7 Description of risk management implementation

1.7.1 Risk Management Process 

  Refer to Risk Management Plan.

1.7.2 Risk Management implementation 

***** starts the project from *****. 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. Ensure that the project's risk management activities in accordance with the risk management plan effectively implemented.

In product design and project development phase, risk management team conducted a total of three risk management review; the relevant risk management documentation is compiled.
1.8 Applied standard list

{参考标准及法规}
【需要罗列本文档参考的标准及法规】
1.9Risk management responsibility

{需要列名风险管理各方职责}

(以下为参考示例)
General Manager provides properly resource for risk management. And Provide full guidance for risk management. And guarantees the assigned persons have the related knowledge and qualified to conduct the risk management. 

R&D dept responsible for the risk during product R&D stage. And compile the risk analysis, risk evaluation, risk control, residual risk evaluation record and risk management report. 

QA, marketing, sales, production dept analysis the known and foreseen hazards and post production information and feedback to technical dept to risk evaluation. When necessary, a new risk management required. 

R&D and risk assessment team evaluate the risk management periodically and responsible for the correct and effective.

Office responsible for the document handling. 

1.10Risk Assessment team and responsibility

{需要列名风险评估团队和职责，完成表格}

(以下为表格参考示例)
	Members 
	Major 
	Degree
	Depart.
	Position
	responsibility
	Qualification
	Signature

	{成员名字}
	{专业}
	{学历}
	{部门}
	{职位}
	{职责}
	{资质}
	{签名}

	**
	**
	**
	**
	**
	**
	**
	**

	**
	**
	**
	**
	**
	**
	**
	**

	**
	**
	**
	**
	**
	**
	**
	**

	**
	**
	**
	**
	**
	**
	**
	**


1.11 Risk Management Plan

1)  Risk management plan scope
All elements of the risk management process should be mapped to the manufacturer's defined product lifecycle. (including design, product realization, final stopping use and handling). 
2)Assignment of responsibilities and authorities ---Risk Assessment team and responsibility. 
3)  Requirement for review of risk management activities
i)  Verification activities
The risk management plan specified how the two distinct verification activities required by ISO 14971:2019 will be carried out. Verifying the effectiveness of risk control measures can require the collection of clinical data, usability studies, etc. The risk management plan can detail the verification activities explicitly or by reference to the plan for other verification activities.

ii) Risk management effective verification

The risk management plan should include documentation of decisions, based on a risk analysis, about what sort of post-market surveillance is appropriate for the device.
4)  Criteria for risk acceptability are derived from the manufacturer's policy for determining acceptable risk

5) Verification activities

6) Post-market surveillance
Chapter 2 Risk Analysis 

2.1Risk Accept Level 
2.1.1Severity level (S)

{风险严重等级}
(以下参考示例)
	Terms
	Code
	Description 

	Negligible
	1
	Will not cause injury or will injure slightly

	Moderate
	2
	Reversible or minor injury

	Significant
	3
	Result in permanent impairment or life-threatening injury

	Catastrophic
	4
	Result in patient death


2.1.2 Probability level (P)

{风险概率等级}
(以下参考示例)
	Term
	Code
	Frequency note 2
	Description

	Improbable
	1
	＜10-6 
	Event is not reproducible which cannot be replicated under the specified operating conditions of the device.

Occurrences in this category are generally, upon investigation, found to be non-reproducible, or cannot to be properly investigated due to lack of definitive information.

	Remote
	2
	＞10-6 and ≤10-5
	Event occurs infrequently during the life of the product under the specified operating conditions of the device.

This probability is associated with infrequent, unanticipated results associated with operation of device, or as the result of a multiple-step sequence of operator actions or events that are unusual.

	 Probable 
	3
	＞10-5 and ≤10-3
	Event occurs occasionally during the life of the product under the specified operating conditions of the device.

This probability is associated with two specific sequential or simultaneous operator actions or events, or a function that is exercised occasionally by the majority of users.

	Frequent
	4
	＞10-3
	Event can be replicated repeatedly and/or is likely to occur regularly or many times during the life of the product under the specified operating conditions of the device.

This probability is associated with unanticipated results that occur frequently with normal use of the device.


Probability of risk is based on the product after put into clinical use, according to production and after production information, product clinical track information statistics and evaluation to determine the probability.

note 2: The reason for Frequency is : *******************************
2.1.3 Risk evaluation criteria (S)

{风险概率等级}
(以下参考示例)
	Probable (P)
	Severity (S)

	
	4
	3
	2
	1

	
	CATASTROPHIC
	Significant
	Moderate
	Negligible

	FREQUENT
	4
	16
	12
	8
	4

	 PROBABLE  
	3
	12
	9
	6
	3

	REMOTE
	2
	8
	6
	4
	2

	IMPROBABLE
	1
	4
	3
	2
	1


Remark:
	
	Acceptable Risk
	
	Not Acceptable Risk


If P×S ＜6，the risk is a acceptable risk.

