医械企业一站式知识平台！                   

Risk Management Plan
Product Name: {产品名称}

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

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

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

Checked by:       {XX名字}             Date：   {年-月-日}  

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

Revision records:
	Edition
	Effective Date
	Summary of revision
	Drafted by
	Checked by
	Approved by

	{文件版本1}
	{年-月-日}
	First release
	{XX名字}
	{XX名字}
	{XX名字}

	{文件版本2}
	{年-月-日}
	{本版本相对上一版本版本更新了****，主要原因是****, 涉及到修改的小节是*****}

【填写本技术文档的版本相对于上一版本更新了哪些内容？为什么更新？以及更新内容具体的地方及小节编号？】
	{XX名字}
	{XX名字}
	{XX名字}

	{文件版本N}
	{年-月-日}
	{本版本相对上一版本版本更新了****，主要原因是****, 涉及到修改的小节是*****}

【填写本技术文档的版本相对于上一版本更新了哪些内容？为什么更新？以及更新内容具体的地方及小节编号？】
	{XX名字}
	{XX名字}
	{XX名字}

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


Product description
【对产品进行简要的描述，包括但不限于以下的信息】
Model list
{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】
Working principle
{工作原理}
Product Composition
{产品组成}
Expected purpose

{预期用途}
Expected operator
{预期操作者}.

Operating environment

Temperature：

Relative humidity：

Atmospheric pressure：
Power：

Purpose and scope
This article is a plan for the risk management of the {产品名称}. The plan defines the team members and their responsibility for the risk management team, defines the risk analysis work schedule as well as the risk acceptable criteria.

Team members and responsibility
	Name
	Job title
	Title in team
	Responsibility

	{成员名字}
	{职位}
	{头衔}
	{职责}

	(参考示例：Shan zhang)
	(参考示例：Quality Manager)
	(参考示例：Team leader)
	(参考示例：Organizing the team to implement risk management activities.

Follow up the risk management activities, collect and review information about the small steam sterilizer in the production and the post production phases.

Review the risk management plan, risk management report, and the production and post production information review report.)

	**
	**
	**
	**

	**
	**
	**
	**

	**
	**
	**
	**

	**
	**
	**
	**

	**
	**
	**
	**


Reference standards and regulation
{参考标准及法规}
【需要罗列本文档参考的标准及法规】
Risk Management Schedule

The risk management activities  as below,

	Phase
	Task
	Planning complete date
	Responsible person
	Remark

	{风险管理的阶段}
	{任务}
	{计划完成日期}
	{责任人}
	{备注}

	(以下为参考示例)
	(以下为参考示例)
	(以下为参考示例)
	(以下为参考示例)
	(以下为参考示例)

	Pre-market phase
	1
	Define the risk management plan.
	20210***
	Shan Zhang
	NA

	
	2
	Identify and document the characteristics related to the safety
	20210***
	***
	NA

	
	3
	Identify of hazards and estimate of the risks for each hazardous situation and conduct risk evaluation.
	20210***
	***
	NA

	
	4
	Make risk control plan.
	20210***
	***
	NA

	
	5
	Implement the risk control measures.
	20210***
	***
	NA

	
	6
	Conduct residual risk evaluation.
	20210***
	***
	NA

	
	7
	Workout the risk management report.
	20210***
	***
	NA

	Production and post-production phase
	1
	Collect the information of production phase according to the process defined in Nonconforming Product Control Procedure  and CAPA Control Procedure 
	20210***
	***
	NA

	
	2
	Collect and review the standards and regulation change information, whether the change will cause the product risk changed.
	20210***
	***
	NA

	
	3
	Collect information of post-production phase according to the process defined in Feedback Control Procedure,Complaint Procedure and Vigilance system 
	20210***
	***
	NA

	
	4
	Based on the information collected above, conduct annual assessment of the effectiveness of risk control.
	20210***
	***
	NA


Definition for risk acceptance criteria

6.1Severity 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


6.2 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 : *******************************
6.3 Risk evaluation criteria (S)

{风险评估准则}
(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
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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。
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。

