
<system> Validation Incident Report


System Name


Validation Incident Report

[image: C:\Users\jmorr_000\Dropbox\Praxis_Media\Praxis_Logo_no_background.png]


This Validation Incident Report Template (Template) is being provided by Praxis Management International, LLC (Praxis) for the "fair use" by you, the User, as that term is defined under the U.S. Copyright Laws.  All other use, reproduction or re-transmission in any form or by any means, electronic or mechanical, including photocopying and recording, or by any information storage or retrieval system, without prior written permission from Praxis is prohibited.  ©2008-2015 Praxis Management International, LLC.  All rights reserved.

Praxis makes no representations or warranties concerning the suitability or use of, or reliance on, the Template.  Any actual or implied representation or warranty that the Template does not infringe the intellectual property rights of any third party is specifically hereby void.  Any special, indirect or consequential damages or any damages whatsoever resulting from the use or misuse of the Template, the loss of use, data, or profits, whether in an action of contract, negligence, or other tortious action arising out of or in connection with the Template shall be born exclusively by the User


V.1.0
24 March 2015



<system> Functional Requirements Specification



Version .1	© Copyright 2008, Praxis Management International, LLC	Page 3 of 4




	
Incident Report Number:

	Incident ID

	General Information

	1.1:  System Name:
	System Name

	1.2:  Software Version Number:
	Software Version

	1.3:  Project Request Number:
	Project Tracking Number

	1.4:  Validation Protocol Name/Number:
	Protocol Name/Number

	1.5:  Step Number:  
	Protocol Test/Step Number

	1.6:  Date of Incident:
	Date

	Pre-Approval Information

	2.1:  Description of Validation Incident:

	Describe the actions taken by the tester and the results achieved

	2.2:  Desired/Proper Operation:

	Describe the results that should have been achieved by the tester

	2.3:  System Impact:

	Describe the impact of the validation incident on the rest of the computer system.
For example, identify where the defect detected in this incident impacts other area(s) of system functionality.

	2.4:  Validation Impact:

	Describe the impact of the validation incident on the rest of the validation testing.
For example, identify where the defect detected in this incident impacts another validation testing protocol(s).

	2.5:  Product Impact:

	Identify whether or not the validation incident could potentially impact manufactured or marketed product and conclude whether or not a product quality investigation is required.

	2.6:  Cause of Validation Incident Event:

	Describe the cause(s) of the validation incident.  Examples include programming error, configuration error, tester error, validation protocol error, etc.

	2.7:  Correction Required:

	Describe the change(s) needed to correct the error reported in the validation incident.  Examples include software correction, configuration changes, validation protocol updates, test re-execution, etc.

	2.8:  Action Required to Verify Correction:

	[bookmark: _GoBack]Describe the testing needed to confirm that the correction has been successful.  Include any necessary regression testing in this section.

	Pre-Approval

Approval authorizes the recommended correction and verification actions

	Pre-Approvals:

	Function
	Name
	Signature
	Date

	
	Approver 1
	
	

	
	Approver 2
	
	

	
	Approver 3
	
	




	Post-Approval Information

	C1:  Evidence:

	Describe the evidence that the correction has been completed and verified.

	C2:  Evidence Provider:

	Provider
	
	
	
	

	Name
	
	Signature
	
	Date

	C3:  Evidence Location:

	Identify the location of the evidence of correction if it is not attached to the Validation Incident Report.

	

	Post-Approval
Approval indicates agreement that all required actions have been completed and the Validation Incident Report can be closed.

	Post-Approvals:

	Function
	Name
	Signature
	Date

	
	Approver 1
	
	

	
	Approver 2
	
	

	
	Approver 3
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