If P×S ≥ 6，the risk is a not acceptable risk.
2.2 Identification of the safety related characteristic

According to Annex C of EN ISO14971, answer the following question
	No.
	Characteristic 
	Yes/No
	Verdict 

	1
	C.2.1 What is the intended use and how is the medical device to be used?


	{如适用，填写Yes, 如不适用，填写No }

【请根据第二列的问题，先在“Yes/No”列中判定是否适用】
	{如果适用，需要在“Verdict”列中填写识别的hazards, 并对hazards确定什么分类。如果不适用，请说明理由。 }

【本处提供的hazards的分类供参考，需要根据实际产品进行减少或增加】
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 

	2
	C.2.2 Is the medical device intended to be implanted?


	
	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
	C.2.3 Is the medical device intended to be in contact with the patient or other persons?


	
	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 

	4
	 C.2.4 What materials or components are utilized in the medical device or are used with, or are in contact with, the medical device?
	
	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  

	5
	C.2.5 Is energy delivered to or extracted from the patient?


	
	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 

	6
	C.2.6 Are substances delivered to or extracted from the patient?

	
	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 

	7
	C.2.7Are biological materials processed by the medical device for subsequent re-use transfusion or transplantation?
	
	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 

	8
	C.2.8 Is the medical device supplied sterile or intended to be sterilized by the user, or are other microbiological controls applicable?
	
	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 

	9
	C.2.9 Is the medical device intended to be routinely cleaned and disinfected by the user?


	
	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 

	10
	C.2.10 Is the medical device intended to modify the patient environment?


	
	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 

	11
	C.2.11 Are measurements taken?


	
	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 

	12
	C.2.12 Is the medical device interpretative?


	
	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 

	13
	C.2.13 Is the medical device intended for use in conjunction with other medical devices, medicines or other medical technologies?
	
	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 

	14
	C.2.14 Are there unwanted outputs of energy or substances?


	
	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 

	15
	C.2.15 Is the medical device susceptible to environmental influences?


	
	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 

	16
	C.2.16 Does the medical device influence the environment?

 
	
	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 

	17
	C.2.17 Are there essential consumables or accessories associated with the medical device?


	
	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 

	18
	C.2.18 Is maintenance or calibration necessary?


	
	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 

	19
	C.2.19 Does the medical device contain software?


	
	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 

	20
	C.2.20 Does the medical device have a restricted shelf-life?


	
	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 

	21
	C.2.21 Are there any delayed or long-term use effects?


	
	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 

	22
	C.2.22 To what mechanical forces will the medical device be subjected?


	
	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 

	23
	C.2.23What determines the lifetime of the medical device?

 
	
	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 

	24
	C.2.24 Is the medical device intended for single use?


	
	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 

	25
	C.2.25 Is safe decommissioning or disposal of the medical device necessary?


	
	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 

	26
	C.2.26 Does installation or use of the medical device require special training or special skills?

 
	
	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  

	27
	C.2.27 How will information for safe use be provided?

 
	
	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 

	28
	C.2.28 Will new manufacturing processes need to be established or introduced?


	
	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 

	29
	C.2.29Is successful application of the medical device critically dependent on human factors such as the user interface?

C.2.29.1 Can the user interface design features contribute to use error?
	
	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 

	30
	C.2.29.2 Is the medical device used in an environment where distractions can cause use error?

 
	
	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 

	31
	C.2.29.3Does the medical device has connecting parts or accessories?


	
	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 

	32
	C.2.29.4 Does the medical device has a control interface?


	
	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 

	33
	C.2.29.5Does the medical device display information?


	
	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 

	34
	C.2.29.6 Is the medical device controlled by a menu?


	
	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 

	35
	C.2.29.7 Will the medical device be used by persons with special needs?


	
	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 

	36
	C.2.29.8 Can the user interface be used to initiate user actions?


	
	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 

	37
	C.2.30 Does the medical device use an alarm system?


	
	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 

	38
	C.2.31 In what way(s) might the medical device be deliberately misused?


	
	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 

	39
	C.2.32 Does the medical device hold data critical to patient care?


	
	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 

	40
	C.2.33 Is the medical device intended to be mobile or portable?


	
	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 

	41
	C.2.34 Does the use of the medical device depend on essential performance?


	
	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 


Chapter 3 Risk Evaluation and control 

3.1 Identify know or foreseeable hazards

	Hazard
	Foreseeable sequence of events
	Hazardous situation
	Harm
	Hazard No.

