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Risk Assessment
[bookmark: _Toc24703241]Purpose
This document is a Risk Assessement conducted for the Project Name device in accordance with the [1].
It demonstrates the identification, evaluation and mitigation of risks associated with the device.

[bookmark: _Toc24703242]Scope
The Risk Assessment does not demonstrate the verifications and results therefore associated with the implementation of mitigations in this document. See associated Test Reports for that information.

[bookmark: _Toc24703243]Document References
	Reference ID
	Document Name

	[1]
	SOP Risk Management

	[2]
	Risk Management Plan
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	Def. / Abbr.
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[bookmark: _Toc24703245]Responsibilities for Risk Assessment
	Title
	Name
	Responsibilities

	Leader
	
	Moderator

	Subject Matter Expert
	
	Reviewer





[bookmark: _Toc24703246]Risk Assessment

[bookmark: _Toc24703247]Identification of Preliminary Hazards
This list below assess the applicability of any preliminary hazards on the device.
If the preliminary hazard has been identified as applicable, it is listed in the next section with its corresponding evaluation and mitigations.

<List of assessed preliminary  hazards>


	Project Name




	Confidential
	<Company Name>, 2021
	Page 6



[bookmark: _Toc24703248]Hazard Analysis, Evaluation and Control of applicable Hazards

The risk analysis and evaluation method is described in SOP Risk Management [1]. The Risk Acceptance criteria is dercibed in the Risk Managemeng Plan [2].

<Insert Hazard Analysis Here>
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