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[bookmark: _Toc314978528][bookmark: _Toc324843634][bookmark: _Toc324851941][bookmark: _Toc324915524][bookmark: _Toc433104437][bookmark: _Toc492979176][bookmark: _Toc76137849]Purpose
This Product Validation Plan supports the following objectives:
· Identification of hazard-related use scenarios that were selected for the summative evaluation and information for safety
· Recommended and described Test strategies to be employed
· Identification or required resources
· Estimation of the test effort
· List of deliverables for the test effort

[bookmark: _Toc76137850]Scope
This document described the planned validation activities for the Project Name device.
It includes:
· <list>,
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[bookmark: _Toc24451727][bookmark: _Toc76137852]Definitions and Abbreviations
	Def. / Abbr.
	Description

	
	

	
	



[bookmark: _Toc76137853]Constraints potentially limiting the feasibility of validation activities
<list the constraints>

[bookmark: _Toc76137854]Acceptance Criteria
<state the acceptance criteria>
[bookmark: _Toc76137855]Operating environment
<describe the environment required for validation>
[bookmark: _Toc76137856]Required IFU Documentation and Training
< describe the required user training and availability of IFU documentation for the evaluation>
[bookmark: _Toc76137857]Independence of Validation Team from Design Team
<describe how the validation team is independent from the design team>

[bookmark: _Toc492979181][bookmark: _Toc76137858]Validation Test Strategy
[bookmark: _Toc76137859]Validation Methods Employed
<For the applicable test types, described how they are being employed and what the success criteria are and explain why these methods are used>
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	Tool Name
	Description
	Purpose during Verification Activities
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[bookmark: _Toc76137862]Staffing
This table shows the staffing assumptions for the project.

	Role
	Names
	Responsibilities

	Test Managers
	
	Provides management oversight. 
Responsibilities:
· provide technical direction
· acquire appropriate resources
· provide management reporting

	Test Designers

	
	Identifies, prioritizes, and implements test cases.
Responsibilities:
· generate test plan
· generate test model
· evaluate effectiveness of test effort

	Testers, Users, Participates
	
	Executes the tests.
Responsibilities:
· execute tests
· log results
· recover from errors
· document change requests


[bookmark: _Toc76137863]Validation  Systems and Equipment
The following table sets forth the system resources for the testing project.

	Resource
	Names / Type

	Devices
	

	Computers
	

	Servers
	



[bookmark: _Toc324843649][bookmark: _Toc324851956][bookmark: _Toc324915539][bookmark: _Toc433104460][bookmark: _Toc492979199][bookmark: _Toc76137864]Project Milestones

	Milestone Task
	Effort
	Start Date
	End Date

	Plan Test
	
	
	

	Design Test
	
	
	

	Implement Test
	
	
	

	Execute Test
	
	
	

	Evaluate Test
	
	
	



[bookmark: _Toc417790808][bookmark: _Toc433104461][bookmark: _Toc492979200][bookmark: _Toc76137865]Deliverables

[bookmark: _Toc76137866]Validation Test Cases
<describe how this is expected to be delivered>
[bookmark: _Toc76137867]Validation Results and Objective Evidence
<describe how this is expected to be delivered>
[bookmark: _Toc76137868]Defect Tracking and Reports
<describe how this is expected to be delivered>
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