	{根据以上2.2识别的hazard，填写本处}
	{逐一识别每一个对应hazard相关的可预见的事件(Foreseeable sequence of events)}
	{逐一识别每一个对应hazard相关的危害处境（Hazardous situation）}
	{逐一识别每一个对应hazard相关的损害(Harm)}
	{对识别的每一个hazard编号}
(参考示例：H1)

	
	
	
	
	H**


3.2 Risk Evaluation and Risk Control

3.2.1 Consideration of Risk analysis, Risk evaluation and Risk control from Annex C of ISO14971

	No.
	Foreseeable sequence of events
	Harm
	Risk evaluation

{逐一对识别每一个对应hazard进行风险评估(Risk evaluation)
	Risk control measure

{逐一对识别每一个对应hazard进行风险控制（Risk control measure))
	Risk evaluation after risk control measures are applied

{逐一对识别每一个对应hazard进行风险控制重新评估是否有新的风险)
	Risk/Benefit Analysis

{逐一对识别每一个对应hazard进行风险/受益分析（Risk/Benefit Analysis))

	
	
	
	P
	S
	R
	Control measure 
	Measure verify
	P
	S
	R
	

	H1
	{逐一识别每一个对应hazard相关的危害处境（Hazardous situation）}

【与以上3.1表格的内容对应】

	{逐一识别每一个对应hazard相关的损害(Harm)}

【与以上3.1表格的内容对应】
	
	
	
	
	
	
	
	
	

	H**
	
	
	
	
	
	
	
	
	
	
	


3.3 Whether the introduction of new risks

3.3.1 Identify hazards from Product post-market quality follow-up report

{针对上市后收集的信息进行危害的识别}

【表格的填写同上3.1】
	Hazard
	Foreseeable sequence of events
	Hazardous situation
	Harm
	Hazard No.

	
	
	
	
	

	
	
	
	
	


3.3.2 Consideration of Risk analysis, Risk evaluation and Risk control from Product post-market quality follow-up report

{针对上市后收集的信息进行风险分析、风险评估和风险控制}

【表格的填写同上3.2】
	No.
	Harm
	Foreseeable sequence of events
	Risk evaluation
	Risk control measure
	Risk evaluation after risk control measures are applied
	Risk/Benefit Analysis

	
	
	
	
	Control measure 
	Measure verify
	
	

	
	
	
	P
	S
	S
	
	
	P
	S
	S
	

	
	
	
	
	
	
	
	
	
	
	
	


.
Chapter 4 Residual risk evaluation 

4.1 The statistics of before/after risk control measurement 

{需补充风险控制措施前后各风险评估分值对应的风险项的个数。}

【该表格需要与2.1确认后的内容保持一致】
Before taking measures
	Probable 
	Severity 

	
	4
	3
	2
	1

	
	CATASTROPHIC
	Significant
	Moderate
	Negligible

	FREQUENT
	4
	
	
	
	

	 PROBABLE  
	3
	
	
	
	

	REMOTE
	2
	
	
	
	

	IMPROBABLE
	1
	
	
	
	


After taking measures

	Probable 
	Severity 

	
	4
	3
	2
	1

	
	CATASTROPHIC
	Significant
	Moderate
	Negligible

	FREQUENT
	4
	
	
	
	

	 PROBABLE  
	3
	
	
	
	

	REMOTE
	2
	
	
	
	

	IMPROBABLE
	1
	
	
	
	


            NACC risk;            ACC risk;
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. 

After risk evaluation from chapter 3 all risks can be accepted.
4.2 Completeness of Risk Control

Through inspection, the risk management process has been applied in each hazard that be judged, all the damage situations that be judged generated risk has been considered.
Chapter 5 Risk/Benefit Analysis

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

Chapter 6 Production and post-production information
Company has established and maintains a systematic procedure, including Vigilance System, Procedure and Corrective Action Procedure to review information gained about the medical device or similar devices in the post-production phase. The information shall be evaluated for possible relevance to safety, especially the following:

a) If previously unrecognized hazards are present;

b) If the estimated risk(s) arising from a hazard is no longer acceptable;

c) If the original assessment is invalid.

If any of the above conditions is satisfied, the results of the evaluation shall be fed back as an input to the risk management process.
If there is any new risk identified, the risk has to identify hazards. Then evaluate and verify the measurements.

In the light of this safety relevant information, a review of the appropriate steps of risk management process for the medical device shall be considered. If there is a potential that the residual risk(s) or its acceptability has changed, the impact on previously implemented risk control measures shall be evaluated. The results of this evaluation shall be recorded in the risk management file according to procedure Risk Management, and this file is a living file.

 Chapter 7 Risk Management Review
7.1 Risk Management review input 

Risk accept level

Document of risk management 

Risk management plan                                 

Safety characteristic

Risk evaluation, risk control implementation and validation 

Residual risk evaluation

Related standard

7.2 Implementation of risk management plan

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

7.3 Overall residual risk acceptable evaluation 

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 **** manufactured by Competitive Company Name, all the risks posed by **** (including production and post-market, but no adverse event) have been considered in {Product Name}.

- 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.
7.4 Reviewed document 

Risk management plan                               

Safety related characteristic        

Risk evaluation, control implementation and validation 

Residual risk evaluation record
Chapter 8 Risk management review conclusion

The risk assessment team draws the following conclusion after evaluation of product and risk management process: 

----Risk Management plan is properly implemented 

----Overall residual risk is acceptable 

-----Appropriate method to get the post market and production 

----all residual risk are acceptable and benefit is better than risk. 
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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。

