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Risk Management Report
[bookmark: _Toc24451724]Purpose and Scope
[bookmark: _Toc24451725]The report is intended to ensure that the risk management plan was properly implemented and assess if the overall residual risk is acceptable.
.
[bookmark: _Toc24451726]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: _Toc24451727]Definitions and Abbreviations
	Def. / Abbr.
	Description

	
	

	
	



Implementation of Risk Controls
All risk controls have been verified.
<Insert traceability of successful testing of all risk control measures>

Risk Summary 
The hazards after applying risk control is located as following in our risk accesptance matrix.
<Insert Risk Summary here>

Residual Risk Evaluation / Risk - Benefit Analysis
<describe the evaluation of the residual risk and present a risk benefit analysis>

Risks arising from risk control measures
<identify, assess and present any risks arising from risk control measures and how they have been mitigated>

Completeness of risk controls
All identified preliminary hazards have been assessed, evaluated and controlled.

Evaluation of overall residual risk acceptability 
After all risk control measures have been implemented and verified, the overall residual risk posed by the equipment is acceptable using the criteria defined in the risk management plan.  
 
REVIEW AND UPDATE OF RISK MANAGEMENT PLAN

Reviews and updates to the Risk Management File 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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