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Risk Management Plan

[bookmark: _Toc24710199]Purpose and Scope
This Risk Management Plan applies to the <Project Name> device.  It plan identifies the risk management activities and responsibilities required for the project, from the design phase through market release, per [1]. 
A risk management process is in place to provide a system for risk management; to identify the hazards associated with medical devices, to estimate and evaluate the associated risks, to control these risks, and to monitor the effectiveness of the controls.  This process is documented in [2].
The development team will identify the hazards and hazardous situations posed by the devices, estimate the harm and probability of the Hazard, evaluation the risk, mitigate the risks, implement the risk control measures and verify the effectiveness of any mitigation.
At market release, the risk management plan will be reviewed and updated as required to assure the appropriate measures are in place for collecting on-going post-production information about the performance and safety of the product.

[bookmark: _Toc24710200]Document References
	Reference ID
	Document Name

	[1]
	SOP Development Process and Design Control Management

	[2]
	SOP Risk Management Process

	[3]
	SOP Post Market Surveillence



[bookmark: _Toc24710201]Definitions and Abbreviations
	Def. / Abbr.
	Description

	
	

	
	



[bookmark: _Toc24710202]Assignment of Responsibilities 
	Name
	Role
	Responsibility
	Training and Qualification

	<Name>
	<Role>
	Overall management process responsibility
	See ISO 14971 Training Record

	
	
	Risk Management Plan development
	See ISO 14971 Training Record

	
	
	Manage Risk Assessment
	See ISO 14971 Training Record

	
	
	Update Risk Analysis Report
	Creation and update Risk Analysis Report

	
	
	Independent review of Risk Management File
	Independent review of Risk Management File



[bookmark: _Toc24710203]Review of Risk Management Activities

Each design phase has one or more completed or updated risk management documenst presented as part of the review.  A Risk Management Report will be created for <Product Name> to document a final review of the aggregate risk management documents, risk acceptability, and residual risk.

[bookmark: _Toc24710204]Criteria for Risk Acceptability
Criteria for risk acceptability has defined based upon applicable national or regional regulations and relevant International Standards, and taken into account available information such as the generally accepted state of the art and known stakeholder concerns. 
Based on the risk policy and risk management process being set up by the company management, the identified risks will be evaluated in the risk management worksheet and reported in annual risk management reports as follows (according to ISO 14971): 

[bookmark: _Toc24710205]Severity of Harm
	Severity Term
	Severity Rank
	Definition

	Catastrophic
	5
	Could result in death or life-threatening injury

	Critical
	4
	Could result in permeant partial disability, injuries

	Serious
	3
	Could result in injury requiring professional medical intervention

	Minor
	2
	Could result in temporary injury not requiring professional medical intervention

	Negligible
	1
	Inconvenience or temporary discomfort, does not require any medical treatment



[bookmark: _Toc24710206]Probability of Occurence
	Probability Term
	Probability Rank
	Definition

	Frequent
	5
	With a probability of occurrence more than 10-1, or occurs more than once a month.

	Probable
	4
	Could result in permeant partial disability, injuries, 10 – 3

	Occasional
	3
	Could result in injury requiring professional medical intervention, 10 – 5

	Remote
	2
	Could result in temporary injury not requiring professional medical intervention 10 – 7

	Improbable
	1
	With a probability of occurrence less than 10-9, unlikely to occur, but possible



[bookmark: _Toc24710207]Criteria for Acceptability of Risk
Risk Index Matrix
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[bookmark: _Toc24710208]Post Market Information

SOP Post Market Surveillence[3], provides the process for routine gathering and analyzing of post market data.  Use of post-production information for monitoring and evaluation of product risk is described in [2].  Sources of data include product complaints, from CAPAs, internal audits or NCRs. The risk management report will list specific concerns or risks and provide for the collection of any additional post-production information required to monitor the risk of the device.  The risk management report is reviewed, at minimum, prior to each Management Review.

[bookmark: _Toc24710209]Review and update of Risk Management Plan

Reviews and updates to the Risk Management File will be done at each milestone before product release. After the product release, the ewviews and updates will be done annually 
Reviews and updates to any risk related document will be documented, approved, and included within the Risk Management File.
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